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90–299

108TH CONGRESS REPORT " ! HOUSE OF REPRESENTATIVES 1st Session 108–391 

MEDICARE PRESCRIPTION DRUG, IMPROVEMENT, AND 
MODERNIZATION ACT OF 2003

NOVEMBER 21, (legislative day, NOVEMBER 20), 2003.—Ordered to be printed 

Mr. THOMAS, from the committee of conference, 
submitted the following 

CONFERENCE REPORT 

[To accompany H.R. 1] 

The committee of conference on the disagreeing votes of the 
two Houses on the amendments of the Senate to the bill (H.R. 1), 
to amend title XVIII of the Social Security Act to provide for a vol-
untary program for prescription drug coverage under the Medicare 
Program, to modernize the Medicare Program, to amend the Inter-
nal Revenue Code of 1986 to allow a deduction to individuals for 
amounts contributed to health savings security accounts and health 
savings accounts, to provide for the disposition of unused health 
benefits in cafeteria plans and flexible spending arrangements, and 
for other purposes, having met, after full and free conference, have 
agreed to recommend and do recommend to their respective Houses 
as follows: 

That the House recede from its disagreement to the amend-
ment of the Senate to the text of the bill and agree to the same 
with an amendment as follows: 

In lieu of the matter proposed to be inserted by the Senate 
amendment, insert the following.
SECTION 1. SHORT TITLE; AMENDMENTS TO SOCIAL SECURITY ACT; 

REFERENCES TO BIPA AND SECRETARY; TABLE OF CON-
TENTS. 

(a) SHORT TITLE.—This Act may be cited as the ‘‘Medicare Pre-
scription Drug, Improvement, and Modernization Act of 2003’’. 

(b) AMENDMENTS TO SOCIAL SECURITY ACT.—Except as other-
wise specifically provided, whenever in division A of this Act an 
amendment is expressed in terms of an amendment to or repeal of 
a section or other provision, the reference shall be considered to be 
made to that section or other provision of the Social Security Act. 

(c) BIPA; SECRETARY.—In this Act: 
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(1) BIPA.—The term ‘‘BIPA’’ means the Medicare, Med-
icaid, and SCHIP Benefits Improvement and Protection Act of 
2000, as enacted into law by section 1(a)(6) of Public Law 106–
554. 

(2) SECRETARY.—The term ‘‘Secretary’’ means the Secretary 
of Health and Human Services. 
(d) TABLE OF CONTENTS.—The table of contents of this Act is 

as follows:
Sec. 1. Short title; amendments to Social Security Act; references to BIPA and Sec-

retary; table of contents. 

TITLE I—MEDICARE PRESCRIPTION DRUG BENEFIT 
Sec. 101. Medicare prescription drug benefit. 

‘‘PART D—VOLUNTARY PRESCRIPTION DRUG BENEFIT PROGRAM 

‘‘Subpart 1—Part D Eligible Individuals and Prescription Drug Benefits 
‘‘Sec. 1860D–1. Eligibility, enrollment, and information. 
‘‘Sec. 1860D–2. Prescription drug benefits. 
‘‘Sec. 1860D–3. Access to a choice of qualified prescription drug coverage. 
‘‘Sec. 1860D–4. Beneficiary protections for qualified prescription drug coverage. 

‘‘Subpart 2—Prescription Drug Plans; PDP Sponsors; Financing 
‘‘Sec. 1860D–11. PDP regions; submission of bids; plan approval. 
‘‘Sec. 1860D–12. Requirements for and contracts with prescription drug plan 

(PDP) sponsors. 
‘‘Sec. 1860D–13. Premiums; late enrollment penalty. 
‘‘Sec. 1860D–14. Premium and cost-sharing subsidies for low-income individ-

uals. 
‘‘Sec. 1860D–15. Subsidies for part D eligible individuals for qualified prescrip-

tion drug coverage. 
‘‘Sec. 1860D–16. Medicare Prescription Drug Account in the Federal Supple-

mentary Medical Insurance Trust Fund. 

‘‘Subpart 3—Application to Medicare Advantage Program and Treatment of 
Employer-Sponsored Programs and Other Prescription Drug Plans 

‘‘Sec. 1860D–21. Application to Medicare Advantage program and related man-
aged care programs. 

‘‘Sec. 1860D–22. Special rules for employer-sponsored programs. 
‘‘Sec. 1860D–23. State pharmaceutical assistance programs. 
‘‘Sec. 1860D–24. Coordination requirements for plans providing prescription 

drug coverage. 

‘‘Subpart 4—Medicare Prescription Drug Discount Card and Transitional Assistance 
Program 

‘‘Sec. 1860D–31. Medicare prescription drug discount card and transitional as-
sistance program. 

‘‘Subpart 5—Definitions and Miscellaneous Provisions 
‘‘Sec. 1860D–41. Definitions; treatment of references to provisions in part C. 
‘‘Sec. 1860D–42. Miscellaneous provisions. 

Sec. 102. Medicare Advantage conforming amendments. 
Sec. 103. Medicaid amendments. 
Sec. 104. Medigap amendments. 
Sec. 105. Additional provisions relating to medicare prescription drug discount card 

and transitional assistance program. 
Sec. 106. State Pharmaceutical Assistance Transition Commission. 
Sec. 107. Studies and reports. 
Sec. 108. Grants to physicians to implement electronic prescription drug programs. 
Sec. 109. Expanding the work of medicare Quality Improvement Organizations to in-

clude parts C and D. 
Sec. 110. Conflict of interest study. 
Sec. 111. Study on employment-based retiree health coverage. 
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TITLE II—MEDICARE ADVANTAGE 

Subtitle A—Implementation of Medicare Advantage Program 
Sec. 201. Implementation of Medicare Advantage program. 

Subtitle B—Immediate Improvements 
Sec. 211. Immediate improvements. 

Subtitle C—Offering of Medicare Advantage (MA) Regional Plans; Medicare 
Advantage Competition 

Sec. 221. Establishment of MA regional plans. 
Sec. 222. Competition program beginning in 2006. 
Sec. 223. Effective date. 

Subtitle D—Additional Reforms 
Sec. 231. Specialized MA plans for special needs individuals. 
Sec. 232. Avoiding duplicative State regulation. 
Sec. 233. Medicare MSAs. 
Sec. 234. Extension of reasonable cost contracts. 
Sec. 235. 2-year extension of municipal health service demonstration projects. 
Sec. 236. Payment by PACE providers for medicare and medicaid services furnished 

by noncontract providers. 
Sec. 237. Reimbursement for Federally qualified health centers providing services 

under MA plans. 
Sec. 238. Institute of Medicine evaluation and report on health care performance 

measures. 

Subtitle E—Comparative Cost Adjustment (CCA) Program 
Sec. 241. Comparative Cost Adjustment (CCA) program. 

TITLE III—COMBATTING WASTE, FRAUD, AND ABUSE 
Sec. 301. Medicare secondary payor (MSP) provisions. 
Sec. 302. Payment for durable medical equipment; competitive acquisition of certain 

items and services. 
Sec. 303. Payment reform for covered outpatient drugs and biologicals. 
Sec. 304. Extension of application of payment reform for covered outpatient drugs 

and biologicals to other physician specialties. 
Sec. 305. Payment for inhalation drugs. 
Sec. 306. Demonstration project for use of recovery audit contractors. 
Sec. 307. Pilot program for national and State background checks on direct patient 

access employees of long-term care facilities or providers. 

TITLE IV—RURAL PROVISIONS 

Subtitle A—Provisions Relating to Part A Only 
Sec. 401. Equalizing urban and rural standardized payment amounts under the 

medicare inpatient hospital prospective payment system. 
Sec. 402. Enhanced disproportionate share hospital (DSH) treatment for rural hos-

pitals and urban hospitals with fewer than 100 beds. 
Sec. 403. Adjustment to the medicare inpatient hospital prospective payment system 

wage index to revise the labor-related share of such index. 
Sec. 404. More frequent update in weights used in hospital market basket. 
Sec. 405. Improvements to critical access hospital program. 
Sec. 406. Medicare inpatient hospital payment adjustment for low-volume hospitals. 
Sec. 407. Treatment of missing cost reporting periods for sole community hospitals. 
Sec. 408. Recognition of attending nurse practitioners as attending physicians to 

serve hospice patients. 
Sec. 409. Rural hospice demonstration project. 
Sec. 410. Exclusion of certain rural health clinic and federally qualified health cen-

ter services from the prospective payment system for skilled nursing fa-
cilities. 

Sec. 410A. Rural community hospital demonstration program. 

Subtitle B—Provisions Relating to Part B Only 
Sec. 411. 2-year extension of hold harmless provisions for small rural hospitals and 

sole community hospitals under the prospective payment system for hos-
pital outpatient department services. 
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Sec. 412. Establishment of floor on work geographic adjustment. 
Sec. 413. Medicare incentive payment program improvements for physician scarcity. 
Sec. 414. Payment for rural and urban ambulance services. 
Sec. 415. Providing appropriate coverage of rural air ambulance services. 
Sec. 416. Treatment of certain clinical diagnostic laboratory tests furnished to hos-

pital outpatients in certain rural areas. 
Sec. 417. Extension of telemedicine demonstration project. 
Sec. 418. Report on demonstration project permitting skilled nursing facilities to be 

originating telehealth sites; authority to implement. 

Subtitle C—Provisions Relating to Parts A and B 
Sec. 421. 1-year increase for home health services furnished in a rural area. 
Sec. 422. Redistribution of unused resident positions. 

Subtitle D—Other Provisions 
Sec. 431. Providing safe harbor for certain collaborative efforts that benefit medi-

cally underserved populations. 
Sec. 432. Office of Rural Health Policy improvements. 
Sec. 433. MedPAC study on rural hospital payment adjustments. 
Sec. 434. Frontier extended stay clinic demonstration project. 

TITLE V—PROVISIONS RELATING TO PART A 

Subtitle A—Inpatient Hospital Services 
Sec. 501. Revision of acute care hospital payment updates. 
Sec. 502. Revision of the indirect medical education (IME) adjustment percentage. 
Sec. 503. Recognition of new medical technologies under inpatient hospital prospec-

tive payment system. 
Sec. 504. Increase in Federal rate for hospitals in Puerto Rico. 
Sec. 505. Wage index adjustment reclassification reform. 
Sec. 506. Limitation on charges for inpatient hospital contract health services pro-

vided to Indians by medicare participating hospitals. 
Sec. 507. Clarifications to certain exceptions to medicare limits on physician refer-

rals. 
Sec. 508. 1-Time appeals process for hospital wage index classification. 

Subtitle B—Other Provisions 
Sec. 511. Payment for covered skilled nursing facility services. 
Sec. 512. Coverage of hospice consultation services. 
Sec. 513. Study on portable diagnostic ultrasound services for beneficiaries in 

skilled nursing facilities. 

TITLE VI—PROVISIONS RELATING TO PART B 

Subtitle A—Provisions Relating to Physicians’ Services 
Sec. 601. Revision of updates for physicians’ services. 
Sec. 602. Treatment of physicians’ services furnished in Alaska.
Sec. 603. Inclusion of podiatrists, dentists, and optometrists under private con-

tracting authority. 
Sec. 604. GAO study on access to physicians’ services. 
Sec. 605. Collaborative demonstration-based review of physician practice expense ge-

ographic adjustment data. 
Sec. 606. MedPAC report on payment for physicians’ services. 

Subtitle B—Preventive Services 
Sec. 611. Coverage of an initial preventive physical examination. 
Sec. 612. Coverage of cardiovascular screening blood tests. 
Sec. 613. Coverage of diabetes screening tests. 
Sec. 614. Improved payment for certain mammography services. 

Subtitle C—Other Provisions 
Sec. 621. Hospital outpatient department (HOPD) payment reform. 
Sec. 622. Limitation of application of functional equivalence standard. 
Sec. 623. Payment for renal dialysis services. 
Sec. 624. 2-year moratorium on therapy caps; provisions relating to reports. 
Sec. 625. Waiver of part B late enrollment penalty for certain military retirees; spe-

cial enrollment period. 
Sec. 626. Payment for services furnished in ambulatory surgical centers. 

VerDate jul 14 2003 06:29 Nov 24, 2003 Jkt 090299 PO 00000 Frm 00006 Fmt 6659 Sfmt 6613 E:\HR\OC\HR391.XXX HR391



5

Sec. 627. Payment for certain shoes and inserts under the fee schedule for orthotics 
and prosthetics. 

Sec. 628. Payment for clinical diagnostic laboratory tests. 
Sec. 629. Indexing part B deductible to inflation. 
Sec. 630. 5-year authorization of reimbursement for all medicare part B services fur-

nished by certain Indian hospitals and clinics. 

Subtitle D—Additional Demonstrations, Studies, and Other Provisions 
Sec. 641. Demonstration project for coverage of certain prescription drugs and 

biologicals. 
Sec. 642. Extension of coverage of Intravenous Immune Globulin (IVIG) for the 

treatment of primary immune deficiency diseases in the home. 
Sec. 643. MedPAC study of coverage of surgical first assisting services of certified 

registered nurse first assistants. 
Sec. 644. MedPAC study of payment for cardio-thoracic surgeons. 
Sec. 645. Studies relating to vision impairments. 
Sec. 646. Medicare health care quality demonstration programs. 
Sec. 647. MedPAC study on direct access to physical therapy services. 
Sec. 648. Demonstration project for consumer-directed chronic outpatient services. 
Sec. 649. Medicare care management performance demonstration. 
Sec. 650. GAO study and report on the propagation of concierge care. 
Sec. 651. Demonstration of coverage of chiropractic services under medicare. 

TITLE VII—PROVISIONS RELATING TO PARTS A AND B 

Subtitle A—Home Health Services 
Sec. 701. Update in home health services. 
Sec. 702. Demonstration project to clarify the definition of homebound. 
Sec. 703. Demonstration project for medical adult day care services. 
Sec. 704. Temporary suspension of OASIS requirement for collection of data on non-

medicare and non-medicaid patients. 
Sec. 705. MedPAC study on medicare margins of home health agencies. 
Sec. 706. Coverage of religious nonmedical health care institution services furnished 

in the home. 

Subtitle B—Graduate Medical Education 
Sec. 711. Extension of update limitation on high cost programs. 
Sec. 712. Exception to initial residency period for geriatric residency or fellowship 

programs. 
Sec. 713. Treatment of volunteer supervision. 

Subtitle C—Chronic Care Improvement 
Sec. 721. Voluntary chronic care improvement under traditional fee-for-service. 
Sec. 722. Medicare Advantage quality improvement programs. 
Sec. 723. Chronically ill medicare beneficiary research, data, demonstration strat-

egy. 

Subtitle D—Other Provisions 
Sec. 731. Improvements in national and local coverage determination process to re-

spond to changes in technology. 
Sec. 732. Extension of treatment of certain physician pathology services under medi-

care. 
Sec. 733. Payment for pancreatic islet cell investigational transplants for medicare 

beneficiaries in clinical trials. 
Sec. 734. Restoration of medicare trust funds. 
Sec. 735. Modifications to Medicare Payment Advisory Commission (MedPAC). 
Sec. 736. Technical amendments. 

TITLE VIII—COST CONTAINMENT 

Subtitle A—Cost Containment 
Sec. 801. Inclusion in annual report of medicare trustees of information on status 

of medicare trust funds. 
Sec. 802. Presidential submission of legislation. 
Sec. 803. Procedures in the House of Representatives. 
Sec. 804. Procedures in the Senate. 
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Subtitle B—Income-Related Reduction in Part B Premium Subsidy 
Sec. 811. Income-related reduction in part B premium subsidy. 

TITLE IX—ADMINISTRATIVE IMPROVEMENTS, REGULATORY REDUCTION, 
AND CONTRACTING REFORM 

Sec. 900. Administrative improvements within the Centers for Medicare & Medicaid 
Services (CMS). 

Subtitle A—Regulatory Reform 
Sec. 901. Construction; definition of supplier. 
Sec. 902. Issuance of regulations. 
Sec. 903. Compliance with changes in regulations and policies. 
Sec. 904. Reports and studies relating to regulatory reform. 

Subtitle B—Contracting Reform 
Sec. 911. Increased flexibility in medicare administration. 
Sec. 912. Requirements for information security for medicare administrative con-

tractors. 

Subtitle C—Education and Outreach 
Sec. 921. Provider education and technical assistance. 
Sec. 922. Small provider technical assistance demonstration program. 
Sec. 923. Medicare Beneficiary Ombudsman. 
Sec. 924. Beneficiary outreach demonstration program. 
Sec. 925. Inclusion of additional information in notices to beneficiaries about skilled 

nursing facility benefits. 
Sec. 926. Information on medicare-certified skilled nursing facilities in hospital dis-

charge plans. 

Subtitle D—Appeals and Recovery 
Sec. 931. Transfer of responsibility for medicare appeals. 
Sec. 932. Process for expedited access to review. 
Sec. 933. Revisions to medicare appeals process. 
Sec. 934. Prepayment review. 
Sec. 935. Recovery of overpayments. 
Sec. 936. Provider enrollment process; right of appeal. 
Sec. 937. Process for correction of minor errors and omissions without pursuing ap-

peals process. 
Sec. 938. Prior determination process for certain items and services; advance bene-

ficiary notices. 
Sec. 939. Appeals by providers when there is no other party available. 
Sec. 940. Revisions to appeals timeframes and amounts. 
Sec. 940A. Mediation process for local coverage determinations. 

Subtitle E—Miscellaneous Provisions 
Sec. 941. Policy development regarding evaluation and management (E & M) docu-

mentation guidelines. 
Sec. 942. Improvement in oversight of technology and coverage. 
Sec. 943. Treatment of hospitals for certain services under medicare secondary payor 

(MSP) provisions. 
Sec. 944. EMTALA improvements. 
Sec. 945. Emergency Medical Treatment and Labor Act (EMTALA) Technical Advi-

sory Group. 
Sec. 946. Authorizing use of arrangements to provide core hospice services in certain 

circumstances. 
Sec. 947. Application of OSHA bloodborne pathogens standard to certain hospitals. 
Sec. 948. BIPA-related technical amendments and corrections. 
Sec. 949. Conforming authority to waive a program exclusion. 
Sec. 950. Treatment of certain dental claims. 
Sec. 951. Furnishing hospitals with information to compute DSH formula. 
Sec. 952. Revisions to reassignment provisions. 
Sec. 953. Other provisions. 

TITLE X—MEDICAID AND MISCELLANEOUS PROVISIONS 

Subtitle A—Medicaid Provisions 
Sec. 1001. Medicaid disproportionate share hospital (DSH) payments. 
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Sec. 1002. Clarification of inclusion of inpatient drug prices charged to certain pub-
lic hospitals in the best price exemptions for the medicaid drug rebate 
program. 

Sec. 1003. Extension of moratorium. 

Subtitle B—Miscellaneous Provisions 
Sec. 1011. Federal reimbursement of emergency health services furnished to undocu-

mented aliens. 
Sec. 1012. Commission on Systemic Interoperability. 
Sec. 1013. Research on outcomes of health care items and services. 
Sec. 1014. Health care that works for all Americans: Citizens Health Care Working 

Group. 
Sec. 1015. Funding start-up administrative costs for medicare reform. 
Sec. 1016. Health care infrastructure improvement program. 

TITLE XI—ACCESS TO AFFORDABLE PHARMACEUTICALS 

Subtitle A—Access to Affordable Pharmaceuticals 
Sec. 1101. 30-month stay-of-effectiveness period. 
Sec. 1102. Forfeiture of 180-day exclusivity period. 
Sec. 1103. Bioavailability and bioequivalence. 
Sec. 1104. Conforming amendments. 

Subtitle B—Federal Trade Commission Review 
Sec. 1111. Definitions. 
Sec. 1112. Notification of agreements. 
Sec. 1113. Filing deadlines. 
Sec. 1114. Disclosure exemption. 
Sec. 1115. Enforcement. 
Sec. 1116. Rulemaking. 
Sec. 1117. Savings clause. 
Sec. 1118. Effective date. 

Subtitle C—Importation of Prescription Drugs 
Sec. 1121. Importation of prescription drugs. 
Sec. 1122. Study and report on importation of drugs. 
Sec. 1123. Study and report on trade in pharmaceuticals. 

TITLE XII—TAX INCENTIVES FOR HEALTH AND RETIREMENT SECURITY 
Sec. 1201. Health savings accounts. 
Sec. 1202. Exclusion from gross income of certain Federal subsidies for prescription 

drug plans. 
Sec. 1203. Exception to information reporting requirements related to certain health 

arrangements.

TITLE I—MEDICARE PRESCRIPTION DRUG BENEFIT

SEC. 101. MEDICARE PRESCRIPTION DRUG BENEFIT. 
(a) IN GENERAL.—Title XVIII is amended—

(1) by redesignating part D as part E; and 
(2) by inserting after part C the following new part: 

‘‘PART D—VOLUNTARY PRESCRIPTION DRUG BENEFIT PROGRAM 

‘‘Subpart 1—Part D Eligible Individuals and Prescription Drug 
Benefits 

‘‘ELIGIBILITY, ENROLLMENT, AND INFORMATION 

‘‘SEC. 1860D–1. (a) PROVISION OF QUALIFIED PRESCRIPTION 
DRUG COVERAGE THROUGH ENROLLMENT IN PLANS.—

‘‘(1) IN GENERAL.—Subject to the succeeding provisions of 
this part, each part D eligible individual (as defined in para-
graph (3)(A)) is entitled to obtain qualified prescription drug 
coverage (described in section 1860D–2(a)) as follows: 
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‘‘(A) FEE-FOR-SERVICE ENROLLEES MAY RECEIVE COV-
ERAGE THROUGH A PRESCRIPTION DRUG PLAN.—A part D el-
igible individual who is not enrolled in an MA plan may 
obtain qualified prescription drug coverage through enroll-
ment in a prescription drug plan (as defined in section 
1860D–41(a)(14)). 

‘‘(B) MEDICARE ADVANTAGE ENROLLEES.—
‘‘(i) ENROLLEES IN A PLAN PROVIDING QUALIFIED 

PRESCRIPTION DRUG COVERAGE RECEIVE COVERAGE 
THROUGH THE PLAN.—A part D eligible individual who 
is enrolled in an MA–PD plan obtains such coverage 
through such plan. 

‘‘(ii) LIMITATION ON ENROLLMENT OF MA PLAN EN-
ROLLEES IN PRESCRIPTION DRUG PLANS.—Except as 
provided in clauses (iii) and (iv), a part D eligible indi-
vidual who is enrolled in an MA plan may not enroll 
in a prescription drug plan under this part. 

‘‘(iii) PRIVATE FEE-FOR-SERVICE ENROLLEES IN MA 
PLANS NOT PROVIDING QUALIFIED PRESCRIPTION DRUG 
COVERAGE PERMITTED TO ENROLL IN A PRESCRIPTION 
DRUG PLAN.—A part D eligible individual who is en-
rolled in an MA private fee-for-service plan (as defined 
in section 1859(b)(2)) that does not provide qualified 
prescription drug coverage may obtain qualified pre-
scription drug coverage through enrollment in a pre-
scription drug plan. 

‘‘(iv) ENROLLEES IN MSA PLANS PERMITTED TO EN-
ROLL IN A PRESCRIPTION DRUG PLAN.—A part D eligible 
individual who is enrolled in an MSA plan (as defined 
in section 1859(b)(3)) may obtain qualified prescription 
drug coverage through enrollment in a prescription 
drug plan. 

‘‘(2) COVERAGE FIRST EFFECTIVE JANUARY 1, 2006.—Cov-
erage under prescription drug plans and MA–PD plans shall 
first be effective on January 1, 2006. 

‘‘(3) DEFINITIONS.—For purposes of this part: 
‘‘(A) PART D ELIGIBLE INDIVIDUAL.—The term ‘part D 

eligible individual’ means an individual who is entitled to 
benefits under part A or enrolled under part B. 

‘‘(B) MA PLAN.—The term ‘MA plan’ has the meaning 
given such term in section 1859(b)(1). 

‘‘(C) MA–PD PLAN.—The term ‘MA–PD plan’ means an 
MA plan that provides qualified prescription drug cov-
erage. 

‘‘(b) ENROLLMENT PROCESS FOR PRESCRIPTION DRUG PLANS.—
‘‘(1) ESTABLISHMENT OF PROCESS.—

‘‘(A) IN GENERAL.—The Secretary shall establish a 
process for the enrollment, disenrollment, termination, and 
change of enrollment of part D eligible individuals in pre-
scription drug plans consistent with this subsection. 

‘‘(B) APPLICATION OF MA RULES.—In establishing such 
process, the Secretary shall use rules similar to (and co-
ordinated with) the rules for enrollment, disenrollment, ter-
mination, and change of enrollment with an MA–PD plan 
under the following provisions of section 1851: 
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‘‘(i) RESIDENCE REQUIREMENTS.—Section 
1851(b)(1)(A), relating to residence requirements. 

‘‘(ii) EXERCISE OF CHOICE.—Section 1851(c) (other 
than paragraph (3)(A) of such section), relating to exer-
cise of choice. 

‘‘(iii) COVERAGE ELECTION PERIODS.—Subject to 
paragraphs (2) and (3) of this subsection, section 
1851(e) (other than subparagraphs (B) and (C) of para-
graph (2) and the second sentence of paragraph (4) of 
such section), relating to coverage election periods, in-
cluding initial periods, annual coordinated election pe-
riods, special election periods, and election periods for 
exceptional circumstances. 

‘‘(iv) COVERAGE PERIODS.—Section 1851(f), relating 
to effectiveness of elections and changes of elections. 

‘‘(v) GUARANTEED ISSUE AND RENEWAL.—Section 
1851(g) (other than paragraph (2) of such section and 
clause (i) and the second sentence of clause (ii) of para-
graph (3)(C) of such section), relating to guaranteed 
issue and renewal. 

‘‘(vi) MARKETING MATERIAL AND APPLICATION 
FORMS.—Section 1851(h), relating to approval of mar-
keting material and application forms. 

In applying clauses (ii), (iv), and (v) of this subparagraph, 
any reference to section 1851(e) shall be treated as a ref-
erence to such section as applied pursuant to clause (iii) of 
this subparagraph. 

‘‘(C) SPECIAL RULE.—The process established under 
subparagraph (A) shall include, in the case of a part D eli-
gible individual who is a full-benefit dual eligible indi-
vidual (as defined in section 1935(c)(6)) who has failed to 
enroll in a prescription drug plan or an MA–PD plan, for 
the enrollment in a prescription drug plan that has a 
monthly beneficiary premium that does not exceed the pre-
mium assistance available under section 1860D–
14(a)(1)(A)). If there is more than one such plan available, 
the Secretary shall enroll such an individual on a random 
basis among all such plans in the PDP region. Nothing in 
the previous sentence shall prevent such an individual from 
declining or changing such enrollment. 
‘‘(2) INITIAL ENROLLMENT PERIOD.—

‘‘(A) PROGRAM INITIATION.—In the case of an indi-
vidual who is a part D eligible individual as of November 
15, 2005, there shall be an initial enrollment period that 
shall be the same as the annual, coordinated open election 
period described in section 1851(e)(3)(B)(iii), as applied 
under paragraph (1)(B)(iii). 

‘‘(B) CONTINUING PERIODS.—In the case of an indi-
vidual who becomes a part D eligible individual after No-
vember 15, 2005, there shall be an initial enrollment period 
which is the period under section 1851(e)(1), as applied 
under paragraph (1)(B)(iii) of this section, as if ‘entitled to 
benefits under part A or enrolled under part B’ were sub-
stituted for ‘entitled to benefits under part A and enrolled 
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under part B’, but in no case shall such period end before 
the period described in subparagraph (A). 
‘‘(3) ADDITIONAL SPECIAL ENROLLMENT PERIODS.—The Sec-

retary shall establish special enrollment periods, including the 
following: 

‘‘(A) INVOLUNTARY LOSS OF CREDITABLE PRESCRIPTION 
DRUG COVERAGE.—

‘‘(i) IN GENERAL.—In the case of a part D eligible 
individual who involuntarily loses creditable prescrip-
tion drug coverage (as defined in section 1860D–
13(b)(4)). 

‘‘(ii) NOTICE.—In establishing special enrollment 
periods under clause (i), the Secretary shall take into 
account when the part D eligible individuals are pro-
vided notice of the loss of creditable prescription drug 
coverage. 

‘‘(iii) FAILURE TO PAY PREMIUM.—For purposes of 
clause (i), a loss of coverage shall be treated as vol-
untary if the coverage is terminated because of failure 
to pay a required beneficiary premium. 

‘‘(iv) REDUCTION IN COVERAGE.—For purposes of 
clause (i), a reduction in coverage so that the coverage 
no longer meets the requirements under section 1860D–
13(b)(5) (relating to actuarial equivalence) shall be 
treated as an involuntary loss of coverage. 
‘‘(B) ERRORS IN ENROLLMENT.—In the case described in 

section 1837(h) (relating to errors in enrollment), in the 
same manner as such section applies to part B. 

‘‘(C) EXCEPTIONAL CIRCUMSTANCES.—In the case of 
part D eligible individuals who meet such exceptional con-
ditions (in addition to those conditions applied under para-
graph (1)(B)(iii)) as the Secretary may provide. 

‘‘(D) MEDICAID COVERAGE.—In the case of an indi-
vidual (as determined by the Secretary) who is a full-ben-
efit dual eligible individual (as defined in section 
1935(c)(6)). 

‘‘(E) DISCONTINUANCE OF MA–PD ELECTION DURING 
FIRST YEAR OF ELIGIBILITY.—In the case of a part D eligible 
individual who discontinues enrollment in an MA–PD plan 
under the second sentence of section 1851(e)(4) at the time 
of the election of coverage under such sentence under the 
original medicare fee-for-service program. 
‘‘(4) INFORMATION TO FACILITATE ENROLLMENT.—

‘‘(A) IN GENERAL.—Notwithstanding any other provi-
sion of law but subject to subparagraph (B), the Secretary 
may provide to each PDP sponsor and MA organization 
such identifying information about part D eligible individ-
uals as the Secretary determines to be necessary to facili-
tate efficient marketing of prescription drug plans and MA–
PD plans to such individuals and enrollment of such indi-
viduals in such plans. 

‘‘(B) LIMITATION.—
‘‘(i) PROVISION OF INFORMATION.—The Secretary 

may provide the information under subparagraph (A) 
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only to the extent necessary to carry out such subpara-
graph. 

‘‘(ii) USE OF INFORMATION.—Such information pro-
vided by the Secretary to a PDP sponsor or an MA or-
ganization may be used by such sponsor or organiza-
tion only to facilitate marketing of, and enrollment of 
part D eligible individuals in, prescription drug plans 
and MA–PD plans. 

‘‘(5) REFERENCE TO ENROLLMENT PROCEDURES FOR MA–PD 
PLANS.—For rules applicable to enrollment, disenrollment, ter-
mination, and change of enrollment of part D eligible individ-
uals in MA–PD plans, see section 1851. 

‘‘(6) REFERENCE TO PENALTIES FOR LATE ENROLLMENT.—
Section 1860D–13(b) imposes a late enrollment penalty for part 
D eligible individuals who—

‘‘(A) enroll in a prescription drug plan or an MA–PD 
plan after the initial enrollment period described in para-
graph (2); and 

‘‘(B) fail to maintain continuous creditable prescription 
drug coverage during the period of non-enrollment. 

‘‘(c) PROVIDING INFORMATION TO BENEFICIARIES.—
‘‘(1) ACTIVITIES.—The Secretary shall conduct activities 

that are designed to broadly disseminate information to part D 
eligible individuals (and prospective part D eligible individ-
uals) regarding the coverage provided under this part. Such ac-
tivities shall ensure that such information is first made avail-
able at least 30 days prior to the initial enrollment period de-
scribed in subsection (b)(2)(A). 

‘‘(2) REQUIREMENTS.—The activities described in paragraph 
(1) shall—

‘‘(A) be similar to the activities performed by the Sec-
retary under section 1851(d), including dissemination (in-
cluding through the toll-free telephone number 1–800–
MEDICARE) of comparative information for prescription 
drug plans and MA–PD plans; and 

‘‘(B) be coordinated with the activities performed by the 
Secretary under such section and under section 1804. 
‘‘(3) COMPARATIVE INFORMATION.—

‘‘(A) IN GENERAL.—Subject to subparagraph (B), the 
comparative information referred to in paragraph (2)(A) 
shall include a comparison of the following with respect to 
qualified prescription drug coverage: 

‘‘(i) BENEFITS.—The benefits provided under the 
plan. 

‘‘(ii) MONTHLY BENEFICIARY PREMIUM.—The 
monthly beneficiary premium under the plan. 

‘‘(iii) QUALITY AND PERFORMANCE.—The quality 
and performance under the plan. 

‘‘(iv) BENEFICIARY COST-SHARING.—The cost-shar-
ing required of part D eligible individuals under the 
plan. 

‘‘(v) CONSUMER SATISFACTION SURVEYS.—The re-
sults of consumer satisfaction surveys regarding the 
plan conducted pursuant to section 1860D–4(d). 
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‘‘(B) EXCEPTION FOR UNAVAILABILITY OF INFORMA-
TION.—The Secretary is not required to provide compara-
tive information under clauses (iii) and (v) of subparagraph 
(A) with respect to a plan—

‘‘(i) for the first plan year in which it is offered; 
and 

‘‘(ii) for the next plan year if it is impracticable or 
the information is otherwise unavailable. 

‘‘(4) INFORMATION ON LATE ENROLLMENT PENALTY.—The in-
formation disseminated under paragraph (1) shall include in-
formation concerning the methodology for determining the late 
enrollment penalty under section 1860D–13(b). 

‘‘PRESCRIPTION DRUG BENEFITS 

‘‘SEC. 1860D–2. (a) REQUIREMENTS.—
‘‘(1) IN GENERAL.—For purposes of this part and part C, the 

term ‘qualified prescription drug coverage’ means either of the 
following: 

‘‘(A) STANDARD PRESCRIPTION DRUG COVERAGE WITH 
ACCESS TO NEGOTIATED PRICES.—Standard prescription 
drug coverage (as defined in subsection (b)) and access to 
negotiated prices under subsection (d). 

‘‘(B) ALTERNATIVE PRESCRIPTION DRUG COVERAGE WITH 
AT LEAST ACTUARIALLY EQUIVALENT BENEFITS AND ACCESS 
TO NEGOTIATED PRICES.—Coverage of covered part D drugs 
which meets the alternative prescription drug coverage re-
quirements of subsection (c) and access to negotiated prices 
under subsection (d), but only if the benefit design of such 
coverage is approved by the Secretary, as provided under 
subsection (c). 
‘‘(2) PERMITTING SUPPLEMENTAL PRESCRIPTION DRUG COV-

ERAGE.—
‘‘(A) IN GENERAL.—Subject to subparagraph (B), quali-

fied prescription drug coverage may include supplemental 
prescription drug coverage consisting of either or both of 
the following: 

‘‘(i) CERTAIN REDUCTIONS IN COST-SHARING.—
‘‘(I) IN GENERAL.—A reduction in the annual 

deductible, a reduction in the coinsurance percent-
age, or an increase in the initial coverage limit 
with respect to covered part D drugs, or any com-
bination thereof, insofar as such a reduction or in-
crease increases the actuarial value of benefits 
above the actuarial value of basic prescription 
drug coverage. 

‘‘(II) CONSTRUCTION.—Nothing in this para-
graph shall be construed as affecting the applica-
tion of subsection (c)(3). 
‘‘(ii) OPTIONAL DRUGS.—Coverage of any product 

that would be a covered part D drug but for the appli-
cation of subsection (e)(2)(A). 
‘‘(B) REQUIREMENT.—A PDP sponsor may not offer a 

prescription drug plan that provides supplemental prescrip-
tion drug coverage pursuant to subparagraph (A) in an 
area unless the sponsor also offers a prescription drug plan 
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in the area that only provides basic prescription drug cov-
erage. 
‘‘(3) BASIC PRESCRIPTION DRUG COVERAGE.—For purposes of 

this part and part C, the term ‘basic prescription drug coverage’ 
means either of the following: 

‘‘(A) Coverage that meets the requirements of para-
graph (1)(A). 

‘‘(B) Coverage that meets the requirements of para-
graph (1)(B) but does not have any supplemental prescrip-
tion drug coverage described in paragraph (2)(A). 
‘‘(4) APPLICATION OF SECONDARY PAYOR PROVISIONS.—The 

provisions of section 1852(a)(4) shall apply under this part in 
the same manner as they apply under part C. 

‘‘(5) CONSTRUCTION.—Nothing in this subsection shall be 
construed as changing the computation of incurred costs under 
subsection (b)(4). 
‘‘(b) STANDARD PRESCRIPTION DRUG COVERAGE.—For purposes 

of this part and part C, the term ‘standard prescription drug cov-
erage’ means coverage of covered part D drugs that meets the fol-
lowing requirements: 

‘‘(1) DEDUCTIBLE.—
‘‘(A) IN GENERAL.—The coverage has an annual deduct-

ible—
‘‘(i) for 2006, that is equal to $250; or 
‘‘(ii) for a subsequent year, that is equal to the 

amount specified under this paragraph for the previous 
year increased by the percentage specified in paragraph 
(6) for the year involved. 
‘‘(B) ROUNDING.—Any amount determined under sub-

paragraph (A)(ii) that is not a multiple of $5 shall be 
rounded to the nearest multiple of $5. 
‘‘(2) BENEFIT STRUCTURE.—

‘‘(A) 25 PERCENT COINSURANCE.—The coverage has co-
insurance (for costs above the annual deductible specified 
in paragraph (1) and up to the initial coverage limit under 
paragraph (3)) that is—

‘‘(i) equal to 25 percent; or 
‘‘(ii) actuarially equivalent (using processes and 

methods established under section 1860D–11(c)) to an 
average expected payment of 25 percent of such costs. 
‘‘(B) USE OF TIERS.—Nothing in this part shall be con-

strued as preventing a PDP sponsor or an MA organization 
from applying tiered copayments under a plan, so long as 
such tiered copayments are consistent with subparagraph 
(A)(ii). 
‘‘(3) INITIAL COVERAGE LIMIT.—

‘‘(A) IN GENERAL.—Except as provided in paragraph 
(4), the coverage has an initial coverage limit on the max-
imum costs that may be recognized for payment purposes 
(including the annual deductible)—

‘‘(i) for 2006, that is equal to $2,250; or 
‘‘(ii) for a subsequent year, that is equal to the 

amount specified in this paragraph for the previous 
year, increased by the annual percentage increase de-
scribed in paragraph (6) for the year involved. 
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‘‘(B) ROUNDING.—Any amount determined under sub-
paragraph (A)(ii) that is not a multiple of $10 shall be 
rounded to the nearest multiple of $10. 
‘‘(4) PROTECTION AGAINST HIGH OUT-OF-POCKET EXPENDI-

TURES.—
‘‘(A) IN GENERAL.—

‘‘(i) IN GENERAL.—The coverage provides benefits, 
after the part D eligible individual has incurred costs 
(as described in subparagraph (C)) for covered part D 
drugs in a year equal to the annual out-of-pocket 
threshold specified in subparagraph (B), with cost-
sharing that is equal to the greater of—

‘‘(I) a copayment of $2 for a generic drug or a 
preferred drug that is a multiple source drug (as 
defined in section 1927(k)(7)(A)(i)) and $5 for any 
other drug; or 

‘‘(II) coinsurance that is equal to 5 percent. 
‘‘(ii) ADJUSTMENT OF AMOUNT.—For a year after 

2006, the dollar amounts specified in clause (i)(I) shall 
be equal to the dollar amounts specified in this sub-
paragraph for the previous year, increased by the an-
nual percentage increase described in paragraph (6) for 
the year involved. Any amount established under this 
clause that is not a multiple of a 5 cents shall be 
rounded to the nearest multiple of 5 cents. 
‘‘(B) ANNUAL OUT-OF-POCKET THRESHOLD.—

‘‘(i) IN GENERAL.—For purposes of this part, the 
‘annual out-of-pocket threshold’ specified in this sub-
paragraph—

‘‘(I) for 2006, is equal to $3,600; or 
‘‘(II) for a subsequent year, is equal to the 

amount specified in this subparagraph for the pre-
vious year, increased by the annual percentage in-
crease described in paragraph (6) for the year in-
volved. 
‘‘(ii) ROUNDING.—Any amount determined under 

clause (i)(II) that is not a multiple of $50 shall be 
rounded to the nearest multiple of $50. 
‘‘(C) APPLICATION.—In applying subparagraph (A)—

‘‘(i) incurred costs shall only include costs incurred 
with respect to covered part D drugs for the annual de-
ductible described in paragraph (1), for cost-sharing 
described in paragraph (2), and for amounts for which 
benefits are not provided because of the application of 
the initial coverage limit described in paragraph (3), 
but does not include any costs incurred for covered part 
D drugs which are not included (or treated as being in-
cluded) in the plan’s formulary; and 

‘‘(ii) such costs shall be treated as incurred only if 
they are paid by the part D eligible individual (or by 
another person, such as a family member, on behalf of 
the individual), under section 1860D–14, or under a 
State Pharmaceutical Assistance Program and the part 
D eligible individual (or other person) is not reim-
bursed through insurance or otherwise, a group health 
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plan, or other third-party payment arrangement (other 
than under such section or such a Program) for such 
costs. 
‘‘(D) INFORMATION REGARDING THIRD-PARTY REIM-

BURSEMENT.—
‘‘(i) PROCEDURES FOR EXCHANGING INFORMATION.—

In order to accurately apply the requirements of sub-
paragraph (C)(ii), the Secretary is authorized to estab-
lish procedures, in coordination with the Secretary of 
the Treasury and the Secretary of Labor—

‘‘(I) for determining whether costs for part D 
eligible individuals are being reimbursed through 
insurance or otherwise, a group health plan, or 
other third-party payment arrangement; and 

‘‘(II) for alerting the PDP sponsors and MA or-
ganizations that offer the prescription drug plans 
and MA–PD plans in which such individuals are 
enrolled about such reimbursement arrangements. 
‘‘(ii) AUTHORITY TO REQUEST INFORMATION FROM 

ENROLLEES.—A PDP sponsor or an MA organization 
may periodically ask part D eligible individuals en-
rolled in a prescription drug plan or an MA–PD plan 
offered by the sponsor or organization whether such in-
dividuals have or expect to receive such third-party re-
imbursement. A material misrepresentation of the in-
formation described in the preceding sentence by an in-
dividual (as defined in standards set by the Secretary 
and determined through a process established by the 
Secretary) shall constitute grounds for termination of 
enrollment in any plan under section 1851(g)(3)(B) 
(and as applied under this part under section 1860D–
1(b)(1)(B)(v)) for a period specified by the Secretary. 

‘‘(5) CONSTRUCTION.—Nothing in this part shall be con-
strued as preventing a PDP sponsor or an MA organization of-
fering an MA–PD plan from reducing to 0 the cost-sharing oth-
erwise applicable to preferred or generic drugs. 

‘‘(6) ANNUAL PERCENTAGE INCREASE.—The annual percent-
age increase specified in this paragraph for a year is equal to 
the annual percentage increase in average per capita aggregate 
expenditures for covered part D drugs in the United States for 
part D eligible individuals, as determined by the Secretary for 
the 12-month period ending in July of the previous year using 
such methods as the Secretary shall specify. 
‘‘(c) ALTERNATIVE PRESCRIPTION DRUG COVERAGE REQUIRE-

MENTS.—A prescription drug plan or an MA–PD plan may provide 
a different prescription drug benefit design from standard prescrip-
tion drug coverage so long as the Secretary determines (consistent 
with section 1860D–11(c)) that the following requirements are met 
and the plan applies for, and receives, the approval of the Secretary 
for such benefit design: 

‘‘(1) ASSURING AT LEAST ACTUARIALLY EQUIVALENT COV-
ERAGE.—

‘‘(A) ASSURING EQUIVALENT VALUE OF TOTAL COV-
ERAGE.—The actuarial value of the total coverage is at least 
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equal to the actuarial value of standard prescription drug 
coverage. 

‘‘(B) ASSURING EQUIVALENT UNSUBSIDIZED VALUE OF 
COVERAGE.—The unsubsidized value of the coverage is at 
least equal to the unsubsidized value of standard prescrip-
tion drug coverage. For purposes of this subparagraph, the 
unsubsidized value of coverage is the amount by which the 
actuarial value of the coverage exceeds the actuarial value 
of the subsidy payments under section 1860D–15 with re-
spect to such coverage. 

‘‘(C) ASSURING STANDARD PAYMENT FOR COSTS AT INI-
TIAL COVERAGE LIMIT.—The coverage is designed, based 
upon an actuarially representative pattern of utilization, to 
provide for the payment, with respect to costs incurred that 
are equal to the initial coverage limit under subsection 
(b)(3) for the year, of an amount equal to at least the prod-
uct of—

‘‘(i) the amount by which the initial coverage limit 
described in subsection (b)(3) for the year exceeds the 
deductible described in subsection (b)(1) for the year; 
and 

‘‘(ii) 100 percent minus the coinsurance percentage 
specified in subsection (b)(2)(A)(i).

‘‘(2) MAXIMUM REQUIRED DEDUCTIBLE.—The deductible 
under the coverage shall not exceed the deductible amount spec-
ified under subsection (b)(1) for the year. 

‘‘(3) SAME PROTECTION AGAINST HIGH OUT-OF-POCKET EX-
PENDITURES.—The coverage provides the coverage required 
under subsection (b)(4). 
‘‘(d) ACCESS TO NEGOTIATED PRICES.—

‘‘(1) ACCESS.—
‘‘(A) IN GENERAL.—Under qualified prescription drug 

coverage offered by a PDP sponsor offering a prescription 
drug plan or an MA organization offering an MA–PD plan, 
the sponsor or organization shall provide enrollees with ac-
cess to negotiated prices used for payment for covered part 
D drugs, regardless of the fact that no benefits may be pay-
able under the coverage with respect to such drugs because 
of the application of a deductible or other cost-sharing or 
an initial coverage limit (described in subsection (b)(3)). 

‘‘(B) NEGOTIATED PRICES.—For purposes of this part, 
negotiated prices shall take into account negotiated price 
concessions, such as discounts, direct or indirect subsidies, 
rebates, and direct or indirect remunerations, for covered 
part D drugs, and include any dispensing fees for such 
drugs. 

‘‘(C) MEDICAID-RELATED PROVISIONS.—The prices nego-
tiated by a prescription drug plan, by an MA–PD plan with 
respect to covered part D drugs, or by a qualified retiree 
prescription drug plan (as defined in section 1860D–
22(a)(2)) with respect to such drugs on behalf of part D eli-
gible individuals, shall (notwithstanding any other provi-
sion of law) not be taken into account for the purposes of 
establishing the best price under section 1927(c)(1)(C). 
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‘‘(2) DISCLOSURE.—A PDP sponsor offering a prescription 
drug plan or an MA organization offering an MA–PD plan 
shall disclose to the Secretary (in a manner specified by the Sec-
retary) the aggregate negotiated price concessions described in 
paragraph (1)(B) made available to the sponsor or organization 
by a manufacturer which are passed through in the form of 
lower subsidies, lower monthly beneficiary prescription drug 
premiums, and lower prices through pharmacies and other dis-
pensers. The provisions of section 1927(b)(3)(D) apply to infor-
mation disclosed to the Secretary under this paragraph. 

‘‘(3) AUDITS.—To protect against fraud and abuse and to 
ensure proper disclosures and accounting under this part and 
in accordance with section 1857(d)(2)(B) (as applied under sec-
tion 1860D–12(b)(3)(C)), the Secretary may conduct periodic au-
dits, directly or through contracts, of the financial statements 
and records of PDP sponsors with respect to prescription drug 
plans and MA organizations with respect to MA–PD plans. 
‘‘(e) COVERED PART D DRUG DEFINED.—

‘‘(1) IN GENERAL.—Except as provided in this subsection, for 
purposes of this part, the term ‘covered part D drug’ means—

‘‘(A) a drug that may be dispensed only upon a pre-
scription and that is described in subparagraph (A)(i), 
(A)(ii), or (A)(iii) of section 1927(k)(2); or 

‘‘(B) a biological product described in clauses (i) 
through (iii) of subparagraph (B) of such section or insulin 
described in subparagraph (C) of such section and medical 
supplies associated with the injection of insulin (as defined 
in regulations of the Secretary), 

and such term includes a vaccine licensed under section 351 of 
the Public Health Service Act and any use of a covered part D 
drug for a medically accepted indication (as defined in section 
1927(k)(6)). 

‘‘(2) EXCLUSIONS.—
‘‘(A) IN GENERAL.—Such term does not include drugs or 

classes of drugs, or their medical uses, which may be ex-
cluded from coverage or otherwise restricted under section 
1927(d)(2), other than subparagraph (E) of such section (re-
lating to smoking cessation agents), or under section 
1927(d)(3). 

‘‘(B) MEDICARE COVERED DRUGS.—A drug prescribed 
for a part D eligible individual that would otherwise be a 
covered part D drug under this part shall not be so consid-
ered if payment for such drug as so prescribed and dis-
pensed or administered with respect to that individual is 
available (or would be available but for the application of 
a deductible) under part A or B for that individual. 
‘‘(3) APPLICATION OF GENERAL EXCLUSION PROVISIONS.—A 

prescription drug plan or an MA–PD plan may exclude from 
qualified prescription drug coverage any covered part D drug—

‘‘(A) for which payment would not be made if section 
1862(a) applied to this part; or 

‘‘(B) which is not prescribed in accordance with the 
plan or this part. 
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Such exclusions are determinations subject to reconsideration 
and appeal pursuant to subsections (g) and (h), respectively, of 
section 1860D–4. 

‘‘ACCESS TO A CHOICE OF QUALIFIED PRESCRIPTION DRUG COVERAGE 

‘‘SEC. 1860D–3. (a) ASSURING ACCESS TO A CHOICE OF COV-
ERAGE.—

‘‘(1) CHOICE OF AT LEAST TWO PLANS IN EACH AREA.—The 
Secretary shall ensure that each part D eligible individual has 
available, consistent with paragraph (2), a choice of enrollment 
in at least 2 qualifying plans (as defined in paragraph (3)) in 
the area in which the individual resides, at least one of which 
is a prescription drug plan. In any such case in which such 
plans are not available, the part D eligible individual shall be 
given the opportunity to enroll in a fallback prescription drug 
plan. 

‘‘(2) REQUIREMENT FOR DIFFERENT PLAN SPONSORS.—The 
requirement in paragraph (1) is not satisfied with respect to an 
area if only one entity offers all the qualifying plans in the 
area. 

‘‘(3) QUALIFYING PLAN DEFINED.—For purposes of this sec-
tion, the term ‘qualifying plan’ means—

‘‘(A) a prescription drug plan; or 
‘‘(B) an MA–PD plan described in section 

1851(a)(2)(A)(i) that provides—
‘‘(i) basic prescription drug coverage; or 
‘‘(ii) qualified prescription drug coverage that pro-

vides supplemental prescription drug coverage so long 
as there is no MA monthly supplemental beneficiary 
premium applied under the plan, due to the applica-
tion of a credit against such premium of a rebate under 
section 1854(b)(1)(C). 

‘‘(b) FLEXIBILITY IN RISK ASSUMED AND APPLICATION OF FALL-
BACK PLAN.—In order to ensure access pursuant to subsection (a) in 
an area—

‘‘(1) the Secretary may approve limited risk plans under 
section 1860D–11(f) for the area; and 

‘‘(2) only if such access is still not provided in the area after 
applying paragraph (1), the Secretary shall provide for the of-
fering of a fallback prescription drug plan for that area under 
section 1860D–11(g). 

‘‘BENEFICIARY PROTECTIONS FOR QUALIFIED PRESCRIPTION DRUG 
COVERAGE 

‘‘SEC. 1860D–4. (a) DISSEMINATION OF INFORMATION.—
‘‘(1) GENERAL INFORMATION.—

‘‘(A) APPLICATION OF MA INFORMATION.—A PDP spon-
sor shall disclose, in a clear, accurate, and standardized 
form to each enrollee with a prescription drug plan offered 
by the sponsor under this part at the time of enrollment 
and at least annually thereafter, the information described 
in section 1852(c)(1) relating to such plan, insofar as the 
Secretary determines appropriate with respect to benefits 
provided under this part, and including the information 
described in subparagraph (B). 
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‘‘(B) DRUG SPECIFIC INFORMATION.—The information 
described in this subparagraph is information concerning 
the following: 

‘‘(i) Access to specific covered part D drugs, includ-
ing access through pharmacy networks. 

‘‘(ii) How any formulary (including any tiered for-
mulary structure) used by the sponsor functions, in-
cluding a description of how a part D eligible indi-
vidual may obtain information on the formulary con-
sistent with paragraph (3). 

‘‘(iii) Beneficiary cost-sharing requirements and 
how a part D eligible individual may obtain informa-
tion on such requirements, including tiered or other co-
payment level applicable to each drug (or class of 
drugs), consistent with paragraph (3). 

‘‘(iv) The medication therapy management program 
required under subsection (c). 

‘‘(2) DISCLOSURE UPON REQUEST OF GENERAL COVERAGE, 
UTILIZATION, AND GRIEVANCE INFORMATION.—Upon request of a 
part D eligible individual who is eligible to enroll in a prescrip-
tion drug plan, the PDP sponsor offering such plan shall pro-
vide information similar (as determined by the Secretary) to the 
information described in subparagraphs (A), (B), and (C) of sec-
tion 1852(c)(2) to such individual. 

‘‘(3) PROVISION OF SPECIFIC INFORMATION.—
‘‘(A) RESPONSE TO BENEFICIARY QUESTIONS.—Each 

PDP sponsor offering a prescription drug plan shall have 
a mechanism for providing specific information on a timely 
basis to enrollees upon request. Such mechanism shall in-
clude access to information through the use of a toll-free 
telephone number and, upon request, the provision of such 
information in writing. 

‘‘(B) AVAILABILITY OF INFORMATION ON CHANGES IN 
FORMULARY THROUGH THE INTERNET.—A PDP sponsor of-
fering a prescription drug plan shall make available on a 
timely basis through an Internet website information on 
specific changes in the formulary under the plan (including 
changes to tiered or preferred status of covered part D 
drugs). 
‘‘(4) CLAIMS INFORMATION.—A PDP sponsor offering a pre-

scription drug plan must furnish to each enrollee in a form eas-
ily understandable to such enrollees—

‘‘(A) an explanation of benefits (in accordance with sec-
tion 1806(a) or in a comparable manner); and 

‘‘(B) when prescription drug benefits are provided 
under this part, a notice of the benefits in relation to—

‘‘(i) the initial coverage limit for the current year; 
and 

‘‘(ii) the annual out-of-pocket threshold for the cur-
rent year. 

Notices under subparagraph (B) need not be provided more 
often than as specified by the Secretary and notices under 
subparagraph (B)(ii) shall take into account the application 
of section 1860D–2(b)(4)(C) to the extent practicable, as 
specified by the Secretary. 
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‘‘(b) ACCESS TO COVERED PART D DRUGS.—
‘‘(1) ASSURING PHARMACY ACCESS.—

‘‘(A) PARTICIPATION OF ANY WILLING PHARMACY.—A 
prescription drug plan shall permit the participation of any 
pharmacy that meets the terms and conditions under the 
plan. 

‘‘(B) DISCOUNTS ALLOWED FOR NETWORK PHAR-
MACIES.—For covered part D drugs dispensed through in-
network pharmacies, a prescription drug plan may, not-
withstanding subparagraph (A), reduce coinsurance or co-
payments for part D eligible individuals enrolled in the 
plan below the level otherwise required. In no case shall 
such a reduction result in an increase in payments made 
by the Secretary under section 1860D–15 to a plan. 

‘‘(C) CONVENIENT ACCESS FOR NETWORK PHARMACIES.—
‘‘(i) IN GENERAL.—The PDP sponsor of the pre-

scription drug plan shall secure the participation in its 
network of a sufficient number of pharmacies that dis-
pense (other than by mail order) drugs directly to pa-
tients to ensure convenient access (consistent with rules 
established by the Secretary). 

‘‘(ii) APPLICATION OF TRICARE STANDARDS.—The 
Secretary shall establish rules for convenient access to 
in-network pharmacies under this subparagraph that 
are no less favorable to enrollees than the rules for con-
venient access to pharmacies included in the statement 
of work of solicitation (#MDA906–03–R–0002) of the 
Department of Defense under the TRICARE Retail 
Pharmacy (TRRx) as of March 13, 2003. 

‘‘(iii) ADEQUATE EMERGENCY ACCESS.—Such rules 
shall include adequate emergency access for enrollees. 

‘‘(iv) CONVENIENT ACCESS IN LONG-TERM CARE FA-
CILITIES.—Such rules may include standards with re-
spect to access for enrollees who are residing in long-
term care facilities and for pharmacies operated by the 
Indian Health Service, Indian tribes and tribal organi-
zations, and urban Indian organizations (as defined in 
section 4 of the Indian Health Care Improvement Act). 
‘‘(D) LEVEL PLAYING FIELD.—Such a sponsor shall per-

mit enrollees to receive benefits (which may include a 90-
day supply of drugs or biologicals) through a pharmacy 
(other than a mail order pharmacy), with any differential 
in charge paid by such enrollees. 

‘‘(E) NOT REQUIRED TO ACCEPT INSURANCE RISK.—The 
terms and conditions under subparagraph (A) may not re-
quire participating pharmacies to accept insurance risk as 
a condition of participation. 
‘‘(2) USE OF STANDARDIZED TECHNOLOGY.—

‘‘(A) IN GENERAL.—The PDP sponsor of a prescription 
drug plan shall issue (and reissue, as appropriate) such a 
card (or other technology) that may be used by an enrollee 
to assure access to negotiated prices under section 1860D–
2(d). 

‘‘(B) STANDARDS.—
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‘‘(i) IN GENERAL.—The Secretary shall provide for 
the development, adoption, or recognition of standards 
relating to a standardized format for the card or other 
technology required under subparagraph (A). Such 
standards shall be compatible with part C of title XI 
and may be based on standards developed by an ap-
propriate standard setting organization. 

‘‘(ii) CONSULTATION.—In developing the standards 
under clause (i), the Secretary shall consult with the 
National Council for Prescription Drug Programs and 
other standard setting organizations determined appro-
priate by the Secretary. 

‘‘(iii) IMPLEMENTATION.—The Secretary shall de-
velop, adopt, or recognize the standards under clause 
(i) by such date as the Secretary determines shall be 
sufficient to ensure that PDP sponsors utilize such 
standards beginning January 1, 2006. 

‘‘(3) REQUIREMENTS ON DEVELOPMENT AND APPLICATION OF 
FORMULARIES.—If a PDP sponsor of a prescription drug plan 
uses a formulary (including the use of tiered cost-sharing), the 
following requirements must be met: 

‘‘(A) DEVELOPMENT AND REVISION BY A PHARMACY AND 
THERAPEUTIC (P&T) COMMITTEE.—

‘‘(i) IN GENERAL.—The formulary must be devel-
oped and reviewed by a pharmacy and therapeutic 
committee. A majority of the members of such com-
mittee shall consist of individuals who are practicing 
physicians or practicing pharmacists (or both). 

‘‘(ii) INCLUSION OF INDEPENDENT EXPERTS.—Such 
committee shall include at least one practicing physi-
cian and at least one practicing pharmacist, each of 
whom—

‘‘(I) is independent and free of conflict with re-
spect to the sponsor and plan; and 

‘‘(II) has expertise in the care of elderly or dis-
abled persons. 

‘‘(B) FORMULARY DEVELOPMENT.—In developing and re-
viewing the formulary, the committee shall—

‘‘(i) base clinical decisions on the strength of sci-
entific evidence and standards of practice, including 
assessing peer-reviewed medical literature, such as 
randomized clinical trials, pharmacoeconomic studies, 
outcomes research data, and on such other information 
as the committee determines to be appropriate; and 

‘‘(ii) take into account whether including in the for-
mulary (or in a tier in such formulary) particular cov-
ered part D drugs has therapeutic advantages in terms 
of safety and efficacy. 
‘‘(C) INCLUSION OF DRUGS IN ALL THERAPEUTIC CAT-

EGORIES AND CLASSES.—
‘‘(i) IN GENERAL.—The formulary must include 

drugs within each therapeutic category and class of 
covered part D drugs, although not necessarily all 
drugs within such categories and classes. 
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‘‘(ii) MODEL GUIDELINES.—The Secretary shall re-
quest the United States Pharmacopeia to develop, in 
consultation with pharmaceutical benefit managers 
and other interested parties, a list of categories and 
classes that may be used by prescription drug plans 
under this paragraph and to revise such classification 
from time to time to reflect changes in therapeutic uses 
of covered part D drugs and the additions of new cov-
ered part D drugs. 

‘‘(iii) LIMITATION ON CHANGES IN THERAPEUTIC 
CLASSIFICATION.—The PDP sponsor of a prescription 
drug plan may not change the therapeutic categories 
and classes in a formulary other than at the beginning 
of each plan year except as the Secretary may permit 
to take into account new therapeutic uses and newly 
approved covered part D drugs. 
‘‘(D) PROVIDER AND PATIENT EDUCATION.—The PDP 

sponsor shall establish policies and procedures to educate 
and inform health care providers and enrollees concerning 
the formulary. 

‘‘(E) NOTICE BEFORE REMOVING DRUG FROM FOR-
MULARY OR CHANGING PREFERRED OR TIER STATUS OF 
DRUG.—Any removal of a covered part D drug from a for-
mulary and any change in the preferred or tiered cost-shar-
ing status of such a drug shall take effect only after appro-
priate notice is made available (such as under subsection 
(a)(3)) to the Secretary, affected enrollees, physicians, phar-
macies, and pharmacists. 

‘‘(F) PERIODIC EVALUATION OF PROTOCOLS.—In connec-
tion with the formulary, the sponsor of a prescription drug 
plan shall provide for the periodic evaluation and analysis 
of treatment protocols and procedures. 

The requirements of this paragraph may be met by a PDP spon-
sor directly or through arrangements with another entity. 
‘‘(c) COST AND UTILIZATION MANAGEMENT; QUALITY ASSUR-

ANCE; MEDICATION THERAPY MANAGEMENT PROGRAM.—
‘‘(1) IN GENERAL.—The PDP sponsor shall have in place, di-

rectly or through appropriate arrangements, with respect to cov-
ered part D drugs, the following: 

‘‘(A) A cost-effective drug utilization management pro-
gram, including incentives to reduce costs when medically 
appropriate, such as through the use of multiple source 
drugs (as defined in section 1927(k)(7)(A)(i)). 

‘‘(B) Quality assurance measures and systems to reduce 
medication errors and adverse drug interactions and im-
prove medication use. 

‘‘(C) A medication therapy management program de-
scribed in paragraph (2). 

‘‘(D) A program to control fraud, abuse, and waste. 
Nothing in this section shall be construed as impairing a PDP 
sponsor from utilizing cost management tools (including dif-
ferential payments) under all methods of operation. 

‘‘(2) MEDICATION THERAPY MANAGEMENT PROGRAM.—
‘‘(A) DESCRIPTION.—
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‘‘(i) IN GENERAL.—A medication therapy manage-
ment program described in this paragraph is a pro-
gram of drug therapy management that may be fur-
nished by a pharmacist and that is designed to assure, 
with respect to targeted beneficiaries described in 
clause (ii), that covered part D drugs under the pre-
scription drug plan are appropriately used to optimize 
therapeutic outcomes through improved medication 
use, and to reduce the risk of adverse events, including 
adverse drug interactions. Such a program may distin-
guish between services in ambulatory and institutional 
settings. 

‘‘(ii) TARGETED BENEFICIARIES DESCRIBED.—Tar-
geted beneficiaries described in this clause are part D 
eligible individuals who—

‘‘(I) have multiple chronic diseases (such as di-
abetes, asthma, hypertension, hyperlipidemia, and 
congestive heart failure);

‘‘(II) are taking multiple covered part D drugs; 
and 

‘‘(III) are identified as likely to incur annual 
costs for covered part D drugs that exceed a level 
specified by the Secretary. 

‘‘(B) ELEMENTS.—Such program may include elements 
that promote—

‘‘(i) enhanced enrollee understanding to promote 
the appropriate use of medications by enrollees and to 
reduce the risk of potential adverse events associated 
with medications, through beneficiary education, coun-
seling, and other appropriate means; 

‘‘(ii) increased enrollee adherence with prescription 
medication regimens through medication refill remind-
ers, special packaging, and other compliance programs 
and other appropriate means; and 

‘‘(iii) detection of adverse drug events and patterns 
of overuse and underuse of prescription drugs. 
‘‘(C) DEVELOPMENT OF PROGRAM IN COOPERATION WITH 

LICENSED PHARMACISTS.—Such program shall be developed 
in cooperation with licensed and practicing pharmacists 
and physicians. 

‘‘(D) COORDINATION WITH CARE MANAGEMENT PLANS.—
The Secretary shall establish guidelines for the coordina-
tion of any medication therapy management program 
under this paragraph with respect to a targeted beneficiary 
with any care management plan established with respect to 
such beneficiary under a chronic care improvement pro-
gram under section 1807. 

‘‘(E) CONSIDERATIONS IN PHARMACY FEES.—The PDP 
sponsor of a prescription drug plan shall take into account, 
in establishing fees for pharmacists and others providing 
services under such plan, the resources used, and time re-
quired to, implement the medication therapy management 
program under this paragraph. Each such sponsor shall 
disclose to the Secretary upon request the amount of any 
such management or dispensing fees. The provisions of sec-
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tion 1927(b)(3)(D) apply to information disclosed under this 
subparagraph. 

‘‘(d) CONSUMER SATISFACTION SURVEYS.—In order to provide 
for comparative information under section 1860D–1(c)(3)(A)(v), the 
Secretary shall conduct consumer satisfaction surveys with respect 
to PDP sponsors and prescription drug plans in a manner similar 
to the manner such surveys are conducted for MA organizations and 
MA plans under part C. 

‘‘(e) ELECTRONIC PRESCRIPTION PROGRAM.—
‘‘(1) APPLICATION OF STANDARDS.—As of such date as the 

Secretary may specify, but not later than 1 year after the date 
of promulgation of final standards under paragraph (4)(D), pre-
scriptions and other information described in paragraph (2)(A) 
for covered part D drugs prescribed for part D eligible individ-
uals that are transmitted electronically shall be transmitted 
only in accordance with such standards under an electronic 
prescription drug program that meets the requirements of para-
graph (2). 

‘‘(2) PROGRAM REQUIREMENTS.—Consistent with uniform 
standards established under paragraph (3)—

‘‘(A) PROVISION OF INFORMATION TO PRESCRIBING 
HEALTH CARE PROFESSIONAL AND DISPENSING PHARMACIES 
AND PHARMACISTS.—An electronic prescription drug pro-
gram shall provide for the electronic transmittal to the pre-
scribing health care professional and to the dispensing 
pharmacy and pharmacist of the prescription and informa-
tion on eligibility and benefits (including the drugs in-
cluded in the applicable formulary, any tiered formulary 
structure, and any requirements for prior authorization) 
and of the following information with respect to the pre-
scribing and dispensing of a covered part D drug: 

‘‘(i) Information on the drug being prescribed or 
dispensed and other drugs listed on the medication his-
tory, including information on drug-drug interactions, 
warnings or cautions, and, when indicated, dosage ad-
justments. 

‘‘(ii) Information on the availability of lower cost, 
therapeutically appropriate alternatives (if any) for the 
drug prescribed. 
‘‘(B) APPLICATION TO MEDICAL HISTORY INFORMATION.—

Effective on and after such date as the Secretary specifies 
and after the establishment of appropriate standards to 
carry out this subparagraph, the program shall provide for 
the electronic transmittal in a manner similar to the man-
ner under subparagraph (A) of information that relates to 
the medical history concerning the individual and related 
to a covered part D drug being prescribed or dispensed, 
upon request of the professional or pharmacist involved. 

‘‘(C) LIMITATIONS.—Information shall only be disclosed 
under subparagraph (A) or (B) if the disclosure of such in-
formation is permitted under the Federal regulations (con-
cerning the privacy of individually identifiable health infor-
mation) promulgated under section 264(c) of the Health In-
surance Portability and Accountability Act of 1996. 
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‘‘(D) TIMING.—To the extent feasible, the information 
exchanged under this paragraph shall be on an interactive, 
real-time basis. 
‘‘(3) STANDARDS.—

‘‘(A) IN GENERAL.—The Secretary shall provide con-
sistent with this subsection for the promulgation of uniform 
standards relating to the requirements for electronic pre-
scription drug programs under paragraph (2). 

‘‘(B) OBJECTIVES.—Such standards shall be consistent 
with the objectives of improving—

‘‘(i) patient safety; 
‘‘(ii) the quality of care provided to patients; and 
‘‘(iii) efficiencies, including cost savings, in the de-

livery of care. 
‘‘(C) DESIGN CRITERIA.—Such standards shall—

‘‘(i) be designed so that, to the extent practicable, 
the standards do not impose an undue administrative 
burden on prescribing health care professionals and 
dispensing pharmacies and pharmacists; 

‘‘(ii) be compatible with standards established 
under part C of title XI, standards established under 
subsection (b)(2)(B)(i), and with general health infor-
mation technology standards; and 

‘‘(iii) be designed so that they permit electronic ex-
change of drug labeling and drug listing information 
maintained by the Food and Drug Administration and 
the National Library of Medicine. 
‘‘(D) PERMITTING USE OF APPROPRIATE MESSAGING.—

Such standards shall allow for the messaging of informa-
tion only if it relates to the appropriate prescribing of 
drugs, including quality assurance measures and systems 
referred to in subsection (c)(1)(B). 

‘‘(E) PERMITTING PATIENT DESIGNATION OF DISPENSING 
PHARMACY.—

‘‘(i) IN GENERAL.—Consistent with clause (ii), such 
standards shall permit a part D eligible individual to 
designate a particular pharmacy to dispense a pre-
scribed drug. 

‘‘(ii) NO CHANGE IN BENEFITS.—Clause (i) shall not 
be construed as affecting—

‘‘(I) the access required to be provided to phar-
macies by a prescription drug plan; or 

‘‘(II) the application of any differences in bene-
fits or payments under such a plan based on the 
pharmacy dispensing a covered part D drug. 

‘‘(4) DEVELOPMENT, PROMULGATION, AND MODIFICATION OF 
STANDARDS.—

‘‘(A) INITIAL STANDARDS.—Not later than September 1, 
2005, the Secretary shall develop, adopt, recognize, or mod-
ify initial uniform standards relating to the requirements 
for electronic prescription drug programs described in 
paragraph (2) taking into consideration the recommenda-
tions (if any) from the National Committee on Vital and 
Health Statistics (as established under section 306(k) of the 
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Public Health Service Act (42 U.S.C. 242k(k))) under sub-
paragraph (B). 

‘‘(B) ROLE OF NCVHS.—The National Committee on 
Vital and Health Statistics shall develop recommendations 
for uniform standards relating to such requirements in con-
sultation with the following: 

‘‘(i) Standard setting organizations (as defined in 
section 1171(8)) 

‘‘(ii) Practicing physicians. 
‘‘(iii) Hospitals. 
‘‘(iv) Pharmacies. 
‘‘(v) Practicing pharmacists. 
‘‘(vi) Pharmacy benefit managers. 
‘‘(vii) State boards of pharmacy. 
‘‘(viii) State boards of medicine. 
‘‘(ix) Experts on electronic prescribing. 
‘‘(x) Other appropriate Federal agencies. 

‘‘(C) PILOT PROJECT TO TEST INITIAL STANDARDS.—
‘‘(i) IN GENERAL.—During the 1-year period that 

begins on January 1, 2006, the Secretary shall conduct 
a pilot project to test the initial standards developed 
under subparagraph (A) prior to the promulgation of 
the final uniform standards under subparagraph (D) 
in order to provide for the efficient implementation of 
the requirements described in paragraph (2). 

‘‘(ii) EXCEPTION.—Pilot testing of standards is not 
required under clause (i) where there already is ade-
quate industry experience with such standards, as de-
termined by the Secretary after consultation with ef-
fected standard setting organizations and industry 
users. 

‘‘(iii) VOLUNTARY PARTICIPATION OF PHYSICIANS 
AND PHARMACIES.—In order to conduct the pilot project 
under clause (i), the Secretary shall enter into agree-
ments with physicians, physician groups, pharmacies, 
hospitals, PDP sponsors, MA organizations, and other 
appropriate entities under which health care profes-
sionals electronically transmit prescriptions to dis-
pensing pharmacies and pharmacists in accordance 
with such standards. 

‘‘(iv) EVALUATION AND REPORT.—
‘‘(I) EVALUATION.—The Secretary shall conduct 

an evaluation of the pilot project conducted under 
clause (i). 

‘‘(II) REPORT TO CONGRESS.—Not later than 
April 1, 2007, the Secretary shall submit to Con-
gress a report on the evaluation conducted under 
subclause (I). 

‘‘(D) FINAL STANDARDS.—Based upon the evaluation of 
the pilot project under subparagraph (C)(iv)(I) and not 
later than April 1, 2008, the Secretary shall promulgate 
uniform standards relating to the requirements described 
in paragraph (2). 
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‘‘(5) RELATION TO STATE LAWS.—The standards promul-
gated under this subsection shall supersede any State law or 
regulation that—

‘‘(A) is contrary to the standards or restricts the ability 
to carry out this part; and 

‘‘(B) pertains to the electronic transmission of medica-
tion history and of information on eligibility, benefits, and 
prescriptions with respect to covered part D drugs under 
this part. 
‘‘(6) ESTABLISHMENT OF SAFE HARBOR.—The Secretary, in 

consultation with the Attorney General, shall promulgate regu-
lations that provide for a safe harbor from sanctions under 
paragraphs (1) and (2) of section 1128B(b) and an exception to 
the prohibition under subsection (a)(1) of section 1877 with re-
spect to the provision of nonmonetary remuneration (in the form 
of hardware, software, or information technology and training 
services) necessary and used solely to receive and transmit elec-
tronic prescription information in accordance with the stand-
ards promulgated under this subsection—

‘‘(A) in the case of a hospital, by the hospital to mem-
bers of its medical staff; 

‘‘(B) in the case of a group practice (as defined in sec-
tion 1877(h)(4)), by the practice to prescribing health care 
professionals who are members of such practice; and 

‘‘(C) in the case of a PDP sponsor or MA organization, 
by the sponsor or organization to pharmacists and phar-
macies participating in the network of such sponsor or or-
ganization, and to prescribing health care professionals. 

‘‘(f) GRIEVANCE MECHANISM.—Each PDP sponsor shall provide 
meaningful procedures for hearing and resolving grievances between 
the sponsor (including any entity or individual through which the 
sponsor provides covered benefits) and enrollees with prescription 
drug plans of the sponsor under this part in accordance with section 
1852(f). 

‘‘(g) COVERAGE DETERMINATIONS AND RECONSIDERATIONS.—
‘‘(1) APPLICATION OF COVERAGE DETERMINATION AND RE-

CONSIDERATION PROVISIONS.—A PDP sponsor shall meet the re-
quirements of paragraphs (1) through (3) of section 1852(g) 
with respect to covered benefits under the prescription drug 
plan it offers under this part in the same manner as such re-
quirements apply to an MA organization with respect to benefits 
it offers under an MA plan under part C. 

‘‘(2) REQUEST FOR A DETERMINATION FOR THE TREATMENT 
OF TIERED FORMULARY DRUG.—In the case of a prescription 
drug plan offered by a PDP sponsor that provides for tiered 
cost-sharing for drugs included within a formulary and pro-
vides lower cost-sharing for preferred drugs included within the 
formulary, a part D eligible individual who is enrolled in the 
plan may request an exception to the tiered cost-sharing struc-
ture. Under such an exception, a nonpreferred drug could be 
covered under the terms applicable for preferred drugs if the 
prescribing physician determines that the preferred drug for 
treatment of the same condition either would not be as effective 
for the individual or would have adverse effects for the indi-
vidual or both. A PDP sponsor shall have an exceptions process 
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under this paragraph consistent with guidelines established by 
the Secretary for making a determination with respect to such 
a request. Denial of such an exception shall be treated as a cov-
erage denial for purposes of applying subsection (h). 
‘‘(h) APPEALS.—

‘‘(1) IN GENERAL.—Subject to paragraph (2), a PDP sponsor 
shall meet the requirements of paragraphs (4) and (5) of section 
1852(g) with respect to benefits (including a determination re-
lated to the application of tiered cost-sharing described in sub-
section (g)(2)) in a manner similar (as determined by the Sec-
retary) to the manner such requirements apply to an MA orga-
nization with respect to benefits under the original medicare 
fee-for-service program option it offers under an MA plan under 
part C. In applying this paragraph only the part D eligible in-
dividual shall be entitled to bring such an appeal. 

‘‘(2) LIMITATION IN CASES ON NONFORMULARY DETERMINA-
TIONS.—A part D eligible individual who is enrolled in a pre-
scription drug plan offered by a PDP sponsor may appeal under 
paragraph (1) a determination not to provide for coverage of a 
covered part D drug that is not on the formulary under the plan 
only if the prescribing physician determines that all covered 
part D drugs on any tier of the formulary for treatment of the 
same condition would not be as effective for the individual as 
the nonformulary drug, would have adverse effects for the indi-
vidual, or both. 

‘‘(3) TREATMENT OF NONFORMULARY DETERMINATIONS.—If a 
PDP sponsor determines that a plan provides coverage for a 
covered part D drug that is not on the formulary of the plan, 
the drug shall be treated as being included on the formulary for 
purposes of section 1860D–2(b)(4)(C)(i). 
‘‘(i) PRIVACY, CONFIDENTIALITY, AND ACCURACY OF ENROLLEE 

RECORDS.—The provisions of section 1852(h) shall apply to a PDP 
sponsor and prescription drug plan in the same manner as it ap-
plies to an MA organization and an MA plan. 

‘‘(j) TREATMENT OF ACCREDITATION.—Subparagraph (A) of sec-
tion 1852(e)(4) (relating to treatment of accreditation) shall apply to 
a PDP sponsor under this part with respect to the following require-
ments, in the same manner as it applies to an MA organization 
with respect to the requirements in subparagraph (B) (other than 
clause (vii) thereof) of such section: 

‘‘(1) Subsection (b) of this section (relating to access to cov-
ered part D drugs). 

‘‘(2) Subsection (c) of this section (including quality assur-
ance and medication therapy management). 

‘‘(3) Subsection (i) of this section (relating to confidentiality 
and accuracy of enrollee records). 
‘‘(k) PUBLIC DISCLOSURE OF PHARMACEUTICAL PRICES FOR 

EQUIVALENT DRUGS.—
‘‘(1) IN GENERAL.—A PDP sponsor offering a prescription 

drug plan shall provide that each pharmacy that dispenses a 
covered part D drug shall inform an enrollee of any differential 
between the price of the drug to the enrollee and the price of the 
lowest priced generic covered part D drug under the plan that 
is therapeutically equivalent and bioequivalent and available at 
such pharmacy. 
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‘‘(2) TIMING OF NOTICE.—
‘‘(A) IN GENERAL.—Subject to subparagraph (B), the in-

formation under paragraph (1) shall be provided at the 
time of purchase of the drug involved, or, in the case of dis-
pensing by mail order, at the time of delivery of such drug. 

‘‘(B) WAIVER.—The Secretary may waive subparagraph 
(A) in such circumstances as the Secretary may specify. 

‘‘Subpart 2—Prescription Drug Plans; PDP Sponsors; Financing 

‘‘PDP REGIONS; SUBMISSION OF BIDS; PLAN APPROVAL 

‘‘SEC. 1860D–11. (a) ESTABLISHMENT OF PDP REGIONS; SERV-
ICE AREAS.—

‘‘(1) COVERAGE OF ENTIRE PDP REGION.—The service area 
for a prescription drug plan shall consist of an entire PDP re-
gion established under paragraph (2). 

‘‘(2) ESTABLISHMENT OF PDP REGIONS.—
‘‘(A) IN GENERAL.—The Secretary shall establish, and 

may revise, PDP regions in a manner that is consistent 
with the requirements for the establishment and revision of 
MA regions under subparagraphs (B) and (C) of section 
1858(a)(2). 

‘‘(B) RELATION TO MA REGIONS.—To the extent prac-
ticable, PDP regions shall be the same as MA regions under 
section 1858(a)(2). The Secretary may establish PDP re-
gions which are not the same as MA regions if the Sec-
retary determines that the establishment of different re-
gions under this part would improve access to benefits 
under this part. 

‘‘(C) AUTHORITY FOR TERRITORIES.—The Secretary 
shall establish, and may revise, PDP regions for areas in 
States that are not within the 50 States or the District of 
Columbia. 
‘‘(3) NATIONAL PLAN.—Nothing in this subsection shall be 

construed as preventing a prescription drug plan from being of-
fered in more than one PDP region (including all PDP regions). 
‘‘(b) SUBMISSION OF BIDS, PREMIUMS, AND RELATED INFORMA-

TION.—
‘‘(1) IN GENERAL.—A PDP sponsor shall submit to the Sec-

retary information described in paragraph (2) with respect to 
each prescription drug plan it offers. Such information shall be 
submitted at the same time and in a similar manner to the 
manner in which information described in paragraph (6) of sec-
tion 1854(a) is submitted by an MA organization under para-
graph (1) of such section. 

‘‘(2) INFORMATION DESCRIBED.—The information described 
in this paragraph is information on the following: 

‘‘(A) COVERAGE PROVIDED.—The prescription drug cov-
erage provided under the plan, including the deductible 
and other cost-sharing. 

‘‘(B) ACTUARIAL VALUE.—The actuarial value of the 
qualified prescription drug coverage in the region for a part 
D eligible individual with a national average risk profile 
for the factors described in section 1860D–15(c)(1)(A) (as 
specified by the Secretary). 
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‘‘(C) BID.—Information on the bid, including an actu-
arial certification of—

‘‘(i) the basis for the actuarial value described in 
subparagraph (B) assumed in such bid; 

‘‘(ii) the portion of such bid attributable to basic 
prescription drug coverage and, if applicable, the por-
tion of such bid attributable to supplemental benefits; 

‘‘(iii) assumptions regarding the reinsurance sub-
sidy payments provided under section 1860D–15(b) 
subtracted from the actuarial value to produce such 
bid; and 

‘‘(iv) administrative expenses assumed in the bid. 
‘‘(D) SERVICE AREA.—The service area for the plan. 
‘‘(E) LEVEL OF RISK ASSUMED.—

‘‘(i) IN GENERAL.—Whether the PDP sponsor re-
quires a modification of risk level under clause (ii) 
and, if so, the extent of such modification. Any such 
modification shall apply with respect to all prescription 
drug plans offered by a PDP sponsor in a PDP region. 
This subparagraph shall not apply to an MA–PD plan. 

‘‘(ii) RISK LEVELS DESCRIBED.—A modification of 
risk level under this clause may consist of one or more 
of the following: 

‘‘(I) INCREASE IN FEDERAL PERCENTAGE AS-
SUMED IN INITIAL RISK CORRIDOR.—An equal per-
centage point increase in the percents applied 
under subparagraphs (B)(i), (B)(ii)(I), (C)(i), and 
(C)(ii)(I) of section 1860D–15(e)(2). In no case shall 
the application of previous sentence prevent the ap-
plication of a higher percentage under section 
1869D–15(e)(2)(B)(iii). 

‘‘(II) INCREASE IN FEDERAL PERCENTAGE AS-
SUMED IN SECOND RISK CORRIDOR.—An equal per-
centage point increase in the percents applied 
under subparagraphs (B)(ii)(II) and (C)(ii)(II) of 
section 1860D–15(e)(2). 

‘‘(III) DECREASE IN SIZE OF RISK CORRIDORS.—
A decrease in the threshold risk percentages speci-
fied in section 1860D–15(e)(3)(C). 

‘‘(F) ADDITIONAL INFORMATION.—Such other informa-
tion as the Secretary may require to carry out this part. 
‘‘(3) PAPERWORK REDUCTION FOR OFFERING OF PRESCRIP-

TION DRUG PLANS NATIONALLY OR IN MULTI-REGION AREAS.—
The Secretary shall establish requirements for information sub-
mission under this subsection in a manner that promotes the of-
fering of such plans in more than one PDP region (including all 
regions) through the filing of consolidated information. 
‘‘(c) ACTUARIAL VALUATION.—

‘‘(1) PROCESSES.—For purposes of this part, the Secretary 
shall establish processes and methods for determining the actu-
arial valuation of prescription drug coverage, including—

‘‘(A) an actuarial valuation of standard prescription 
drug coverage under section 1860D–2(b); 

‘‘(B) actuarial valuations relating to alternative pre-
scription drug coverage under section 1860D–2(c)(1); 
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‘‘(C) an actuarial valuation of the reinsurance subsidy 
payments under section 1860D–15(b); 

‘‘(D) the use of generally accepted actuarial principles 
and methodologies; and 

‘‘(E) applying the same methodology for determinations 
of actuarial valuations under subparagraphs (A) and (B). 
‘‘(2) ACCOUNTING FOR DRUG UTILIZATION.—Such processes 

and methods for determining actuarial valuation shall take 
into account the effect that providing alternative prescription 
drug coverage (rather than standard prescription drug cov-
erage) has on drug utilization. 

‘‘(3) RESPONSIBILITIES.—
‘‘(A) PLAN RESPONSIBILITIES.—PDP sponsors and MA 

organizations are responsible for the preparation and sub-
mission of actuarial valuations required under this part for 
prescription drug plans and MA–PD plans they offer. 

‘‘(B) USE OF OUTSIDE ACTUARIES.—Under the processes 
and methods established under paragraph (1), PDP spon-
sors offering prescription drug plans and MA organizations 
offering MA–PD plans may use actuarial opinions certified 
by independent, qualified actuaries to establish actuarial 
values. 

‘‘(d) REVIEW OF INFORMATION AND NEGOTIATION.—
‘‘(1) REVIEW OF INFORMATION.—The Secretary shall review 

the information filed under subsection (b) for the purpose of 
conducting negotiations under paragraph (2). 

‘‘(2) NEGOTIATION REGARDING TERMS AND CONDITIONS.—
Subject to subsection (i), in exercising the authority under para-
graph (1), the Secretary—

‘‘(A) has the authority to negotiate the terms and condi-
tions of the proposed bid submitted and other terms and 
conditions of a proposed plan; and 

‘‘(B) has authority similar to the authority of the Direc-
tor of the Office of Personnel Management with respect to 
health benefits plans under chapter 89 of title 5, United 
States Code. 

‘‘(e) APPROVAL OF PROPOSED PLANS.—
‘‘(1) IN GENERAL.—After review and negotiation under sub-

section (d), the Secretary shall approve or disapprove the pre-
scription drug plan. 

‘‘(2) REQUIREMENTS FOR APPROVAL.—The Secretary may ap-
prove a prescription drug plan only if the following require-
ments are met: 

‘‘(A) COMPLIANCE WITH REQUIREMENTS.—The plan and 
the PDP sponsor offering the plan comply with the require-
ments under this part, including the provision of qualified 
prescription drug coverage. 

‘‘(B) ACTUARIAL DETERMINATIONS.—The Secretary de-
termines that the plan and PDP sponsor meet the require-
ments under this part relating to actuarial determinations, 
including such requirements under section 1860D–2(c). 

‘‘(C) APPLICATION OF FEHBP STANDARD.—
‘‘(i) IN GENERAL.—The Secretary determines that 

the portion of the bid submitted under subsection (b) 
that is attributable to basic prescription drug coverage 
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is supported by the actuarial bases provided under 
such subsection and reasonably and equitably reflects 
the revenue requirements (as used for purposes of sec-
tion 1302(8)(C) of the Public Health Service Act) for 
benefits provided under that plan, less the sum (deter-
mined on a monthly per capita basis) of the actuarial 
value of the reinsurance payments under section 
1860D–15(b). 

‘‘(ii) SUPPLEMENTAL COVERAGE.—The Secretary de-
termines that the portion of the bid submitted under 
subsection (b) that is attributable to supplemental pre-
scription drug coverage pursuant to section 1860D–
2(a)(2) is supported by the actuarial bases provided 
under such subsection and reasonably and equitably 
reflects the revenue requirements (as used for purposes 
of section 1302(8)(C) of the Public Health Service Act) 
for such coverage under the plan. 
‘‘(D) PLAN DESIGN.—

‘‘(i) IN GENERAL.—The Secretary does not find that 
the design of the plan and its benefits (including any 
formulary and tiered formulary structure) are likely to 
substantially discourage enrollment by certain part D 
eligible individuals under the plan. 

‘‘(ii) USE OF CATEGORIES AND CLASSES IN 
FORMULARIES.—The Secretary may not find that the 
design of categories and classes within a formulary vio-
lates clause (i) if such categories and classes are con-
sistent with guidelines (if any) for such categories and 
classes established by the United States Pharmacopeia. 

‘‘(f) APPLICATION OF LIMITED RISK PLANS.—
‘‘(1) CONDITIONS FOR APPROVAL OF LIMITED RISK PLANS.—

The Secretary may only approve a limited risk plan (as defined 
in paragraph (4)(A)) for a PDP region if the access requirements 
under section 1860D–3(a) would not be met for the region but 
for the approval of such a plan (or a fallback prescription drug 
plan under subsection (g)). 

‘‘(2) RULES.—The following rules shall apply with respect to 
the approval of a limited risk plan in a PDP region:

‘‘(A) LIMITED EXERCISE OF AUTHORITY.—Only the min-
imum number of such plans may be approved in order to 
meet the access requirements under section 1860D–3(a). 

‘‘(B) MAXIMIZING ASSUMPTION OF RISK.—The Secretary 
shall provide priority in approval for those plans bearing 
the highest level of risk (as computed by the Secretary), but 
the Secretary may take into account the level of the bids 
submitted by such plans. 

‘‘(C) NO FULL UNDERWRITING FOR LIMITED RISK 
PLANS.—In no case may the Secretary approve a limited 
risk plan under which the modification of risk level pro-
vides for no (or a de minimis) level of financial risk. 
‘‘(3) ACCEPTANCE OF ALL FULL RISK CONTRACTS.—There 

shall be no limit on the number of full risk plans that are ap-
proved under subsection (e). 

‘‘(4) RISK-PLANS DEFINED.—For purposes of this subsection: 
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‘‘(A) LIMITED RISK PLAN.—The term ‘limited risk plan’ 
means a prescription drug plan that provides basic pre-
scription drug coverage and for which the PDP sponsor in-
cludes a modification of risk level described in subpara-
graph (E) of subsection (b)(2) in its bid submitted for the 
plan under such subsection. Such term does not include a 
fallback prescription drug plan. 

‘‘(B) FULL RISK PLAN.—The term ‘full risk plan’ means 
a prescription drug plan that is not a limited risk plan or 
a fallback prescription drug plan. 

‘‘(g) GUARANTEEING ACCESS TO COVERAGE.—
‘‘(1) SOLICITATION OF BIDS.—

‘‘(A) IN GENERAL.—Separate from the bidding process 
under subsection (b), the Secretary shall provide for a proc-
ess for the solicitation of bids from eligible fallback entities 
(as defined in paragraph (2)) for the offering in all fallback 
service areas (as defined in paragraph (3)) in one or more 
PDP regions of a fallback prescription drug plan (as de-
fined in paragraph (4)) during the contract period specified 
in paragraph (5)). 

‘‘(B) ACCEPTANCE OF BIDS.—
‘‘(i) IN GENERAL.—Except as provided in this sub-

paragraph, the provisions of subsection (e) shall apply 
with respect to the approval or disapproval of fallback 
prescription drug plans. The Secretary shall enter into 
contracts under this subsection with eligible fallback 
entities for the offering of fallback prescription drug 
plans so approved in fallback service areas. 

‘‘(ii) LIMITATION OF 1 PLAN FOR ALL FALLBACK 
SERVICE AREAS IN A PDP REGION.—With respect to all 
fallback service areas in any PDP region for a contract 
period, the Secretary shall approve the offering of only 
1 fallback prescription drug plan. 

‘‘(iii) COMPETITIVE PROCEDURES.—Competitive pro-
cedures (as defined in section 4(5) of the Office of Fed-
eral Procurement Policy Act (41 U.S.C. 403(5))) shall 
be used to enter into a contract under this subsection. 
The provisions of subsection (d) of section 1874A shall 
apply to a contract under this section in the same man-
ner as they apply to a contract under such section. 

‘‘(iv) TIMING.—The Secretary shall approve a fall-
back prescription drug plan for a PDP region in a 
manner so that, if there are any fallback service areas 
in the region for a year, the fallback prescription drug 
plan is offered at the same time as prescription drug 
plans would otherwise be offered. 

‘‘(v) NO NATIONAL FALLBACK PLAN.—The Secretary 
shall not enter into a contract with a single fallback 
entity for the offering of fallback plans throughout the 
United States. 

‘‘(2) ELIGIBLE FALLBACK ENTITY.—For purposes of this sec-
tion, the term ‘eligible fallback entity’ means, with respect to all 
fallback service areas in a PDP region for a contract period, an 
entity that—
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‘‘(A) meets the requirements to be a PDP sponsor (or 
would meet such requirements but for the fact that the enti-
ty is not a risk-bearing entity); and 

‘‘(B) does not submit a bid under section 1860D–11(b) 
for any prescription drug plan for any PDP region for the 
first year of such contract period. 

For purposes of subparagraph (B), an entity shall be treated as 
submitting a bid with respect to a prescription drug plan if the 
entity is acting as a subcontractor of a PDP sponsor that is of-
fering such a plan. The previous sentence shall not apply to en-
tities that are subcontractors of an MA organization except inso-
far as such organization is acting as a PDP sponsor with re-
spect to a prescription drug plan. 

‘‘(3) FALLBACK SERVICE AREA.—For purposes of this sub-
section, the term ‘fallback service area’ means, for a PDP region 
with respect to a year, any area within such region for which 
the Secretary determines before the beginning of the year that 
the access requirements of the first sentence of section 1860D–
3(a) will not be met for part D eligible individuals residing in 
the area for the year. 

‘‘(4) FALLBACK PRESCRIPTION DRUG PLAN.—For purposes of 
this part, the term ‘fallback prescription drug plan’ means a 
prescription drug plan that—

‘‘(A) only offers the standard prescription drug coverage 
and access to negotiated prices described in section 1860D–
2(a)(1)(A) and does not include any supplemental prescrip-
tion drug coverage; and 

‘‘(B) meets such other requirements as the Secretary 
may specify. 
‘‘(5) PAYMENTS UNDER THE CONTRACT.—

‘‘(A) IN GENERAL.—A contract entered into under this 
subsection shall provide for—

‘‘(i) payment for the actual costs (taking into ac-
count negotiated price concessions described in section 
1860D–2(d)(1)(B)) of covered part D drugs provided to 
part D eligible individuals enrolled in a fallback pre-
scription drug plan offered by the entity; and 

‘‘(ii) payment of management fees that are tied to 
performance measures established by the Secretary for 
the management, administration, and delivery of the 
benefits under the contract. 
‘‘(B) PERFORMANCE MEASURES.—The performance 

measures established by the Secretary pursuant to subpara-
graph (A)(ii) shall include at least measures for each of the 
following: 

‘‘(i) COSTS.—The entity contains costs to the Medi-
care Prescription Drug Account and to part D eligible 
individuals enrolled in a fallback prescription drug 
plan offered by the entity through mechanisms such as 
generic substitution and price discounts. 

‘‘(ii) QUALITY PROGRAMS.—The entity provides such 
enrollees with quality programs that avoid adverse 
drug reactions and overutilization and reduce medical 
errors. 
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‘‘(iii) CUSTOMER SERVICE.—The entity provides 
timely and accurate delivery of services and pharmacy 
and beneficiary support services. 

‘‘(iv) BENEFIT ADMINISTRATION AND CLAIMS ADJU-
DICATION.—The entity provides efficient and effective 
benefit administration and claims adjudication. 

‘‘(6) MONTHLY BENEFICIARY PREMIUM.—Except as provided 
in section 1860D–13(b) (relating to late enrollment penalty) and 
subject to section 1860D–14 (relating to low-income assistance), 
the monthly beneficiary premium to be charged under a fall-
back prescription drug plan offered in all fallback service areas 
in a PDP region shall be uniform and shall be equal to 25.5 
percent of an amount equal to the Secretary’s estimate of the av-
erage monthly per capita actuarial cost, including administra-
tive expenses, under the fallback prescription drug plan of pro-
viding coverage in the region, as calculated by the Chief Actu-
ary of the Centers for Medicare & Medicaid Services. In calcu-
lating such administrative expenses, the Chief Actuary shall use 
a factor that is based on similar expenses of prescription drug 
plans that are not fallback prescription drug plans. 

‘‘(7) GENERAL CONTRACT TERMS AND CONDITIONS.—
‘‘(A) IN GENERAL.—Except as may be appropriate to 

carry out this section, the terms and conditions of contracts 
with eligible fallback entities offering fallback prescription 
drug plans under this subsection shall be the same as the 
terms and conditions of contracts under this part for pre-
scription drug plans. 

‘‘(B) PERIOD OF CONTRACT.—
‘‘(i) IN GENERAL.—Subject to clause (ii), a contract 

approved for a fallback prescription drug plan for fall-
back service areas for a PDP region under this section 
shall be for a period of 3 years (except as may be re-
newed after a subsequent bidding process). 

‘‘(ii) LIMITATION.—A fallback prescription drug 
plan may be offered under a contract in an area for a 
year only if that area is a fallback service area for that 
year. 
‘‘(C) ENTITY NOT PERMITTED TO MARKET OR BRAND 

FALLBACK PRESCRIPTION DRUG PLANS.—An eligible fallback 
entity with a contract under this subsection may not engage 
in any marketing or branding of a fallback prescription 
drug plan. 

‘‘(h) ANNUAL REPORT ON USE OF LIMITED RISK PLANS AND 
FALLBACK PLANS.—The Secretary shall submit to Congress an an-
nual report that describes instances in which limited risk plans and 
fallback prescription drug plans were offered under subsections (f) 
and (g). The Secretary shall include in such report such rec-
ommendations as may be appropriate to limit the need for the provi-
sion of such plans and to maximize the assumption of financial risk 
under subsection (f).

‘‘(i) NONINTERFERENCE.—In order to promote competition under 
this part and in carrying out this part, the Secretary—

‘‘(1) may not interfere with the negotiations between drug 
manufacturers and pharmacies and PDP sponsors; and 
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‘‘(2) may not require a particular formulary or institute a 
price structure for the reimbursement of covered part D drugs. 
‘‘(j) COORDINATION OF BENEFITS.—A PDP sponsor offering a 

prescription drug plan shall permit State Pharmaceutical Assist-
ance Programs and Rx plans under sections 1860D–23 and 1860D–
24 to coordinate benefits with the plan and, in connection with such 
coordination with such a Program, not to impose fees that are unre-
lated to the cost of coordination. 

‘‘REQUIREMENTS FOR AND CONTRACTS WITH PRESCRIPTION DRUG 
PLAN (PDP) SPONSORS 

‘‘SEC. 1860D–12. (a) GENERAL REQUIREMENTS.—Each PDP 
sponsor of a prescription drug plan shall meet the following require-
ments: 

‘‘(1) LICENSURE.—Subject to subsection (c), the sponsor is 
organized and licensed under State law as a risk-bearing entity 
eligible to offer health insurance or health benefits coverage in 
each State in which it offers a prescription drug plan. 

‘‘(2) ASSUMPTION OF FINANCIAL RISK FOR UNSUBSIDIZED 
COVERAGE.—

‘‘(A) IN GENERAL.—Subject to subparagraph (B), to the 
extent that the entity is at risk the entity assumes financial 
risk on a prospective basis for benefits that it offers under 
a prescription drug plan and that is not covered under sec-
tion 1860D–15(b). 

‘‘(B) REINSURANCE PERMITTED.—The plan sponsor may 
obtain insurance or make other arrangements for the cost 
of coverage provided to any enrollee to the extent that the 
sponsor is at risk for providing such coverage. 
‘‘(3) SOLVENCY FOR UNLICENSED SPONSORS.—In the case of 

a PDP sponsor that is not described in paragraph (1) and for 
which a waiver has been approved under subsection (c), such 
sponsor shall meet solvency standards established by the Sec-
retary under subsection (d). 
‘‘(b) CONTRACT REQUIREMENTS.—

‘‘(1) IN GENERAL.—The Secretary shall not permit the en-
rollment under section 1860D–1 in a prescription drug plan of-
fered by a PDP sponsor under this part, and the sponsor shall 
not be eligible for payments under section 1860D–14 or 1860D–
15, unless the Secretary has entered into a contract under this 
subsection with the sponsor with respect to the offering of such 
plan. Such a contract with a sponsor may cover more than one 
prescription drug plan. Such contract shall provide that the 
sponsor agrees to comply with the applicable requirements and 
standards of this part and the terms and conditions of payment 
as provided for in this part. 

‘‘(2) LIMITATION ON ENTITIES OFFERING FALLBACK PRE-
SCRIPTION DRUG PLANS.—The Secretary shall not enter into a 
contract with a PDP sponsor for the offering of a prescription 
drug plan (other than a fallback prescription drug plan) in a 
PDP region for a year if the sponsor—

‘‘(A) submitted a bid under section 1860D–11(g) for 
such year (as the first year of a contract period under such 
section) to offer a fallback prescription drug plan in any 
PDP region; 
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‘‘(B) offers a fallback prescription drug plan in any 
PDP region during the year; or 

‘‘(C) offered a fallback prescription drug plan in that 
PDP region during the previous year. 

For purposes of this paragraph, an entity shall be treated as 
submitting a bid with respect to a prescription drug plan or of-
fering a fallback prescription drug plan if the entity is acting 
as a subcontractor of a PDP sponsor that is offering such a 
plan. The previous sentence shall not apply to entities that are 
subcontractors of an MA organization except insofar as such or-
ganization is acting as a PDP sponsor with respect to a pre-
scription drug plan. 

‘‘(3) INCORPORATION OF CERTAIN MEDICARE ADVANTAGE 
CONTRACT REQUIREMENTS.—Except as otherwise provided, the 
following provisions of section 1857 shall apply to contracts 
under this section in the same manner as they apply to con-
tracts under section 1857(a): 

‘‘(A) MINIMUM ENROLLMENT.—Paragraphs (1) and (3) 
of section 1857(b), except that—

‘‘(i) the Secretary may increase the minimum num-
ber of enrollees required under such paragraph (1) as 
the Secretary determines appropriate; and 

‘‘(ii) the requirement of such paragraph (1) shall be 
waived during the first contract year with respect to an 
organization in a region. 
‘‘(B) CONTRACT PERIOD AND EFFECTIVENESS.—Section 

1857(c), except that in applying paragraph (4)(B) of such 
section any reference to payment amounts under section 
1853 shall be deemed payment amounts under section 
1860D–15. 

‘‘(C) PROTECTIONS AGAINST FRAUD AND BENEFICIARY 
PROTECTIONS.—Section 1857(d). 

‘‘(D) ADDITIONAL CONTRACT TERMS.—Section 1857(e); 
except that section 1857(e)(2) shall apply as specified to 
PDP sponsors and payments under this part to an MA–PD 
plan shall be treated as expenditures made under part D. 

‘‘(E) INTERMEDIATE SANCTIONS.—Section 1857(g) (other 
than paragraph (1)(F) of such section), except that in apply-
ing such section the reference in section 1857(g)(1)(B) to sec-
tion 1854 is deemed a reference to this part. 

‘‘(F) PROCEDURES FOR TERMINATION.—Section 1857(h). 
‘‘(c) WAIVER OF CERTAIN REQUIREMENTS TO EXPAND CHOICE.—

‘‘(1) AUTHORIZING WAIVER.—
‘‘(A) IN GENERAL.—In the case of an entity that seeks 

to offer a prescription drug plan in a State, the Secretary 
shall waive the requirement of subsection (a)(1) that the en-
tity be licensed in that State if the Secretary determines, 
based on the application and other evidence presented to 
the Secretary, that any of the grounds for approval of the 
application described in paragraph (2) have been met. 

‘‘(B) APPLICATION OF REGIONAL PLAN WAIVER RULE.—In 
addition to the waiver available under subparagraph (A), 
the provisions of section 1858(d) shall apply to PDP spon-
sors under this part in a manner similar to the manner in 
which such provisions apply to MA organizations under 
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part C, except that no application shall be required under 
paragraph (1)(B) of such section in the case of a State that 
does not provide a licensing process for such a sponsor. 
‘‘(2) GROUNDS FOR APPROVAL.—

‘‘(A) IN GENERAL.—The grounds for approval under 
this paragraph are—

‘‘(i) subject to subparagraph (B), the grounds for 
approval described in subparagraphs (B), (C), and (D) 
of section 1855(a)(2); and 

‘‘(ii) the application by a State of any grounds 
other than those required under Federal law. 
‘‘(B) SPECIAL RULES.—In applying subparagraph 

(A)(i)—
‘‘(i) the ground of approval described in section 

1855(a)(2)(B) is deemed to have been met if the State 
does not have a licensing process in effect with respect 
to the PDP sponsor; and 

‘‘(ii) for plan years beginning before January 1, 
2008, if the State does have such a licensing process in 
effect, such ground for approval described in such sec-
tion is deemed to have been met upon submission of an 
application described in such section. 

‘‘(3) APPLICATION OF WAIVER PROCEDURES.—With respect to 
an application for a waiver (or a waiver granted) under para-
graph (1)(A) of this subsection, the provisions of subparagraphs 
(E), (F), and (G) of section 1855(a)(2) shall apply, except that 
clauses (i) and (ii) of such subparagraph (E) shall not apply in 
the case of a State that does not have a licensing process de-
scribed in paragraph (2)(B)(i) in effect. 

‘‘(4) REFERENCES TO CERTAIN PROVISIONS.—In applying 
provisions of section 1855(a)(2) under paragraphs (2) and (3) of 
this subsection to prescription drug plans and PDP sponsors—

‘‘(A) any reference to a waiver application under section 
1855 shall be treated as a reference to a waiver application 
under paragraph (1)(A) of this subsection; and 

‘‘(B) any reference to solvency standards shall be treat-
ed as a reference to solvency standards established under 
subsection (d) of this section. 

‘‘(d) SOLVENCY STANDARDS FOR NON-LICENSED ENTITIES.—
‘‘(1) ESTABLISHMENT AND PUBLICATION.—The Secretary, in 

consultation with the National Association of Insurance Com-
missioners, shall establish and publish, by not later than Janu-
ary 1, 2005, financial solvency and capital adequacy standards 
for entities described in paragraph (2). 

‘‘(2) COMPLIANCE WITH STANDARDS.—A PDP sponsor that is 
not licensed by a State under subsection (a)(1) and for which 
a waiver application has been approved under subsection (c) 
shall meet solvency and capital adequacy standards established 
under paragraph (1). The Secretary shall establish certification 
procedures for such sponsors with respect to such solvency 
standards in the manner described in section 1855(c)(2). 
‘‘(e) LICENSURE DOES NOT SUBSTITUTE FOR OR CONSTITUTE 

CERTIFICATION.—The fact that a PDP sponsor is licensed in accord-
ance with subsection (a)(1) or has a waiver application approved 
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under subsection (c) does not deem the sponsor to meet other re-
quirements imposed under this part for a sponsor. 

‘‘(f) PERIODIC REVIEW AND REVISION OF STANDARDS.—
‘‘(1) IN GENERAL.—Subject to paragraph (2), the Secretary 

may periodically review the standards established under this 
section and, based on such review, may revise such standards 
if the Secretary determines such revision to be appropriate. 

‘‘(2) PROHIBITION OF MIDYEAR IMPLEMENTATION OF SIGNIFI-
CANT NEW REGULATORY REQUIREMENTS.—The Secretary may 
not implement, other than at the beginning of a calendar year, 
regulations under this section that impose new, significant reg-
ulatory requirements on a PDP sponsor or a prescription drug 
plan. 
‘‘(g) PROHIBITION OF STATE IMPOSITION OF PREMIUM TAXES; 

RELATION TO STATE LAWS.—The provisions of sections 1854(g) and 
1856(b)(3) shall apply with respect to PDP sponsors and prescrip-
tion drug plans under this part in the same manner as such sec-
tions apply to MA organizations and MA plans under part C. 

‘‘PREMIUMS; LATE ENROLLMENT PENALTY 

‘‘SEC. 1860D–13. (a) MONTHLY BENEFICIARY PREMIUM.—
‘‘(1) COMPUTATION.—

‘‘(A) IN GENERAL.—The monthly beneficiary premium 
for a prescription drug plan is the base beneficiary pre-
mium computed under paragraph (2) as adjusted under 
this paragraph. 

‘‘(B) ADJUSTMENT TO REFLECT DIFFERENCE BETWEEN 
BID AND NATIONAL AVERAGE BID.—

‘‘(i) ABOVE AVERAGE BID.—If for a month the 
amount of the standardized bid amount (as defined in 
paragraph (5)) exceeds the amount of the adjusted na-
tional average monthly bid amount (as defined in 
clause (iii)), the base beneficiary premium for the 
month shall be increased by the amount of such excess. 

‘‘(ii) BELOW AVERAGE BID.—If for a month the 
amount of the adjusted national average monthly bid 
amount for the month exceeds the standardized bid 
amount, the base beneficiary premium for the month 
shall be decreased by the amount of such excess. 

‘‘(iii) ADJUSTED NATIONAL AVERAGE MONTHLY BID 
AMOUNT DEFINED.—For purposes of this subparagraph, 
the term ‘adjusted national average monthly bid 
amount’ means the national average monthly bid 
amount computed under paragraph (4), as adjusted 
under section 1860D–15(c)(2). 
‘‘(C) INCREASE FOR SUPPLEMENTAL PRESCRIPTION DRUG 

BENEFITS.—The base beneficiary premium shall be in-
creased by the portion of the PDP approved bid that is at-
tributable to supplemental prescription drug benefits. 

‘‘(D) INCREASE FOR LATE ENROLLMENT PENALTY.—The 
base beneficiary premium shall be increased by the amount 
of any late enrollment penalty under subsection (b). 

‘‘(E) DECREASE FOR LOW-INCOME ASSISTANCE.—The 
monthly beneficiary premium is subject to decrease in the 
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case of a subsidy eligible individual under section 1860D–
14. 

‘‘(F) UNIFORM PREMIUM.—Except as provided in sub-
paragraphs (D) and (E), the monthly beneficiary premium 
for a prescription drug plan in a PDP region is the same 
for all part D eligible individuals enrolled in the plan. 
‘‘(2) BASE BENEFICIARY PREMIUM.—The base beneficiary 

premium under this paragraph for a prescription drug plan for 
a month is equal to the product—

‘‘(A) the beneficiary premium percentage (as specified 
in paragraph (3)); and

‘‘(B) the national average monthly bid amount (com-
puted under paragraph (4)) for the month. 
‘‘(3) BENEFICIARY PREMIUM PERCENTAGE.—For purposes of 

this subsection, the beneficiary premium percentage for any year 
is the percentage equal to a fraction— 

‘‘(A) the numerator of which is 25.5 percent; and 
‘‘(B) the denominator of which is 100 percent minus a 

percentage equal to—
‘‘(i) the total reinsurance payments which the Sec-

retary estimates are payable under section 1860D–15(b) 
with respect to the coverage year; divided by 

‘‘(ii) the sum of—
‘‘(I) the amount estimated under clause (i) for 

the year; and 
‘‘(II) the total payments which the Secretary 

estimates will be paid to prescription drug plans 
and MA–PD plans that are attributable to the 
standardized bid amount during the year, taking 
into account amounts paid by the Secretary and 
enrollees. 

‘‘(4) COMPUTATION OF NATIONAL AVERAGE MONTHLY BID 
AMOUNT.—

‘‘(A) IN GENERAL.—For each year (beginning with 2006) 
the Secretary shall compute a national average monthly bid 
amount equal to the average of the standardized bid 
amounts (as defined in paragraph (5)) for each prescription 
drug plan and for each MA–PD plan described in section 
1851(a)(2)(A)(i). Such average does not take into account 
the bids submitted for MSA plans, MA private fee-for-serv-
ice plan, and specialized MA plans for special needs indi-
viduals, PACE programs under section 1894 (pursuant to 
section 1860D–21(f)), and under reasonable cost reimburse-
ment contracts under section 1876(h) (pursuant to section 
1860D–21(e)). 

‘‘(B) WEIGHTED AVERAGE.—
‘‘(i) IN GENERAL.—The monthly national average 

monthly bid amount computed under subparagraph 
(A) for a year shall be a weighted average, with the 
weight for each plan being equal to the average num-
ber of part D eligible individuals enrolled in such plan 
in the reference month (as defined in section 
1858(f)(4)). 

‘‘(ii) SPECIAL RULE FOR 2006.—For purposes of ap-
plying this paragraph for 2006, the Secretary shall es-
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tablish procedures for determining the weighted aver-
age under clause (i) for 2005. 

‘‘(5) STANDARDIZED BID AMOUNT DEFINED.—For purposes of 
this subsection, the term ‘standardized bid amount’ means the 
following: 

‘‘(A) PRESCRIPTION DRUG PLANS.—
‘‘(i) BASIC COVERAGE.—In the case of a prescription 

drug plan that provides basic prescription drug cov-
erage, the PDP approved bid (as defined in paragraph 
(6)). 

‘‘(ii) SUPPLEMENTAL COVERAGE.—In the case of a 
prescription drug plan that provides supplemental pre-
scription drug coverage, the portion of the PDP ap-
proved bid that is attributable to basic prescription 
drug coverage. 
‘‘(B) MA–PD PLANS.—In the case of an MA–PD plan, 

the portion of the accepted bid amount that is attributable 
to basic prescription drug coverage. 
‘‘(6) PDP APPROVED BID DEFINED.—For purposes of this 

part, the term ‘PDP approved bid’ means, with respect to a pre-
scription drug plan, the bid amount approved for the plan 
under this part. 
‘‘(b) LATE ENROLLMENT PENALTY.—

‘‘(1) IN GENERAL.—Subject to the succeeding provisions of 
this subsection, in the case of a part D eligible individual de-
scribed in paragraph (2) with respect to a continuous period of 
eligibility, there shall be an increase in the monthly beneficiary 
premium established under subsection (a) in an amount deter-
mined under paragraph (3). 

‘‘(2) INDIVIDUALS SUBJECT TO PENALTY.—A part D eligible 
individual described in this paragraph is, with respect to a con-
tinuous period of eligibility, an individual for whom there is a 
continuous period of 63 days or longer (all of which in such 
continuous period of eligibility) beginning on the day after the 
last date of the individual’s initial enrollment period under sec-
tion 1860D–1(b)(2) and ending on the date of enrollment under 
a prescription drug plan or MA–PD plan during all of which 
the individual was not covered under any creditable prescrip-
tion drug coverage. 

‘‘(3) AMOUNT OF PENALTY.—
‘‘(A) IN GENERAL.—The amount determined under this 

paragraph for a part D eligible individual for a continuous 
period of eligibility is the greater of—

‘‘(i) an amount that the Secretary determines is ac-
tuarially sound for each uncovered month (as defined 
in subparagraph (B)) in the same continuous period of 
eligibility; or 

‘‘(ii) 1 percent of the base beneficiary premium 
(computed under subsection (a)(2)) for each such uncov-
ered month in such period. 
‘‘(B) UNCOVERED MONTH DEFINED.—For purposes of 

this subsection, the term ‘uncovered month’ means, with re-
spect to a part D eligible individual, any month beginning 
after the end of the initial enrollment period under section 
1860D–1(b)(2) unless the individual can demonstrate that 
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the individual had creditable prescription drug coverage 
(as defined in paragraph (4)) for any portion of such 
month. 
‘‘(4) CREDITABLE PRESCRIPTION DRUG COVERAGE DEFINED.—

For purposes of this part, the term ‘creditable prescription drug 
coverage’ means any of the following coverage, but only if the 
coverage meets the requirement of paragraph (5): 

‘‘(A) COVERAGE UNDER PRESCRIPTION DRUG PLAN OR 
MA–PD PLAN.—Coverage under a prescription drug plan or 
under an MA–PD plan. 

‘‘(B) MEDICAID.—Coverage under a medicaid plan 
under title XIX or under a waiver under section 1115. 

‘‘(C) GROUP HEALTH PLAN.—Coverage under a group 
health plan, including a health benefits plan under chapter 
89 of title 5, United States Code (commonly known as the 
Federal employees health benefits program), and a quali-
fied retiree prescription drug plan (as defined in section 
1860D–22(a)(2)). 

‘‘(D) STATE PHARMACEUTICAL ASSISTANCE PROGRAM.—
Coverage under a State pharmaceutical assistance program 
described in section 1860D–23(b)(1). 

‘‘(E) VETERANS’ COVERAGE OF PRESCRIPTION DRUGS.—
Coverage for veterans, and survivors and dependents of vet-
erans, under chapter 17 of title 38, United States Code. 

‘‘(F) PRESCRIPTION DRUG COVERAGE UNDER MEDIGAP 
POLICIES.—Coverage under a medicare supplemental policy 
under section 1882 that provides benefits for prescription 
drugs (whether or not such coverage conforms to the stand-
ards for packages of benefits under section 1882(p)(1)). 

‘‘(G) MILITARY COVERAGE (INCLUDING TRICARE).—Cov-
erage under chapter 55 of title 10, United States Code. 

‘‘(H) OTHER COVERAGE.—Such other coverage as the 
Secretary determines appropriate. 
‘‘(5) ACTUARIAL EQUIVALENCE REQUIREMENT.—Coverage 

meets the requirement of this paragraph only if the coverage is 
determined (in a manner specified by the Secretary) to provide 
coverage of the cost of prescription drugs the actuarial value of 
which (as defined by the Secretary) to the individual equals or 
exceeds the actuarial value of standard prescription drug cov-
erage (as determined under section 1860D–11(c)). 

‘‘(6) PROCEDURES TO DOCUMENT CREDITABLE PRESCRIPTION 
DRUG COVERAGE.—

‘‘(A) IN GENERAL.—The Secretary shall establish proce-
dures (including the form, manner, and time) for the docu-
mentation of creditable prescription drug coverage, includ-
ing procedures to assist in determining whether coverage 
meets the requirement of paragraph (5). 

‘‘(B) DISCLOSURE BY ENTITIES OFFERING CREDITABLE 
PRESCRIPTION DRUG COVERAGE.—

‘‘(i) IN GENERAL.—Each entity that offers prescrip-
tion drug coverage of the type described in subpara-
graphs (B) through (H) of paragraph (4) shall provide 
for disclosure, in a form, manner, and time consistent 
with standards established by the Secretary, to the Sec-
retary and part D eligible individuals of whether the 
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coverage meets the requirement of paragraph (5) or 
whether such coverage is changed so it no longer meets 
such requirement. 

‘‘(ii) DISCLOSURE OF NON-CREDITABLE COVERAGE.—
In the case of such coverage that does not meet such re-
quirement, the disclosure to part D eligible individuals 
under this subparagraph shall include information re-
garding the fact that because such coverage does not 
meet such requirement there are limitations on the pe-
riods in a year in which the individuals may enroll 
under a prescription drug plan or an MA–PD plan and 
that any such enrollment is subject to a late enrollment 
penalty under this subsection. 
‘‘(C) WAIVER OF REQUIREMENT.—In the case of a part 

D eligible individual who was enrolled in prescription drug 
coverage of the type described in subparagraphs (B) 
through (H) of paragraph (4) which is not creditable pre-
scription drug coverage because it does not meet the re-
quirement of paragraph (5), the individual may apply to 
the Secretary to have such coverage treated as creditable 
prescription drug coverage if the individual establishes that 
the individual was not adequately informed that such cov-
erage did not meet such requirement. 
‘‘(7) CONTINUOUS PERIOD OF ELIGIBILITY.—

‘‘(A) IN GENERAL.—Subject to subparagraph (B), for 
purposes of this subsection, the term ‘continuous period of 
eligibility’ means, with respect to a part D eligible indi-
vidual, the period that begins with the first day on which 
the individual is eligible to enroll in a prescription drug 
plan under this part and ends with the individual’s death. 

‘‘(B) SEPARATE PERIOD.—Any period during all of 
which a part D eligible individual is entitled to hospital in-
surance benefits under part A and—

‘‘(i) which terminated in or before the month pre-
ceding the month in which the individual attained age 
65; or 

‘‘(ii) for which the basis for eligibility for such enti-
tlement changed between section 226(b) and section 
226(a), between 226(b) and section 226A, or between 
section 226A and section 226(a), 

shall be a separate continuous period of eligibility with re-
spect to the individual (and each such period which termi-
nates shall be deemed not to have existed for purposes of 
subsequently applying this paragraph). 

‘‘(c) COLLECTION OF MONTHLY BENEFICIARY PREMIUMS.—
‘‘(1) IN GENERAL.—Subject to paragraphs (2) and (3), the 

provisions of section 1854(d) shall apply to PDP sponsors and 
premiums (and any late enrollment penalty) under this part in 
the same manner as they apply to MA organizations and bene-
ficiary premiums under part C, except that any reference to a 
Trust Fund is deemed for this purpose a reference to the Medi-
care Prescription Drug Account. 

‘‘(2) CREDITING OF LATE ENROLLMENT PENALTY.—
‘‘(A) PORTION ATTRIBUTABLE TO INCREASED ACTUARIAL 

COSTS.—With respect to late enrollment penalties imposed 
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under subsection (b), the Secretary shall specify the portion 
of such a penalty that the Secretary estimates is attrib-
utable to increased actuarial costs assumed by the PDP 
sponsor or MA organization (and not taken into account 
through risk adjustment provided under section 1860D–
15(c)(1) or through reinsurance payments under section 
1860D–15(b)) as a result of such late enrollment. 

‘‘(B) COLLECTION THROUGH WITHHOLDING.—In the case 
of a late enrollment penalty that is collected from a part D 
eligible individual in the manner described in section 
1854(d)(2)(A), the Secretary shall provide that only the por-
tion of such penalty estimated under subparagraph (A) 
shall be paid to the PDP sponsor or MA organization offer-
ing the part D plan in which the individual is enrolled. 

‘‘(C) COLLECTION BY PLAN.—In the case of a late enroll-
ment penalty that is collected from a part D eligible indi-
vidual in a manner other than the manner described in sec-
tion 1854(d)(2)(A), the Secretary shall establish procedures 
for reducing payments otherwise made to the PDP sponsor 
or MA organization by an amount equal to the amount of 
such penalty less the portion of such penalty estimated 
under subparagraph (A). 
‘‘(3) FALLBACK PLANS.—In applying this subsection in the 

case of a fallback prescription drug plan, paragraph (2) shall 
not apply and the monthly beneficiary premium shall be col-
lected in the manner specified in section 1854(d)(2)(A) (or such 
other manner as may be provided under section 1840 in the 
case of monthly premiums under section 1839). 

‘‘PREMIUM AND COST-SHARING SUBSIDIES FOR LOW-INCOME 
INDIVIDUALS 

‘‘SEC. 1860D–14. (a) INCOME-RELATED SUBSIDIES FOR INDIVID-
UALS WITH INCOME UP TO 150 PERCENT OF POVERTY LINE.—

‘‘(1) INDIVIDUALS WITH INCOME BELOW 135 PERCENT OF POV-
ERTY LINE.—In the case of a subsidy eligible individual (as de-
fined in paragraph (3)) who is determined to have income that 
is below 135 percent of the poverty line applicable to a family 
of the size involved and who meets the resources requirement 
described in paragraph (3)(D) or who is covered under this 
paragraph under paragraph (3)(B)(i), the individual is entitled 
under this section to the following: 

‘‘(A) FULL PREMIUM SUBSIDY.—An income-related pre-
mium subsidy equal to—

‘‘(i) 100 percent of the amount described in sub-
section (b)(1), but not to exceed the premium amount 
specified in subsection (b)(2)(B); plus 

‘‘(ii) 80 percent of any late enrollment penalties im-
posed under section 1860D–13(b) for the first 60 
months in which such penalties are imposed for that 
individual, and 100 percent of any such penalties for 
any subsequent month. 
‘‘(B) ELIMINATION OF DEDUCTIBLE.—A reduction in the 

annual deductible applicable under section 1860D–2(b)(1) 
to $0. 
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‘‘(C) CONTINUATION OF COVERAGE ABOVE THE INITIAL 
COVERAGE LIMIT.—The continuation of coverage from the 
initial coverage limit (under paragraph (3) of section 
1860D–2(b)) for expenditures incurred through the total 
amount of expenditures at which benefits are available 
under paragraph (4) of such section, subject to the reduced 
cost-sharing described in subparagraph (D). 

‘‘(D) REDUCTION IN COST-SHARING BELOW OUT-OF-POCK-
ET THRESHOLD.—

‘‘(i) INSTITUTIONALIZED INDIVIDUALS.—In the case 
of an individual who is a full-benefit dual eligible indi-
vidual and who is an institutionalized individual or 
couple (as defined in section 1902(q)(1)(B)), the elimi-
nation of any beneficiary coinsurance described in sec-
tion 1860D–2(b)(2) (for all amounts through the total 
amount of expenditures at which benefits are available 
under section 1860D–2(b)(4)). 

‘‘(ii) LOWEST INCOME DUAL ELIGIBLE INDIVID-
UALS.—In the case of an individual not described in 
clause (i) who is a full-benefit dual eligible individual 
and whose income does not exceed 100 percent of the 
poverty line applicable to a family of the size involved, 
the substitution for the beneficiary coinsurance de-
scribed in section 1860D–2(b)(2) (for all amounts 
through the total amount of expenditures at which ben-
efits are available under section 1860D–2(b)(4)) of a co-
payment amount that does not exceed $1 for a generic 
drug or a preferred drug that is a multiple source drug 
(as defined in section 1927(k)(7)(A)(i)) and $3 for any 
other drug, or, if less, the copayment amount applica-
ble to an individual under clause (iii). 

‘‘(iii) OTHER INDIVIDUALS.—In the case of an indi-
vidual not described in clause (i) or (ii), the substi-
tution for the beneficiary coinsurance described in sec-
tion 1860D–2(b)(2) (for all amounts through the total 
amount of expenditures at which benefits are available 
under section 1860D–2(b)(4)) of a copayment amount 
that does not exceed the copayment amount specified 
under section 1860D–2(b)(4)(A)(i)(I) for the drug and 
year involved. 
‘‘(E) ELIMINATION OF COST-SHARING ABOVE ANNUAL 

OUT-OF-POCKET THRESHOLD.—The elimination of any cost-
sharing imposed under section 1860D–2(b)(4)(A). 
‘‘(2) OTHER INDIVIDUALS WITH INCOME BELOW 150 PERCENT 

OF POVERTY LINE.—In the case of a subsidy eligible individual 
who is not described in paragraph (1), the individual is entitled 
under this section to the following: 

‘‘(A) SLIDING SCALE PREMIUM SUBSIDY.—An income-re-
lated premium subsidy determined on a linear sliding scale 
ranging from 100 percent of the amount described in para-
graph (1)(A) for individuals with incomes at or below 135 
percent of such level to 0 percent of such amount for indi-
viduals with incomes at 150 percent of such level. 
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‘‘(B) REDUCTION OF DEDUCTIBLE.—A reduction in the 
annual deductible applicable under section 1860D–2(b)(1) 
to $50. 

‘‘(C) CONTINUATION OF COVERAGE ABOVE THE INITIAL 
COVERAGE LIMIT.—The continuation of coverage from the 
initial coverage limit (under paragraph (3) of section 
1860D–2(b)) for expenditures incurred through the total 
amount of expenditures at which benefits are available 
under paragraph (4) of such section, subject to the reduced 
coinsurance described in subparagraph (D). 

‘‘(D) REDUCTION IN COST-SHARING BELOW OUT-OF-POCK-
ET THRESHOLD.—The substitution for the beneficiary coin-
surance described in section 1860D–2(b)(2) (for all amounts 
above the deductible under subparagraph (B) through the 
total amount of expenditures at which benefits are avail-
able under section 1860D–2(b)(4)) of coinsurance of ‘15 per-
cent’ instead of coinsurance of ‘25 percent’ in section 
1860D–2(b)(2). 

‘‘(E) REDUCTION OF COST-SHARING ABOVE ANNUAL OUT-
OF-POCKET THRESHOLD.—Subject to subsection (c), the sub-
stitution for the cost-sharing imposed under section 1860D–
2(b)(4)(A) of a copayment or coinsurance not to exceed the 
copayment or coinsurance amount specified under section 
1860D–2(b)(4)(A)(i)(I) for the drug and year involved. 
‘‘(3) DETERMINATION OF ELIGIBILITY.—

‘‘(A) SUBSIDY ELIGIBLE INDIVIDUAL DEFINED.—For pur-
poses of this part, subject to subparagraph (F), the term 
‘subsidy eligible individual’ means a part D eligible indi-
vidual who—

‘‘(i) is enrolled in a prescription drug plan or MA–
PD plan; 

‘‘(ii) has income below 150 percent of the poverty 
line applicable to a family of the size involved; and 

‘‘(iii) meets the resources requirement described in 
subparagraph (D) or (E). 
‘‘(B) DETERMINATIONS.—

‘‘(i) IN GENERAL.—The determination of whether a 
part D eligible individual residing in a State is a sub-
sidy eligible individual and whether the individual is 
described in paragraph (1) shall be determined under 
the State plan under title XIX for the State under sec-
tion 1935(a) or by the Commissioner of Social Security. 
There are authorized to be appropriated to the Social 
Security Administration such sums as may be nec-
essary for the determination of eligibility under this 
subparagraph. 

‘‘(ii) EFFECTIVE PERIOD.—Determinations under 
this subparagraph shall be effective beginning with the 
month in which the individual applies for a determina-
tion that the individual is a subsidy eligible individual 
and shall remain in effect for a period specified by the 
Secretary, but not to exceed 1 year. 

‘‘(iii) REDETERMINATIONS AND APPEALS THROUGH 
MEDICAID.—Redeterminations and appeals, with re-
spect to eligibility determinations under clause (i) 
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made under a State plan under title XIX, shall be 
made in accordance with the frequency of, and manner 
in which, redeterminations and appeals of eligibility 
are made under such plan for purposes of medical as-
sistance under such title. 

‘‘(iv) REDETERMINATIONS AND APPEALS THROUGH 
COMMISSIONER.—With respect to eligibility determina-
tions under clause (i) made by the Commissioner of So-
cial Security—

‘‘(I) redeterminations shall be made at such 
time or times as may be provided by the Commis-
sioner; and 

‘‘(II) the Commissioner shall establish proce-
dures for appeals of such determinations that are 
similar to the procedures described in the third 
sentence of section 1631(c)(1)(A). 
‘‘(v) TREATMENT OF MEDICAID BENEFICIARIES.—

Subject to subparagraph (F), the Secretary—
‘‘(I) shall provide that part D eligible individ-

uals who are full-benefit dual eligible individuals 
(as defined in section 1935(c)(6)) or who are recipi-
ents of supplemental security income benefits 
under title XVI shall be treated as subsidy eligible 
individuals described in paragraph (1); and 

‘‘(II) may provide that part D eligible individ-
uals not described in subclause (I) who are deter-
mined for purposes of the State plan under title 
XIX to be eligible for medical assistance under 
clause (i), (iii), or (iv) of section 1902(a)(10)(E) are 
treated as being determined to be subsidy eligible 
individuals described in paragraph (1). 

Insofar as the Secretary determines that the eligibility 
requirements under the State plan for medical assist-
ance referred to in subclause (II) are substantially the 
same as the requirements for being treated as a sub-
sidy eligible individual described in paragraph (1), the 
Secretary shall provide for the treatment described in 
such subclause. 
‘‘(C) INCOME DETERMINATIONS.—For purposes of apply-

ing this section—
‘‘(i) in the case of a part D eligible individual who 

is not treated as a subsidy eligible individual under 
subparagraph (B)(v), income shall be determined in the 
manner described in section 1905(p)(1)(B), without re-
gard to the application of section 1902(r)(2); and 

‘‘(ii) the term ‘poverty line’ has the meaning given 
such term in section 673(2) of the Community Services 
Block Grant Act (42 U.S.C. 9902(2)), including any re-
vision required by such section. 

Nothing in clause (i) shall be construed to affect the appli-
cation of section 1902(r)(2) for the determination of eligi-
bility for medical assistance under title XIX. 

‘‘(D) RESOURCE STANDARD APPLIED TO FULL LOW-IN-
COME SUBSIDY TO BE BASED ON THREE TIMES SSI RESOURCE 
STANDARD.—The resources requirement of this subpara-
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graph is that an individual’s resources (as determined 
under section 1613 for purposes of the supplemental secu-
rity income program) do not exceed—

‘‘(i) for 2006 three times the maximum amount of 
resources that an individual may have and obtain ben-
efits under that program; and 

‘‘(ii) for a subsequent year the resource limitation 
established under this clause for the previous year in-
creased by the annual percentage increase in the con-
sumer price index (all items; U.S. city average) as of 
September of such previous year. 

Any resource limitation established under clause (ii) that is 
not a multiple of $10 shall be rounded to the nearest mul-
tiple of $10. 

‘‘(E) ALTERNATIVE RESOURCE STANDARD.—
‘‘(i) IN GENERAL.—The resources requirement of 

this subparagraph is that an individual’s resources (as 
determined under section 1613 for purposes of the sup-
plemental security income program) do not exceed—

‘‘(I) for 2006, $10,000 (or $20,000 in the case 
of the combined value of the individual’s assets or 
resources and the assets or resources of the indi-
vidual’s spouse); and 

‘‘(II) for a subsequent year the dollar amounts 
specified in this subclause (or subclause (I)) for the 
previous year increased by the annual percentage 
increase in the consumer price index (all items; 
U.S. city average) as of September of such previous 
year. 

Any dollar amount established under subclause (II) 
that is not a multiple of $10 shall be rounded to the 
nearest multiple of $10. 

‘‘(ii) USE OF SIMPLIFIED APPLICATION FORM AND 
PROCESS.—The Secretary, jointly with the Commis-
sioner of Social Security, shall—

‘‘(I) develop a model, simplified application 
form and process consistent with clause (iii) for the 
determination and verification of a part D eligible 
individual’s assets or resources under this sub-
paragraph; and 

‘‘(II) provide such form to States. 
‘‘(iii) DOCUMENTATION AND SAFEGUARDS.—Under 

such process—
‘‘(I) the application form shall consist of an at-

testation under penalty of perjury regarding the 
level of assets or resources (or combined assets and 
resources in the case of a married part D eligible 
individual) and valuations of general classes of as-
sets or resources; 

‘‘(II) such form shall be accompanied by copies 
of recent statements (if any) from financial institu-
tions in support of the application; and 

‘‘(III) matters attested to in the application 
shall be subject to appropriate methods of 
verification. 
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‘‘(iv) METHODOLOGY FLEXIBILITY.—The Secretary 
may permit a State in making eligibility determina-
tions for premium and cost-sharing subsidies under 
this section to use the same asset or resource meth-
odologies that are used with respect to eligibility for 
medical assistance for medicare cost-sharing described 
in section 1905(p) so long as the Secretary determines 
that the use of such methodologies will not result in 
any significant differences in the number of individ-
uals determined to be subsidy eligible individuals. 
‘‘(F) TREATMENT OF TERRITORIAL RESIDENTS.—In the 

case of a part D eligible individual who is not a resident 
of the 50 States or the District of Columbia, the individual 
is not eligible to be a subsidy eligible individual under this 
section but may be eligible for financial assistance with 
prescription drug expenses under section 1935(e). 
‘‘(4) INDEXING DOLLAR AMOUNTS.—

‘‘(A) COPAYMENT FOR LOWEST INCOME DUAL ELIGIBLE 
INDIVIDUALS.—The dollar amounts applied under para-
graph (1)(D)(ii)—

‘‘(i) for 2007 shall be the dollar amounts specified 
in such paragraph increased by the annual percentage 
increase in the consumer price index (all items; U.S. 
city average) as of September of such previous year; or 

‘‘(ii) for a subsequent year shall be the dollar 
amounts specified in this clause (or clause (i)) for the 
previous year increased by the annual percentage in-
crease in the consumer price index (all items; U.S. city 
average) as of September of such previous year. 

Any amount established under clause (i) or (ii), that is 
based on an increase of $1 or $3, that is not a multiple of 
5 cents or 10 cents, respectively, shall be rounded to the 
nearest multiple of 5 cents or 10 cents, respectively. 

‘‘(B) REDUCED DEDUCTIBLE.—The dollar amount ap-
plied under paragraph (2)(B)—

‘‘(i) for 2007 shall be the dollar amount specified 
in such paragraph increased by the annual percentage 
increase described in section 1860D–2(b)(6) for 2007; or 

‘‘(ii) for a subsequent year shall be the dollar 
amount specified in this clause (or clause (i)) for the 
previous year increased by the annual percentage in-
crease described in section 1860D–2(b)(6) for the year 
involved. 

Any amount established under clause (i) or (ii) that is not 
a multiple of $1 shall be rounded to the nearest multiple 
of $1. 

‘‘(b) PREMIUM SUBSIDY AMOUNT.—
‘‘(1) IN GENERAL.—The premium subsidy amount described 

in this subsection for a subsidy eligible individual residing in 
a PDP region and enrolled in a prescription drug plan or MA–
PD plan is the low-income benchmark premium amount (as de-
fined in paragraph (2)) for the PDP region in which the indi-
vidual resides or, if greater, the amount specified in paragraph 
(3). 
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‘‘(2) LOW-INCOME BENCHMARK PREMIUM AMOUNT DE-
FINED.—

‘‘(A) IN GENERAL.—For purposes of this subsection, the 
term ‘low-income benchmark premium amount’ means, 
with respect to a PDP region in which—

‘‘(i) all prescription drug plans are offered by the 
same PDP sponsor, the weighted average of the 
amounts described in subparagraph (B)(i) for such 
plans; or 

‘‘(ii) there are prescription drug plans offered by 
more than one PDP sponsor, the weighted average of 
amounts described in subparagraph (B) for prescrip-
tion drug plans and MA–PD plans described in section 
1851(a)(2)(A)(i) offered in such region. 
‘‘(B) PREMIUM AMOUNTS DESCRIBED.—The premium 

amounts described in this subparagraph are, in the case 
of—

‘‘(i) a prescription drug plan that is a basic pre-
scription drug plan, the monthly beneficiary premium 
for such plan; 

‘‘(ii) a prescription drug plan that provides alter-
native prescription drug coverage the actuarial value of 
which is greater than that of standard prescription 
drug coverage, the portion of the monthly beneficiary 
premium that is attributable to basic prescription drug 
coverage; and 

‘‘(iii) an MA–PD plan, the portion of the MA 
monthly prescription drug beneficiary premium that is 
attributable to basic prescription drug benefits (de-
scribed in section 1852(a)(6)(B)(ii)). 

The premium amounts described in this subparagraph do 
not include any amounts attributable to late enrollment 
penalties under section 1860D–13(b). 
‘‘(3) ACCESS TO 0 PREMIUM PLAN.—In no case shall the pre-

mium subsidy amount under this subsection for a PDP region 
be less than the lowest monthly beneficiary premium for a pre-
scription drug plan that offers basic prescription drug coverage 
in the region. 
‘‘(c) ADMINISTRATION OF SUBSIDY PROGRAM.—

‘‘(1) IN GENERAL.—The Secretary shall provide a process 
whereby, in the case of a part D eligible individual who is de-
termined to be a subsidy eligible individual and who is enrolled 
in a prescription drug plan or is enrolled in an MA–PD plan—

‘‘(A) the Secretary provides for a notification of the 
PDP sponsor or the MA organization offering the plan in-
volved that the individual is eligible for a subsidy and the 
amount of the subsidy under subsection (a); 

‘‘(B) the sponsor or organization involved reduces the 
premiums or cost-sharing otherwise imposed by the amount 
of the applicable subsidy and submits to the Secretary in-
formation on the amount of such reduction; 

‘‘(C) the Secretary periodically and on a timely basis 
reimburses the sponsor or organization for the amount of 
such reductions; and 

VerDate jul 14 2003 06:29 Nov 24, 2003 Jkt 090299 PO 00000 Frm 00052 Fmt 6659 Sfmt 6603 E:\HR\OC\HR391.XXX HR391



51

‘‘(D) the Secretary ensures the confidentiality of indi-
vidually identifiable information.

In applying subparagraph (C), the Secretary shall compute re-
ductions based upon imposition under subsections (a)(1)(D) and 
(a)(2)(E) of unreduced copayment amounts applied under such 
subsections. 

‘‘(2) USE OF CAPITATED FORM OF PAYMENT.—The reimburse-
ment under this section with respect to cost-sharing subsidies 
may be computed on a capitated basis, taking into account the 
actuarial value of the subsidies and with appropriate adjust-
ments to reflect differences in the risks actually involved. 
‘‘(d) RELATION TO MEDICAID PROGRAM.—For special provisions 

under the medicaid program relating to medicare prescription drug 
benefits, see section 1935. 

‘‘SUBSIDIES FOR PART D ELIGIBLE INDIVIDUALS FOR QUALIFIED 
PRESCRIPTION DRUG COVERAGE 

‘‘SEC. 1860D–15. (a) SUBSIDY PAYMENT.—In order to reduce 
premium levels applicable to qualified prescription drug coverage 
for part D eligible individuals consistent with an overall subsidy 
level of 74.5 percent for basic prescription drug coverage, to reduce 
adverse selection among prescription drug plans and MA–PD plans, 
and to promote the participation of PDP sponsors under this part 
and MA organizations under part C, the Secretary shall provide for 
payment to a PDP sponsor that offers a prescription drug plan and 
an MA organization that offers an MA–PD plan of the following 
subsidies in accordance with this section: 

‘‘(1) DIRECT SUBSIDY.—A direct subsidy for each part D eli-
gible individual enrolled in a prescription drug plan or MA–PD 
plan for a month equal to—

‘‘(A) the amount of the plan’s standardized bid amount 
(as defined in section 1860D–13(a)(5)), adjusted under sub-
section (c)(1), reduced by 

‘‘(B) the base beneficiary premium (as computed under 
paragraph (2) of section 1860D–13(a) and as adjusted 
under paragraph (1)(B) of such section). 
‘‘(2) SUBSIDY THROUGH REINSURANCE.—The reinsurance 

payment amount (as defined in subsection (b)). 
This section constitutes budget authority in advance of appropria-
tions Acts and represents the obligation of the Secretary to provide 
for the payment of amounts provided under this section. 

‘‘(b) REINSURANCE PAYMENT AMOUNT.—
‘‘(1) IN GENERAL.—The reinsurance payment amount under 

this subsection for a part D eligible individual enrolled in a 
prescription drug plan or MA–PD plan for a coverage year is 
an amount equal to 80 percent of the allowable reinsurance 
costs (as specified in paragraph (2)) attributable to that portion 
of gross covered prescription drug costs as specified in para-
graph (3) incurred in the coverage year after such individual 
has incurred costs that exceed the annual out-of-pocket thresh-
old specified in section 1860D–2(b)(4)(B). 

‘‘(2) ALLOWABLE REINSURANCE COSTS.—For purposes of this 
section, the term ‘allowable reinsurance costs’ means, with re-
spect to gross covered prescription drug costs under a prescrip-
tion drug plan offered by a PDP sponsor or an MA–PD plan of-
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fered by an MA organization, the part of such costs that are ac-
tually paid (net of discounts, chargebacks, and average percent-
age rebates) by the sponsor or organization or by (or on behalf 
of) an enrollee under the plan, but in no case more than the 
part of such costs that would have been paid under the plan if 
the prescription drug coverage under the plan were basic pre-
scription drug coverage, or, in the case of a plan providing sup-
plemental prescription drug coverage, if such coverage were 
standard prescription drug coverage. 

‘‘(3) GROSS COVERED PRESCRIPTION DRUG COSTS.—For pur-
poses of this section, the term ‘gross covered prescription drug 
costs’ means, with respect to a part D eligible individual en-
rolled in a prescription drug plan or MA–PD plan during a cov-
erage year, the costs incurred under the plan, not including ad-
ministrative costs, but including costs directly related to the 
dispensing of covered part D drugs during the year and costs 
relating to the deductible. Such costs shall be determined 
whether they are paid by the individual or under the plan, re-
gardless of whether the coverage under the plan exceeds basic 
prescription drug coverage. 

‘‘(4) COVERAGE YEAR DEFINED.—For purposes of this sec-
tion, the term ‘coverage year’ means a calendar year in which 
covered part D drugs are dispensed if the claim for such drugs 
(and payment on such claim) is made not later than such pe-
riod after the end of such year as the Secretary specifies. 
‘‘(c) ADJUSTMENTS RELATING TO BIDS.—

‘‘(1) HEALTH STATUS RISK ADJUSTMENT.—
‘‘(A) ESTABLISHMENT OF RISK ADJUSTORS.—The Sec-

retary shall establish an appropriate methodology for ad-
justing the standardized bid amount under subsection 
(a)(1)(A) to take into account variation in costs for basic 
prescription drug coverage among prescription drug plans 
and MA–PD plans based on the differences in actuarial 
risk of different enrollees being served. Any such risk ad-
justment shall be designed in a manner so as not to result 
in a change in the aggregate amounts payable to such 
plans under subsection (a)(1) and through that portion of 
the monthly beneficiary prescription drug premiums de-
scribed in subsection (a)(1)(B) and MA monthly prescrip-
tion drug beneficiary premiums. 

‘‘(B) CONSIDERATIONS.—In establishing the method-
ology under subparagraph (A), the Secretary may take into 
account the similar methodologies used under section 
1853(a)(3) to adjust payments to MA organizations for ben-
efits under the original medicare fee-for-service program op-
tion. 

‘‘(C) DATA COLLECTION.—In order to carry out this 
paragraph, the Secretary shall require—

‘‘(i) PDP sponsors to submit data regarding drug 
claims that can be linked at the individual level to part 
A and part B data and such other information as the 
Secretary determines necessary; and 

‘‘(ii) MA organizations that offer MA–PD plans to 
submit data regarding drug claims that can be linked 
at the individual level to other data that such organi-
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zations are required to submit to the Secretary and 
such other information as the Secretary determines 
necessary. 
‘‘(D) PUBLICATION.—At the time of publication of risk 

adjustment factors under section 1853(b)(1)(B)(i)(II), the 
Secretary shall publish the risk adjusters established under 
this paragraph for the succeeding year. 
‘‘(2) GEOGRAPHIC ADJUSTMENT.—

‘‘(A) IN GENERAL.—Subject to subparagraph (B), for 
purposes of section 1860D–13(a)(1)(B)(iii), the Secretary 
shall establish an appropriate methodology for adjusting 
the national average monthly bid amount (computed under 
section 1860D–13(a)(4)) to take into account differences in 
prices for covered part D drugs among PDP regions.

‘‘(B) DE MINIMIS RULE.—If the Secretary determines 
that the price variations described in subparagraph (A) 
among PDP regions are de minimis, the Secretary shall not 
provide for adjustment under this paragraph. 

‘‘(C) BUDGET NEUTRAL ADJUSTMENT.—Any adjustment 
under this paragraph shall be applied in a manner so as 
to not result in a change in the aggregate payments made 
under this part that would have been made if the Secretary 
had not applied such adjustment. 

‘‘(d) PAYMENT METHODS.—
‘‘(1) IN GENERAL.—Payments under this section shall be 

based on such a method as the Secretary determines. The Sec-
retary may establish a payment method by which interim pay-
ments of amounts under this section are made during a year 
based on the Secretary’s best estimate of amounts that will be 
payable after obtaining all of the information. 

‘‘(2) REQUIREMENT FOR PROVISION OF INFORMATION.—
‘‘(A) REQUIREMENT.—Payments under this section to a 

PDP sponsor or MA organization are conditioned upon the 
furnishing to the Secretary, in a form and manner specified 
by the Secretary, of such information as may be required to 
carry out this section. 

‘‘(B) RESTRICTION ON USE OF INFORMATION.—Informa-
tion disclosed or obtained pursuant to subparagraph (A) 
may be used by officers, employees, and contractors of the 
Department of Health and Human Services only for the 
purposes of, and to the extent necessary in, carrying out 
this section. 
‘‘(3) SOURCE OF PAYMENTS.—Payments under this section 

shall be made from the Medicare Prescription Drug Account. 
‘‘(4) APPLICATION OF ENROLLEE ADJUSTMENT.—The provi-

sions of section 1853(a)(2) shall apply to payments to PDP spon-
sors under this section in the same manner as they apply to 
payments to MA organizations under section 1853(a). 
‘‘(e) PORTION OF TOTAL PAYMENTS TO A SPONSOR OR ORGANIZA-

TION SUBJECT TO RISK (APPLICATION OF RISK CORRIDORS).—
‘‘(1) COMPUTATION OF ADJUSTED ALLOWABLE RISK CORRIDOR 

COSTS.—
‘‘(A) IN GENERAL.—For purposes of this subsection, the 

term ‘adjusted allowable risk corridor costs’ means, for a 
plan for a coverage year (as defined in subsection (b)(4))—

VerDate jul 14 2003 06:29 Nov 24, 2003 Jkt 090299 PO 00000 Frm 00055 Fmt 6659 Sfmt 6603 E:\HR\OC\HR391.XXX HR391



54

‘‘(i) the allowable risk corridor costs (as defined in 
subparagraph (B)) for the plan for the year, reduced by 

‘‘(ii) the sum of (I) the total reinsurance payments 
made under subsection (b) to the sponsor of the plan 
for the year, and (II) the total subsidy payments made 
under section 1860D–14 to the sponsor of the plan for 
the year. 
‘‘(B) ALLOWABLE RISK CORRIDOR COSTS.—For purposes 

of this subsection, the term ‘allowable risk corridor costs’ 
means, with respect to a prescription drug plan offered by 
a PDP sponsor or an MA–PD plan offered by an MA orga-
nization, the part of costs (not including administrative 
costs, but including costs directly related to the dispensing 
of covered part D drugs during the year) incurred by the 
sponsor or organization under the plan that are actually 
paid (net of discounts, chargebacks, and average percentage 
rebates) by the sponsor or organization under the plan, but 
in no case more than the part of such costs that would have 
been paid under the plan if the prescription drug coverage 
under the plan were basic prescription drug coverage, or, in 
the case of a plan providing supplemental prescription drug 
coverage, if such coverage were basic prescription drug cov-
erage taking into account the adjustment under section 
1860D–11(c)(2). In computing allowable costs under this 
paragraph, the Secretary shall compute such costs based 
upon imposition under paragraphs (1)(D) and (2)(E) of sec-
tion 1860D–14(a) of the maximum amount of copayments 
permitted under such paragraphs. 
‘‘(2) ADJUSTMENT OF PAYMENT.—

‘‘(A) NO ADJUSTMENT IF ADJUSTED ALLOWABLE RISK 
CORRIDOR COSTS WITHIN RISK CORRIDOR.—If the adjusted 
allowable risk corridor costs (as defined in paragraph (1)) 
for the plan for the year are at least equal to the first 
threshold lower limit of the risk corridor (specified in para-
graph (3)(A)(i)), but not greater than the first threshold 
upper limit of the risk corridor (specified in paragraph 
(3)(A)(iii)) for the plan for the year, then no payment ad-
justment shall be made under this subsection. 

‘‘(B) INCREASE IN PAYMENT IF ADJUSTED ALLOWABLE 
RISK CORRIDOR COSTS ABOVE UPPER LIMIT OF RISK COR-
RIDOR.—

‘‘(i) COSTS BETWEEN FIRST AND SECOND THRESH-
OLD UPPER LIMITS.—If the adjusted allowable risk cor-
ridor costs for the plan for the year are greater than 
the first threshold upper limit, but not greater than the 
second threshold upper limit, of the risk corridor for 
the plan for the year, the Secretary shall increase the 
total of the payments made to the sponsor or organiza-
tion offering the plan for the year under this section by 
an amount equal to 50 percent (or, for 2006 and 2007, 
75 percent or 90 percent if the conditions described in 
clause (iii) are met for the year) of the difference be-
tween such adjusted allowable risk corridor costs and 
the first threshold upper limit of the risk corridor. 
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‘‘(ii) COSTS ABOVE SECOND THRESHOLD UPPER LIM-
ITS.—If the adjusted allowable risk corridor costs for 
the plan for the year are greater than the second 
threshold upper limit of the risk corridor for the plan 
for the year, the Secretary shall increase the total of the 
payments made to the sponsor or organization offering 
the plan for the year under this section by an amount 
equal to the sum of—

‘‘(I) 50 percent (or, for 2006 and 2007, 75 per-
cent or 90 percent if the conditions described in 
clause (iii) are met for the year) of the difference 
between the second threshold upper limit and the 
first threshold upper limit; and 

‘‘(II) 80 percent of the difference between such 
adjusted allowable risk corridor costs and the sec-
ond threshold upper limit of the risk corridor. 
‘‘(iii) CONDITIONS FOR APPLICATION OF HIGHER 

PERCENTAGE FOR 2006 AND 2007.—The conditions de-
scribed in this clause are met for 2006 or 2007 if the 
Secretary determines with respect to such year that—

‘‘(I) at least 60 percent of prescription drug 
plans and MA–PD plans to which this subsection 
applies have adjusted allowable risk corridor costs 
for the plan for the year that are more than the 
first threshold upper limit of the risk corridor for 
the plan for the year; and 

‘‘(II) such plans represent at least 60 percent of 
part D eligible individuals enrolled in any pre-
scription drug plan or MA–PD plan. 

‘‘(C) REDUCTION IN PAYMENT IF ADJUSTED ALLOWABLE 
RISK CORRIDOR COSTS BELOW LOWER LIMIT OF RISK COR-
RIDOR.—

‘‘(i) COSTS BETWEEN FIRST AND SECOND THRESH-
OLD LOWER LIMITS.—If the adjusted allowable risk cor-
ridor costs for the plan for the year are less than the 
first threshold lower limit, but not less than the second 
threshold lower limit, of the risk corridor for the plan 
for the year, the Secretary shall reduce the total of the 
payments made to the sponsor or organization offering 
the plan for the year under this section by an amount 
(or otherwise recover from the sponsor or organization 
an amount) equal to 50 percent (or, for 2006 and 2007, 
75 percent) of the difference between the first threshold 
lower limit of the risk corridor and such adjusted al-
lowable risk corridor costs. 

‘‘(ii) COSTS BELOW SECOND THRESHOLD LOWER 
LIMIT.—If the adjusted allowable risk corridor costs for 
the plan for the year are less the second threshold 
lower limit of the risk corridor for the plan for the year, 
the Secretary shall reduce the total of the payments 
made to the sponsor or organization offering the plan 
for the year under this section by an amount (or other-
wise recover from the sponsor or organization an 
amount) equal to the sum of—
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‘‘(I) 50 percent (or, for 2006 and 2007, 75 per-
cent) of the difference between the first threshold 
lower limit and the second threshold lower limit; 
and 

‘‘(II) 80 percent of the difference between the 
second threshold upper limit of the risk corridor 
and such adjusted allowable risk corridor costs. 

‘‘(3) ESTABLISHMENT OF RISK CORRIDORS.—
‘‘(A) IN GENERAL.—For each plan year the Secretary 

shall establish a risk corridor for each prescription drug 
plan and each MA–PD plan. The risk corridor for a plan 
for a year shall be equal to a range as follows: 

‘‘(i) FIRST THRESHOLD LOWER LIMIT.—The first 
threshold lower limit of such corridor shall be equal 
to—

‘‘(I) the target amount described in subpara-
graph (B) for the plan; minus 

‘‘(II) an amount equal to the first threshold 
risk percentage for the plan (as determined under 
subparagraph (C)(i)) of such target amount. 
‘‘(ii) SECOND THRESHOLD LOWER LIMIT.—The sec-

ond threshold lower limit of such corridor shall be 
equal to—

‘‘(I) the target amount described in subpara-
graph (B) for the plan; minus 

‘‘(II) an amount equal to the second threshold 
risk percentage for the plan (as determined under 
subparagraph (C)(ii)) of such target amount. 
‘‘(iii) FIRST THRESHOLD UPPER LIMIT.—The first 

threshold upper limit of such corridor shall be equal to 
the sum of—

‘‘(I) such target amount; and 
‘‘(II) the amount described in clause (i)(II). 

‘‘(iv) SECOND THRESHOLD UPPER LIMIT.—The sec-
ond threshold upper limit of such corridor shall be 
equal to the sum of—

‘‘(I) such target amount; and 
‘‘(II) the amount described in clause (ii)(II). 

‘‘(B) TARGET AMOUNT DESCRIBED.—The target amount 
described in this paragraph is, with respect to a prescrip-
tion drug plan or an MA–PD plan in a year, the total 
amount of payments paid to the PDP sponsor or MA–PD 
organization for the plan for the year, taking into account 
amounts paid by the Secretary and enrollees, based upon 
the standardized bid amount (as defined in section 1860D–
13(a)(5) and as risk adjusted under subsection (c)(1)), re-
duced by the total amount of administrative expenses for 
the year assumed in such standardized bid. 

‘‘(C) FIRST AND SECOND THRESHOLD RISK PERCENTAGE 
DEFINED.—

‘‘(i) FIRST THRESHOLD RISK PERCENTAGE.—Subject 
to clause (iii), for purposes of this section, the first 
threshold risk percentage is—

‘‘(I) for 2006 and 2007, and 2.5 percent; 
‘‘(II) for 2008 through 2011, 5 percent; and 
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‘‘(III) for 2012 and subsequent years, a per-
centage established by the Secretary, but in no case 
less than 5 percent. 
‘‘(ii) SECOND THRESHOLD RISK PERCENTAGE.—Sub-

ject to clause (iii), for purposes of this section, the sec-
ond threshold risk percentage is—

‘‘(I) for 2006 and 2007, 5 percent; 
‘‘(II) for 2008 through 2011, 10 percent; and 
‘‘(III) for 2012 and subsequent years, a per-

centage established by the Secretary that is greater 
than the percent established for the year under 
clause (i)(III), but in no case less than 10 percent. 
‘‘(iii) REDUCTION OF RISK PERCENTAGE TO ENSURE 

2 PLANS IN AN AREA.—Pursuant to section 1860D–
11(b)(2)(E)(ii), a PDP sponsor may submit a bid that 
requests a decrease in the applicable first or second 
threshold risk percentages or an increase in the per-
cents applied under paragraph (2). 

‘‘(4) PLANS AT RISK FOR ENTIRE AMOUNT OF SUPPLEMENTAL 
PRESCRIPTION DRUG COVERAGE.—A PDP sponsor and MA orga-
nization that offers a plan that provides supplemental prescrip-
tion drug benefits shall be at full financial risk for the provi-
sion of such supplemental benefits. 

‘‘(5) NO EFFECT ON MONTHLY PREMIUM.—No adjustment in 
payments made by reason of this subsection shall affect the 
monthly beneficiary premium or the MA monthly prescription 
drug beneficiary premium. 
‘‘(f) DISCLOSURE OF INFORMATION.—

‘‘(1) IN GENERAL.—Each contract under this part and under 
part C shall provide that—

‘‘(A) the PDP sponsor offering a prescription drug plan 
or an MA organization offering an MA–PD plan shall pro-
vide the Secretary with such information as the Secretary 
determines is necessary to carry out this section; and 

‘‘(B) the Secretary shall have the right in accordance 
with section 1857(d)(2)(B) (as applied under section 1860D–
12(b)(3)(C)) to inspect and audit any books and records of 
a PDP sponsor or MA organization that pertain to the in-
formation regarding costs provided to the Secretary under 
subparagraph (A). 
‘‘(2) RESTRICTION ON USE OF INFORMATION.—Information 

disclosed or obtained pursuant to the provisions of this section 
may be used by officers, employees, and contractors of the De-
partment of Health and Human Services only for the purposes 
of, and to the extent necessary in, carrying out this section. 
‘‘(g) PAYMENT FOR FALLBACK PRESCRIPTION DRUG PLANS.—In 

lieu of the amounts otherwise payable under this section to a PDP 
sponsor offering a fallback prescription drug plan (as defined in sec-
tion 1860D–3(c)(4)), the amount payable shall be the amounts deter-
mined under the contract for such plan pursuant to section 1860D–
11(g)(5). 
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‘‘MEDICARE PRESCRIPTION DRUG ACCOUNT IN THE FEDERAL 
SUPPLEMENTARY MEDICAL INSURANCE TRUST FUND 

‘‘SEC. 1860D–16. (a) ESTABLISHMENT AND OPERATION OF AC-
COUNT.—

‘‘(1) ESTABLISHMENT.—There is created within the Federal 
Supplementary Medical Insurance Trust Fund established by 
section 1841 an account to be known as the ‘Medicare Prescrip-
tion Drug Account’ (in this section referred to as the ‘Account’). 

‘‘(2) FUNDING.—The Account shall consist of such gifts and 
bequests as may be made as provided in section 201(i)(1), ac-
crued interest on balances in the Account, and such amounts as 
may be deposited in, or appropriated to, such Account as pro-
vided in this part. 

‘‘(3) SEPARATE FROM REST OF TRUST FUND.—Funds pro-
vided under this part to the Account shall be kept separate from 
all other funds within the Federal Supplementary Medical In-
surance Trust Fund, but shall be invested, and such invest-
ments redeemed, in the same manner as all other funds and in-
vestments within such Trust Fund. 
‘‘(b) PAYMENTS FROM ACCOUNT.—

‘‘(1) IN GENERAL.—The Managing Trustee shall pay from 
time to time from the Account such amounts as the Secretary 
certifies are necessary to make payments to operate the program 
under this part, including—

‘‘(A) payments under section 1860D–14 (relating to low-
income subsidy payments); 

‘‘(B) payments under section 1860D–15 (relating to sub-
sidy payments and payments for fallback plans); 

‘‘(C) payments to sponsors of qualified retiree prescrip-
tion drug plans under section 1860D–22(a); and 

‘‘(D) payments with respect to administrative expenses 
under this part in accordance with section 201(g). 
‘‘(2) TRANSFERS TO MEDICAID ACCOUNT FOR INCREASED AD-

MINISTRATIVE COSTS.—The Managing Trustee shall transfer 
from time to time from the Account to the Grants to States for 
Medicaid account amounts the Secretary certifies are attrib-
utable to increases in payment resulting from the application of 
section 1935(b). 

‘‘(3) PAYMENTS OF PREMIUMS WITHHELD.—The Managing 
Trustee shall make payment to the PDP sponsor or MA organi-
zation involved of the premiums (and the portion of late enroll-
ment penalties) that are collected in the manner described in 
section 1854(d)(2)(A) and that are payable under a prescription 
drug plan or MA–PD plan offered by such sponsor or organiza-
tion. 

‘‘(4) TREATMENT IN RELATION TO PART B PREMIUM.—
Amounts payable from the Account shall not be taken into ac-
count in computing actuarial rates or premium amounts under 
section 1839. 
‘‘(c) DEPOSITS INTO ACCOUNT.—

‘‘(1) LOW-INCOME TRANSFER.—Amounts paid under section 
1935(c) (and any amounts collected or offset under paragraph 
(1)(C) of such section) are deposited into the Account. 
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‘‘(2) AMOUNTS WITHHELD.—Pursuant to sections 1860D–
13(c) and 1854(d) (as applied under this part), amounts that 
are withheld (and allocated) to the Account are deposited into 
the Account. 

‘‘(3) APPROPRIATIONS TO COVER GOVERNMENT CONTRIBU-
TIONS.—There are authorized to be appropriated from time to 
time, out of any moneys in the Treasury not otherwise appro-
priated, to the Account, an amount equivalent to the amount of 
payments made from the Account under subsection (b) plus 
such amounts as the Managing Trustee certifies is necessary to 
maintain an appropriate contingency margin, reduced by the 
amounts deposited under paragraph (1) or subsection (a)(2). 

‘‘(4) INITIAL FUNDING AND RESERVE.—In order to assure 
prompt payment of benefits provided under this part and the 
administrative expenses thereunder during the early months of 
the program established by this part and to provide an initial 
contingency reserve, there are authorized to be appropriated to 
the Account, out of any moneys in the Treasury not otherwise 
appropriated, such amount as the Secretary certifies are re-
quired, but not to exceed 10 percent of the estimated total ex-
penditures from such Account in 2006. 

‘‘(5) TRANSFER OF ANY REMAINING BALANCE FROM TRANSI-
TIONAL ASSISTANCE ACCOUNT.—Any balance in the Transitional 
Assistance Account that is transferred under section 1860D–
31(k)(5) shall be deposited into the Account. 

‘‘Subpart 3—Application to Medicare Advantage Program and 
Treatment of Employer-Sponsored Programs and Other Prescrip-
tion Drug Plans 

‘‘APPLICATION TO MEDICARE ADVANTAGE PROGRAM AND RELATED 
MANAGED CARE PROGRAMS 

‘‘SEC. 1860D–21. (a) SPECIAL RULES RELATING TO OFFERING OF 
QUALIFIED PRESCRIPTION DRUG COVERAGE.—

‘‘(1) IN GENERAL.—An MA organization on and after Janu-
ary 1, 2006—

‘‘(A) may not offer an MA plan described in section 
1851(a)(2)(A) in an area unless either that plan (or another 
MA plan offered by the organization in that same service 
area) includes required prescription drug coverage (as de-
fined in paragraph (2)); and 

‘‘(B) may not offer prescription drug coverage (other 
than that required under parts A and B) to an enrollee— 

‘‘(i) under an MSA plan; or 
‘‘(ii) under another MA plan unless such drug cov-

erage under such other plan provides qualified pre-
scription drug coverage and unless the requirements of 
this section with respect to such coverage are met. 

‘‘(2) QUALIFYING COVERAGE.—For purposes of paragraph 
(1)(A), the term ‘required coverage’ means with respect to an 
MA–PD plan—

‘‘(A) basic prescription drug coverage; or 
‘‘(B) qualified prescription drug coverage that provides 

supplemental prescription drug coverage, so long as there is 
no MA monthly supplemental beneficiary premium applied 
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under the plan (due to the application of a credit against 
such premium of a rebate under section 1854(b)(1)(C)). 

‘‘(b) APPLICATION OF DEFAULT ENROLLMENT RULES.—
‘‘(1) SEAMLESS CONTINUATION.—In applying section 

1851(c)(3)(A)(ii), an individual who is enrolled in a health bene-
fits plan shall not be considered to have been deemed to make 
an election into an MA–PD plan unless such health benefits 
plan provides any prescription drug coverage. 

‘‘(2) MA CONTINUATION.—In applying section 1851(c)(3)(B), 
an individual who is enrolled in an MA plan shall not be con-
sidered to have been deemed to make an election into an MA–
PD plan unless—

‘‘(A) for purposes of the election as of January 1, 2006, 
the MA plan provided as of December 31, 2005, any pre-
scription drug coverage; or 

‘‘(B) for periods after January 1, 2006, such MA plan 
is an MA–PD plan. 
‘‘(3) DISCONTINUANCE OF MA–PD ELECTION DURING FIRST 

YEAR OF ELIGIBILITY.—In applying the second sentence of sec-
tion 1851(e)(4) in the case of an individual who is electing to 
discontinue enrollment in an MA–PD plan, the individual shall 
be permitted to enroll in a prescription drug plan under part 
D at the time of the election of coverage under the original 
medicare fee-for-service program. 

‘‘(4) RULES REGARDING ENROLLEES IN MA PLANS NOT PRO-
VIDING QUALIFIED PRESCRIPTION DRUG COVERAGE.—In the case 
of an individual who is enrolled in an MA plan (other than an 
MSA plan) that does not provide qualified prescription drug 
coverage, if the organization offering such coverage discontinues 
the offering with respect to the individual of all MA plans that 
do not provide such coverage—

‘‘(i) the individual is deemed to have elected the 
original medicare fee-for-service program option, unless 
the individual affirmatively elects to enroll in an MA–
PD plan; and 

‘‘(ii) in the case of such a deemed election, the 
disenrollment shall be treated as an involuntary termi-
nation of the MA plan described in subparagraph 
(B)(ii) of section 1882(s)(3) for purposes of applying 
such section.

The information disclosed under section 1852(c)(1) for individ-
uals who are enrolled in such an MA plan shall include infor-
mation regarding such rules. 
‘‘(c) APPLICATION OF PART D RULES FOR PRESCRIPTION DRUG 

COVERAGE.—With respect to the offering of qualified prescription 
drug coverage by an MA organization under this part on and after 
January 1, 2006—

‘‘(1) IN GENERAL.—Except as otherwise provided, the provi-
sions of this part shall apply under part C with respect to pre-
scription drug coverage provided under MA–PD plans in lieu of 
the other provisions of part C that would apply to such coverage 
under such plans. 

‘‘(2) WAIVER.—The Secretary shall waive the provisions re-
ferred to in paragraph (1) to the extent the Secretary determines 
that such provisions duplicate, or are in conflict with, provi-
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sions otherwise applicable to the organization or plan under 
part C or as may be necessary in order to improve coordination 
of this part with the benefits under this part. 

‘‘(3) TREATMENT OF MA OWNED AND OPERATED PHAR-
MACIES.—The Secretary may waive the requirement of section 
1860D–4(b)(1)(C) in the case of an MA–PD plan that provides 
access (other than mail order) to qualified prescription drug 
coverage through pharmacies owned and operated by the MA 
organization, if the Secretary determines that the organization’s 
pharmacy network is sufficient to provide comparable access for 
enrollees under the plan. 
‘‘(d) SPECIAL RULES FOR PRIVATE FEE-FOR-SERVICE PLANS 

THAT OFFER PRESCRIPTION DRUG COVERAGE.—With respect to an 
MA plan described in section 1851(a)(2)(C) that offers qualified pre-
scription drug coverage, on and after January 1, 2006, the following 
rules apply: 

‘‘(1) REQUIREMENTS REGARDING NEGOTIATED PRICES.—Sub-
sections (a)(1) and (d)(1) of section 1860D–2 and section 1860D–
4(b)(2)(A) shall not be construed to require the plan to provide 
negotiated prices (described in subsection (d)(1)(B) of such sec-
tion), but shall apply to the extent the plan does so. 

‘‘(2) MODIFICATION OF PHARMACY ACCESS STANDARD AND 
DISCLOSURE REQUIREMENT.—If the plan provides coverage for 
drugs purchased from all pharmacies, without charging addi-
tional cost-sharing, and without regard to whether they are par-
ticipating pharmacies in a network or have entered into con-
tracts or agreements with pharmacies to provide drugs to en-
rollees covered by the plan, subsections (b)(1)(C) and (k) of sec-
tion 1860D–4 shall not apply to the plan. 

‘‘(3) DRUG UTILIZATION MANAGEMENT PROGRAM AND MEDI-
CATION THERAPY MANAGEMENT PROGRAM NOT REQUIRED.—The 
requirements of subparagraphs (A) and (C) of section 1860D–
4(c)(1) shall not apply to the plan. 

‘‘(4) APPLICATION OF REINSURANCE.—The Secretary shall 
determine the amount of reinsurance payments under section 
1860D–15(b) using a methodology that—

‘‘(A) bases such amount on the Secretary’s estimate of 
the amount of such payments that would be payable if the 
plan were an MA–PD plan described in section 
1851(a)(2)(A)(i) and the previous provisions of this sub-
section did not apply; and 

‘‘(B) takes into account the average reinsurance pay-
ments made under section 1860D–15(b) for populations of 
similar risk under MA–PD plans described in such section. 
‘‘(5) EXEMPTION FROM RISK CORRIDOR PROVISIONS.—The 

provisions of section 1860D–15(e) shall not apply. 
‘‘(6) EXEMPTION FROM NEGOTIATIONS.—Subsections (d) and 

(e)(2)(C) of section 1860D–11 shall not apply and the provisions 
of section 1854(a)(5)(B) prohibiting the review, approval, or dis-
approval of amounts described in such section shall apply to 
the proposed bid and terms and conditions described in section 
1860D–11(d). 

‘‘(7) TREATMENT OF INCURRED COSTS WITHOUT REGARD TO 
FORMULARY.—The exclusion of costs incurred for covered part D 
drugs which are not included (or treated as being included) in 
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a plan’s formulary under section 1860D–2(b)(4)(B)(i) shall not 
apply insofar as the plan does not utilize a formulary. 
‘‘(e) APPLICATION TO REASONABLE COST REIMBURSEMENT CON-

TRACTORS.—
‘‘(1) IN GENERAL.—Subject to paragraphs (2) and (3) and 

rules established by the Secretary, in the case of an organiza-
tion that is providing benefits under a reasonable cost reim-
bursement contract under section 1876(h) and that elects to pro-
vide qualified prescription drug coverage to a part D eligible in-
dividual who is enrolled under such a contract, the provisions 
of this part (and related provisions of part C) shall apply to the 
provision of such coverage to such enrollee in the same manner 
as such provisions apply to the provision of such coverage under 
an MA–PD local plan described in section 1851(a)(2)(A)(i) and 
coverage under such a contract that so provides qualified pre-
scription drug coverage shall be deemed to be an MA–PD local 
plan. 

‘‘(2) LIMITATION ON ENROLLMENT.—In applying paragraph 
(1), the organization may not enroll part D eligible individuals 
who are not enrolled under the reasonable cost reimbursement 
contract involved. 

‘‘(3) BIDS NOT INCLUDED IN DETERMINING NATIONAL AVER-
AGE MONTHLY BID AMOUNT.—The bid of an organization offer-
ing prescription drug coverage under this subsection shall not 
be taken into account in computing the national average month-
ly bid amount and low-income benchmark premium amount 
under this part. 
‘‘(f) APPLICATION TO PACE.—

‘‘(1) IN GENERAL.—Subject to paragraphs (2) and (3) and 
rules established by the Secretary, in the case of a PACE pro-
gram under section 1894 that elects to provide qualified pre-
scription drug coverage to a part D eligible individual who is 
enrolled under such program, the provisions of this part (and 
related provisions of part C) shall apply to the provision of such 
coverage to such enrollee in a manner that is similar to the 
manner in which such provisions apply to the provision of such 
coverage under an MA–PD local plan described in section 
1851(a)(2)(A)(ii) and a PACE program that so provides such 
coverage may be deemed to be an MA–PD local plan. 

‘‘(2) LIMITATION ON ENROLLMENT.—In applying paragraph 
(1), the organization may not enroll part D eligible individuals 
who are not enrolled under the PACE program involved. 

‘‘(3) BIDS NOT INCLUDED IN DETERMINING STANDARDIZED 
BID AMOUNT.—The bid of an organization offering prescription 
drug coverage under this subsection is not be taken into account 
in computing any average benchmark bid amount and low-in-
come benchmark premium amount under this part. 

‘‘SPECIAL RULES FOR EMPLOYER-SPONSORED PROGRAMS 

‘‘SEC. 1860D–22. (a) SUBSIDY PAYMENT.—
‘‘(1) IN GENERAL.—The Secretary shall provide in accord-

ance with this subsection for payment to the sponsor of a quali-
fied retiree prescription drug plan (as defined in paragraph (2)) 
of a special subsidy payment equal to the amount specified in 
paragraph (3) for each qualified covered retiree under the plan 
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(as defined in paragraph (4)). This subsection constitutes budg-
et authority in advance of appropriations Acts and represents 
the obligation of the Secretary to provide for the payment of 
amounts provided under this section. 

‘‘(2) QUALIFIED RETIREE PRESCRIPTION DRUG PLAN DE-
FINED.—For purposes of this subsection, the term ‘qualified re-
tiree prescription drug plan’ means employment-based retiree 
health coverage (as defined in subsection (c)(1)) if, with respect 
to a part D eligible individual who is a participant or bene-
ficiary under such coverage, the following requirements are met:

‘‘(A) ATTESTATION OF ACTUARIAL EQUIVALENCE TO 
STANDARD COVERAGE.—The sponsor of the plan provides 
the Secretary, annually or at such other time as the Sec-
retary may require, with an attestation that the actuarial 
value of prescription drug coverage under the plan (as de-
termined using the processes and methods described in sec-
tion 1860D–11(c)) is at least equal to the actuarial value of 
standard prescription drug coverage. 

‘‘(B) AUDITS.—The sponsor of the plan, or an adminis-
trator of the plan designated by the sponsor, shall maintain 
(and afford the Secretary access to) such records as the Sec-
retary may require for purposes of audits and other over-
sight activities necessary to ensure the adequacy of pre-
scription drug coverage and the accuracy of payments made 
under this section. The provisions of section 1860D–2(d)(3) 
shall apply to such information under this section (includ-
ing such actuarial value and attestation) in a manner simi-
lar to the manner in which they apply to financial records 
of PDP sponsors and MA organizations. 

‘‘(C) PROVISION OF DISCLOSURE REGARDING PRESCRIP-
TION DRUG COVERAGE.—The sponsor of the plan shall pro-
vide for disclosure of information regarding prescription 
drug coverage in accordance with section 1860D–
13(b)(6)(B). 
‘‘(3) EMPLOYER AND UNION SPECIAL SUBSIDY AMOUNTS.—

‘‘(A) IN GENERAL.—For purposes of this subsection, the 
special subsidy payment amount under this paragraph for 
a qualifying covered retiree for a coverage year enrolled 
with the sponsor of a qualified retiree prescription drug 
plan is, for the portion of the retiree’s gross covered retiree 
plan-related prescription drug costs (as defined in subpara-
graph (C)(ii)) for such year that exceeds the cost threshold 
amount specified in subparagraph (B) and does not exceed 
the cost limit under such subparagraph, an amount equal 
to 28 percent of the allowable retiree costs (as defined in 
subparagraph (C)(i)) attributable to such gross covered pre-
scription drug costs. 

‘‘(B) COST THRESHOLD AND COST LIMIT APPLICABLE.—
‘‘(i) IN GENERAL.—Subject to clause (ii)—

‘‘(I) the cost threshold under this subpara-
graph is equal to $250 for plan years that end in 
2006; and 

‘‘(II) the cost limit under this subparagraph is 
equal to $5,000 for plan years that end in 2006. 
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‘‘(ii) INDEXING.—The cost threshold and cost limit 
amounts specified in subclauses (I) and (II) of clause (i) 
for a plan year that ends after 2006 shall be adjusted 
in the same manner as the annual deductible and the 
annual out-of-pocket threshold, respectively, are annu-
ally adjusted under paragraphs (1) and (4)(B) of sec-
tion 1860D–2(b). 
‘‘(C) DEFINITIONS.—For purposes of this paragraph: 

‘‘(i) ALLOWABLE RETIREE COSTS.—The term ‘allow-
able retiree costs’ means, with respect to gross covered 
prescription drug costs under a qualified retiree pre-
scription drug plan by a plan sponsor, the part of such 
costs that are actually paid (net of discounts, 
chargebacks, and average percentage rebates) by the 
sponsor or by or on behalf of a qualifying covered re-
tiree under the plan. 

‘‘(ii) GROSS COVERED RETIREE PLAN-RELATED PRE-
SCRIPTION DRUG COSTS.—For purposes of this section, 
the term ‘gross covered retiree plan-related prescription 
drug costs’ means, with respect to a qualifying covered 
retiree enrolled in a qualified retiree prescription drug 
plan during a coverage year, the costs incurred under 
the plan, not including administrative costs, but in-
cluding costs directly related to the dispensing of cov-
ered part D drugs during the year. Such costs shall be 
determined whether they are paid by the retiree or 
under the plan. 
‘‘(iii) COVERAGE YEAR.—The term ‘coverage year’ has 

the meaning given such term in section 1860D–15(b)(4). 
‘‘(4) QUALIFYING COVERED RETIREE DEFINED.—For purposes 

of this subsection, the term ‘qualifying covered retiree’ means a 
part D eligible individual who is not enrolled in a prescription 
drug plan or an MA–PD plan but is covered under a qualified 
retiree prescription drug plan. 

‘‘(5) PAYMENT METHODS, INCLUDING PROVISION OF NEC-
ESSARY INFORMATION.—The provisions of section 1860D–15(d) 
(including paragraph (2), relating to requirement for provision 
of information) shall apply to payments under this subsection 
in a manner similar to the manner in which they apply to pay-
ment under section 1860D–15(b). 

‘‘(6) CONSTRUCTION.—Nothing in this subsection shall be 
construed as—

‘‘(A) precluding a part D eligible individual who is cov-
ered under employment-based retiree health coverage from 
enrolling in a prescription drug plan or in an MA–PD plan; 

‘‘(B) precluding such employment-based retiree health 
coverage or an employer or other person from paying all or 
any portion of any premium required for coverage under a 
prescription drug plan or MA–PD plan on behalf of such 
an individual; 

‘‘(C) preventing such employment-based retiree health 
coverage from providing coverage—

‘‘(i) that is better than standard prescription drug 
coverage to retirees who are covered under a qualified 
retiree prescription drug plan; or 
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‘‘(ii) that is supplemental to the benefits provided 
under a prescription drug plan or an MA–PD plan, in-
cluding benefits to retirees who are not covered under 
a qualified retiree prescription drug plan but who are 
enrolled in such a prescription drug plan or MA–PD 
plan; or 
‘‘(D) preventing employers to provide for flexibility in 

benefit design and pharmacy access provisions, without re-
gard to the requirements for basic prescription drug cov-
erage, so long as the actuarial equivalence requirement of 
paragraph (2)(A) is met. 

‘‘(b) APPLICATION OF MA WAIVER AUTHORITY.—The provisions 
of section 1857(i) shall apply with respect to prescription drug plans 
in relation to employment-based retiree health coverage in a manner 
similar to the manner in which they apply to an MA plan in rela-
tion to employers, including authorizing the establishment of sepa-
rate premium amounts for enrollees in a prescription drug plan by 
reason of such coverage and limitations on enrollment to part D eli-
gible individuals enrolled under such coverage. 

‘‘(c) DEFINITIONS.—For purposes of this section: 
‘‘(1) EMPLOYMENT-BASED RETIREE HEALTH COVERAGE.—The 

term ‘employment-based retiree health coverage’ means health 
insurance or other coverage of health care costs (whether pro-
vided by voluntary insurance coverage or pursuant to statutory 
or contractual obligation) for part D eligible individuals (or for 
such individuals and their spouses and dependents) under a 
group health plan based on their status as retired participants 
in such plan. 

‘‘(2) SPONSOR.—The term ‘sponsor’ means a plan sponsor, 
as defined in section 3(16)(B) of the Employee Retirement In-
come Security Act of 1974, in relation to a group health plan, 
except that, in the case of a plan maintained jointly by one em-
ployer and an employee organization and with respect to which 
the employer is the primary source of financing, such term 
means such employer. 

‘‘(3) GROUP HEALTH PLAN.—The term ‘group health plan’ in-
cludes such a plan as defined in section 607(1) of the Employee 
Retirement Income Security Act of 1974 and also includes the 
following: 

‘‘(A) FEDERAL AND STATE GOVERNMENTAL PLANS.—
Such a plan established or maintained for its employees by 
the Government of the United States, by the government of 
any State or political subdivision thereof, or by any agency 
or instrumentality of any of the foregoing, including a 
health benefits plan offered under chapter 89 of title 5, 
United States Code. 

‘‘(B) COLLECTIVELY BARGAINED PLANS.—Such a plan 
established or maintained under or pursuant to one or 
more collective bargaining agreements. 

‘‘(C) CHURCH PLANS.—Such a plan established and 
maintained for its employees (or their beneficiaries) by a 
church or by a convention or association of churches which 
is exempt from tax under section 501 of the Internal Rev-
enue Code of 1986. 
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‘‘STATE PHARMACEUTICAL ASSISTANCE PROGRAMS 

‘‘SEC. 1860D–23. (a) REQUIREMENTS FOR BENEFIT COORDINA-
TION.—

‘‘(1) IN GENERAL.—Before July 1, 2005, the Secretary shall 
establish consistent with this section requirements for prescrip-
tion drug plans to ensure the effective coordination between a 
part D plan (as defined in paragraph (5)) and a State Pharma-
ceutical Assistance Program (as defined in subsection (b)) with 
respect to—

‘‘(A) payment of premiums and coverage; and 
‘‘(B) payment for supplemental prescription drug bene-

fits, 
for part D eligible individuals enrolled under both types of 
plans. 

‘‘(2) COORDINATION ELEMENTS.—The requirements under 
paragraph (1) shall include requirements relating to coordina-
tion of each of the following: 

‘‘(A) Enrollment file sharing.
‘‘(B) The processing of claims, including electronic 

processing. 
‘‘(C) Claims payment. 
‘‘(D) Claims reconciliation reports. 
‘‘(E) Application of the protection against high out-of-

pocket expenditures under section 1860D–2(b)(4). 
‘‘(F) Other administrative processes specified by the 

Secretary. 
Such requirements shall be consistent with applicable law to 
safeguard the privacy of any individually identifiable bene-
ficiary information. 

‘‘(3) USE OF LUMP SUM PER CAPITA METHOD.—Such require-
ments shall include a method for the application by a part D 
plan of specified funding amounts from a State Pharmaceutical 
Assistance Program for enrolled individuals for supplemental 
prescription drug benefits. 

‘‘(4) CONSULTATION.—In establishing requirements under 
this subsection, the Secretary shall consult with State Pharma-
ceutical Assistance Programs, MA organizations, States, phar-
maceutical benefit managers, employers, representatives of part 
D eligible individuals, the data processing experts, pharmacists, 
pharmaceutical manufacturers, and other experts. 

‘‘(5) PART D PLAN DEFINED.—For purposes of this section 
and section 1860D–24, the term ‘part D plan’ means a prescrip-
tion drug plan and an MA–PD plan. 
‘‘(b) STATE PHARMACEUTICAL ASSISTANCE PROGRAM.—For pur-

poses of this part, the term ‘State Pharmaceutical Assistance Pro-
gram’ means a State program—

‘‘(1) which provides financial assistance for the purchase or 
provision of supplemental prescription drug coverage or benefits 
on behalf of part D eligible individuals; 

‘‘(2) which, in determining eligibility and the amount of as-
sistance to part D eligible individuals under the Program, pro-
vides assistance to such individuals in all part D plans and 
does not discriminate based upon the part D plan in which the 
individual is enrolled; and 
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‘‘(3) which satisfies the requirements of subsections (a) and 
(c). 
‘‘(c) RELATION TO OTHER PROVISIONS.—

‘‘(1) MEDICARE AS PRIMARY PAYOR.—The requirements of 
this section shall not change or affect the primary payor status 
of a part D plan. 

‘‘(2) USE OF A SINGLE CARD.—A card that is issued under 
section 1860D–4(b)(2)(A) for use under a part D plan may also 
be used in connection with coverage of benefits provided under 
a State Pharmaceutical Assistance Program and, in such case, 
may contain an emblem or symbol indicating such connection. 

‘‘(3) OTHER PROVISIONS.—The provisions of section 1860D–
24(c) shall apply to the requirements under this section. 

‘‘(4) SPECIAL TREATMENT UNDER OUT-OF-POCKET RULE.—In 
applying section 1860D–2(b)(4)(C)(ii), expenses incurred under a 
State Pharmaceutical Assistance Program may be counted to-
ward the annual out-of-pocket threshold. 

‘‘(5) CONSTRUCTION.—Nothing in this section shall be con-
strued as requiring a State Pharmaceutical Assistance Program 
to coordinate or provide financial assistance with respect to any 
part D plan. 
‘‘(d) FACILITATION OF TRANSITION AND COORDINATION WITH 

STATE PHARMACEUTICAL ASSISTANCE PROGRAMS.—
‘‘(1) TRANSITIONAL GRANT PROGRAM.—The Secretary shall 

provide payments to State Pharmaceutical Assistance Programs 
with an application approved under this subsection. 

‘‘(2) USE OF FUNDS.—Payments under this section may be 
used by a Program for any of the following: 

‘‘(A) Educating part D eligible individuals enrolled in 
the Program about the prescription drug coverage available 
through part D plans under this part. 

‘‘(B) Providing technical assistance, phone support, and 
counseling for such enrollees to facilitate selection and en-
rollment in such plans. 

‘‘(C) Other activities designed to promote the effective 
coordination of enrollment, coverage, and payment between 
such Program and such plans. 
‘‘(3) ALLOCATION OF FUNDS.—Of the amount appropriated 

to carry out this subsection for a fiscal year, the Secretary shall 
allocate payments among Programs that have applications ap-
proved under paragraph (4) for such fiscal year in proportion 
to the number of enrollees enrolled in each such Program as of 
October 1, 2003. 

‘‘(4) APPLICATION.—No payments may be made under this 
subsection except pursuant to an application that is submitted 
and approved in a time, manner, and form specified by the Sec-
retary. 

‘‘(5) FUNDING.—Out of any funds in the Treasury not other-
wise appropriated, there are appropriated for each of fiscal 
years 2005 and 2006, $62,500,000 to carry out this subsection. 

‘‘COORDINATION REQUIREMENTS FOR PLANS PROVIDING PRESCRIPTION 
DRUG COVERAGE 

‘‘SEC. 1860D–24. (a) APPLICATION OF BENEFIT COORDINATION 
REQUIREMENTS TO ADDITIONAL PLANS.—
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‘‘(1) IN GENERAL.—The Secretary shall apply the coordina-
tion requirements established under section 1860D–23(a) to Rx 
plans described in subsection (b) in the same manner as such 
requirements apply to a State Pharmaceutical Assistance Pro-
gram. 

‘‘(2) APPLICATION TO TREATMENT OF CERTAIN OUT-OF-POCK-
ET EXPENDITURES.—To the extent specified by the Secretary, the 
requirements referred to in paragraph (1) shall apply to proce-
dures established under section 1860D–2(b)(4)(D). 

‘‘(3) USER FEES.—
‘‘(A) IN GENERAL.—The Secretary may impose user fees 

for the transmittal of information necessary for benefit co-
ordination under section 1860D–2(b)(4)(D) in a manner 
similar to the manner in which user fees are imposed under 
section 1842(h)(3)(B), except that the Secretary may retain 
a portion of such fees to defray the Secretary’s costs in car-
rying out procedures under section 1860D–2(b)(4)(D). 

‘‘(B) APPLICATION.—A user fee may not be imposed 
under subparagraph (A) with respect to a State Pharma-
ceutical Assistance Program. 

‘‘(b) RX PLAN.—An Rx plan described in this subsection is any 
of the following: 

‘‘(1) MEDICAID PROGRAMS.—A State plan under title XIX, 
including such a plan operating under a waiver under section 
1115, if it meets the requirements of section 1860D–23(b)(2). 

‘‘(2) GROUP HEALTH PLANS.—An employer group health 
plan. 

‘‘(3) FEHBP.—The Federal employees health benefits plan 
under chapter 89 of title 5, United States Code. 

‘‘(4) MILITARY COVERAGE (INCLUDING TRICARE).—Coverage 
under chapter 55 of title 10, United States Code. 

‘‘(5) OTHER PRESCRIPTION DRUG COVERAGE.—Such other 
health benefit plans or programs that provide coverage or fi-
nancial assistance for the purchase or provision of prescription 
drug coverage on behalf of part D eligible individuals as the 
Secretary may specify. 
‘‘(c) RELATION TO OTHER PROVISIONS.—

‘‘(1) USE OF COST MANAGEMENT TOOLS.—The requirements 
of this section shall not impair or prevent a PDP sponsor or MA 
organization from applying cost management tools (including 
differential payments) under all methods of operation. 

‘‘(2) NO AFFECT ON TREATMENT OF CERTAIN OUT-OF-POCKET 
EXPENDITURES.—The requirements of this section shall not af-
fect the application of the procedures established under section 
1860D–2(b)(4)(D). 

‘‘Subpart 4—Medicare Prescription Drug Discount Card and 
Transitional Assistance Program 

‘‘MEDICARE PRESCRIPTION DRUG DISCOUNT CARD AND TRANSITIONAL 
ASSISTANCE PROGRAM 

‘‘SEC. 1860D–31. (a) ESTABLISHMENT OF PROGRAM.—
‘‘(1) IN GENERAL.—The Secretary shall establish a program 

under this section—
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‘‘(A) to endorse prescription drug discount card pro-
grams that meet the requirements of this section in order 
to provide access to prescription drug discounts through 
prescription drug card sponsors for discount card eligible 
individuals throughout the United States; and 

‘‘(B) to provide for transitional assistance for transi-
tional assistance eligible individuals enrolled in such en-
dorsed programs. 
‘‘(2) PERIOD OF OPERATION.—

‘‘(A) IMPLEMENTATION DEADLINE.—The Secretary shall 
implement the program under this section so that discount 
cards and transitional assistance are first available by not 
later than 6 months after the date of the enactment of this 
section. 

‘‘(B) EXPEDITING IMPLEMENTATION.—The Secretary 
shall promulgate regulations to carry out the program 
under this section which may be effective and final imme-
diately on an interim basis as of the date of publication of 
the interim final regulation. If the Secretary provides for an 
interim final regulation, the Secretary shall provide for a 
period of public comments on such regulation after the date 
of publication. The Secretary may change or revise such 
regulation after completion of the period of public comment. 

‘‘(C) TERMINATION AND TRANSITION.—
‘‘(i) IN GENERAL.—Subject to clause (ii)—

‘‘(I) the program under this section shall not 
apply to covered discount card drugs dispensed 
after December 31, 2005; and

‘‘(II) transitional assistance shall be available 
after such date to the extent the assistance relates 
to drugs dispensed on or before such date. 
‘‘(ii) TRANSITION.—In the case of an individual 

who is enrolled in an endorsed discount card program 
as of December 31, 2005, during the individual’s tran-
sition period (if any) under clause (iii), in accordance 
with transition rules specified by the Secretary—

‘‘(I) such endorsed program may continue to 
apply to covered discount card drugs dispensed to 
the individual under the program during such 
transition period; 

‘‘(II) no annual enrollment fee shall be appli-
cable during the transition period; 

‘‘(III) during such period the individual may 
not change the endorsed program plan in which 
the individual is enrolled; and 

‘‘(IV) the balance of any transitional assistance 
remaining on January 1, 2006, shall remain avail-
able for drugs dispensed during the individual’s 
transition period. 
‘‘(iii) TRANSITION PERIOD.—The transition period 

under this clause for an individual is the period begin-
ning on January 1, 2006, and ending in the case of an 
individual who—

‘‘(I) is enrolled in a prescription drug plan or 
an MA–PD plan before the last date of the initial 
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enrollment period under section 1860D–1(b)(2)(A), 
on the effective date of the individual’s coverage 
under such part; or 

‘‘(II) is not so enrolled, on the last day of such 
initial period. 

‘‘(3) VOLUNTARY NATURE OF PROGRAM.—Nothing in this sec-
tion shall be construed as requiring a discount card eligible in-
dividual to enroll in an endorsed discount card program under 
this section. 

‘‘(4) GLOSSARY AND DEFINITIONS OF TERMS.—For purposes 
of this section: 

‘‘(A) COVERED DISCOUNT CARD DRUG.—The term ‘cov-
ered discount card drug’ has the meaning given the term 
‘covered part D drug’ in section 1860D–2(e). 

‘‘(B) DISCOUNT CARD ELIGIBLE INDIVIDUAL.—The term 
‘discount card eligible individual’ is defined in subsection 
(b)(1)(A). 

‘‘(C) ENDORSED DISCOUNT CARD PROGRAM; ENDORSED 
PROGRAM.—The terms ‘endorsed discount card program’ 
and ‘endorsed program’ mean a prescription drug discount 
card program that is endorsed (and for which the sponsor 
has a contract with the Secretary) under this section. 

‘‘(D) NEGOTIATED PRICE.—Negotiated prices are de-
scribed in subsection (e)(1)(A)(ii). 

‘‘(E) PRESCRIPTION DRUG CARD SPONSOR; SPONSOR.—
The terms ‘prescription drug card sponsor’ and ‘sponsor’ 
are defined in subsection (h)(1)(A). 

‘‘(F) STATE.—The term ‘State’ has the meaning given 
such term for purposes of title XIX. 

‘‘(G) TRANSITIONAL ASSISTANCE ELIGIBLE INDIVIDUAL.—
The term ‘transitional assistance eligible individual’ is de-
fined in subsection (b)(2). 

‘‘(b) ELIGIBILITY FOR DISCOUNT CARD AND FOR TRANSITIONAL 
ASSISTANCE.—For purposes of this section: 

‘‘(1) DISCOUNT CARD ELIGIBLE INDIVIDUAL.—
‘‘(A) IN GENERAL.—The term ‘discount card eligible in-

dividual’ means an individual who—
‘‘(i) is entitled to benefits, or enrolled, under part 

A or enrolled under part B; and 
‘‘(ii) subject to paragraph (4), is not an individual 

described in subparagraph (B). 
‘‘(B) INDIVIDUAL DESCRIBED.—An individual described 

in this subparagraph is an individual described in sub-
paragraph (A)(i) who is enrolled under title XIX (or under 
a waiver under section 1115 of the requirements of such 
title) and is entitled to any medical assistance for out-
patient prescribed drugs described in section 1905(a)(12). 
‘‘(2) TRANSITIONAL ASSISTANCE ELIGIBLE INDIVIDUAL.—

‘‘(A) IN GENERAL.—Subject to subparagraph (B), the 
term ‘transitional assistance eligible individual’ means a 
discount card eligible individual who resides in one of the 
50 States or the District of Columbia and whose income (as 
determined under subsection (f)(1)(B)) is not more than 135 
percent of the poverty line (as defined in section 673(2) of 
the Community Services Block Grant Act, 42 U.S.C. 
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9902(2), including any revision required by such section) 
applicable to the family size involved (as determined under 
subsection (f)(1)(B)). 

‘‘(B) EXCLUSION OF INDIVIDUALS WITH CERTAIN PRE-
SCRIPTION DRUG COVERAGE.—Such term does not include 
an individual who has coverage of, or assistance for, cov-
ered discount card drugs under any of the following: 

‘‘(i) A group health plan or health insurance cov-
erage (as such terms are defined in section 2791 of the 
Public Health Service Act), other than coverage under 
a plan under part C and other than coverage con-
sisting only of excepted benefits (as defined in such sec-
tion). 

‘‘(ii) Chapter 55 of title 10, United States Code (re-
lating to medical and dental care for members of the 
uniformed services). 

‘‘(iii) A plan under chapter 89 of title 5, United 
States Code (relating to the Federal employees’ health 
benefits program). 

‘‘(3) SPECIAL TRANSITIONAL ASSISTANCE ELIGIBLE INDI-
VIDUAL.—The term ‘special transitional assistance eligible indi-
vidual’ means a transitional assistance eligible individual 
whose income (as determined under subsection (f)(1)(B)) is not 
more than 100 percent of the poverty line (as defined in section 
673(2) of the Community Services Block Grant Act, 42 U.S.C. 
9902(2), including any revision required by such section) appli-
cable to the family size involved (as determined under sub-
section (f)(1)(B)). 

‘‘(4) TREATMENT OF MEDICAID MEDICALLY NEEDY.—For pur-
poses of this section, the Secretary shall provide for appropriate 
rules for the treatment of medically needy individuals described 
in section 1902(a)(10)(C) as discount card eligible individuals 
and as transitional assistance eligible individuals. 
‘‘(c) ENROLLMENT AND ENROLLMENT FEES.—

‘‘(1) ENROLLMENT PROCESS.—The Secretary shall establish 
a process through which a discount card eligible individual is 
enrolled and disenrolled in an endorsed discount card program 
under this section consistent with the following: 

‘‘(A) CONTINUOUS OPEN ENROLLMENT.—Subject to the 
succeeding provisions of this paragraph and subsection 
(h)(9), a discount card eligible individual who is not en-
rolled in an endorsed discount card program and is resid-
ing in a State may enroll in any such endorsed program—

‘‘(i) that serves residents of the State; and 
‘‘(ii) at any time beginning on the initial enroll-

ment date, specified by the Secretary, and before Janu-
ary 1, 2006. 
‘‘(B) USE OF STANDARD ENROLLMENT FORM.—An enroll-

ment in an endorsed program shall only be effected through 
completion of a standard enrollment form specified by the 
Secretary. Each sponsor of an endorsed program shall 
transmit to the Secretary (in a form and manner specified 
by the Secretary) information on individuals who complete 
such enrollment forms and, to the extent provided under 
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subsection (f), information regarding certification as a tran-
sitional assistance eligible individual. 

‘‘(C) ENROLLMENT ONLY IN ONE PROGRAM.—
‘‘(i) IN GENERAL.—Subject to clauses (ii) and (iii), 

a discount card eligible individual may be enrolled in 
only one endorsed discount card program under this 
section. 

‘‘(ii) CHANGE IN ENDORSED PROGRAM PERMITTED 
FOR 2005.—The Secretary shall establish a process, 
similar to (and coordinated with) the process for an-
nual, coordinated elections under section 1851(e)(3) 
during 2004, under which an individual enrolled in an 
endorsed discount card program may change the en-
dorsed program in which the individual is enrolled for 
2005. 

‘‘(iii) ADDITIONAL EXCEPTIONS.—The Secretary 
shall permit an individual to change the endorsed dis-
count card program in which the individual is enrolled 
in the case of an individual who changes residence to 
be outside the service area of such program and in 
such other exceptional cases as the Secretary may pro-
vide (taking into account the circumstances for special 
election periods under section 1851(e)(4)). Under the 
previous sentence, the Secretary may consider a change 
in residential setting (such as placement in a nursing 
facility) or enrollment in or disenrollment from a plan 
under part C through which the individual was en-
rolled in an endorsed program to be an exceptional cir-
cumstance. 
‘‘(D) DISENROLLMENT.—

‘‘(i) VOLUNTARY.—An individual may voluntarily 
disenroll from an endorsed discount card program at 
any time. In the case of such a voluntary 
disenrollment, the individual may not enroll in another 
endorsed program, except under such exceptional cir-
cumstances as the Secretary may recognize under sub-
paragraph (C)(iii) or during the annual coordinated 
enrollment period provided under subparagraph (C)(ii). 

‘‘(ii) INVOLUNTARY.—An individual who is enrolled 
in an endorsed discount card program and not a tran-
sitional assistance eligible individual may be 
disenrolled by the sponsor of the program if the indi-
vidual fails to pay any annual enrollment fee required 
under the program. 
‘‘(E) APPLICATION TO CERTAIN ENROLLEES.—In the case 

of a discount card eligible individual who is enrolled in a 
plan described in section 1851(a)(2)(A) or under a reason-
able cost reimbursement contract under section 1876(h) 
that is offered by an organization that also is a prescription 
discount card sponsor that offers an endorsed discount card 
program under which the individual may be enrolled and 
that has made an election to apply the special rules under 
subsection (h)(9)(B) for such an endorsed program, the in-
dividual may only enroll in such an endorsed discount card 
program offered by that sponsor. 

VerDate jul 14 2003 06:29 Nov 24, 2003 Jkt 090299 PO 00000 Frm 00074 Fmt 6659 Sfmt 6603 E:\HR\OC\HR391.XXX HR391



73

‘‘(2) ENROLLMENT FEES.—
‘‘(A) IN GENERAL.—Subject to the succeeding provisions 

of this paragraph, a prescription drug card sponsor may 
charge an annual enrollment fee for each discount card eli-
gible individual enrolled in an endorsed discount card pro-
gram offered by such sponsor. The annual enrollment fee 
for either 2004 or 2005 shall not be prorated for portions 
of a year. There shall be no annual enrollment fee for a 
year after 2005. 

‘‘(B) AMOUNT.—No annual enrollment fee charged 
under subparagraph (A) may exceed $30. 

‘‘(C) UNIFORM ENROLLMENT FEE.—A prescription drug 
card sponsor shall ensure that the annual enrollment fee (if 
any) for an endorsed discount card program is the same for 
all discount card eligible individuals enrolled in the pro-
gram and residing in the State.

‘‘(D) COLLECTION.—The annual enrollment fee (if any) 
charged for enrollment in an endorsed program shall be 
collected by the sponsor of the program. 

‘‘(E) PAYMENT OF FEE FOR TRANSITIONAL ASSISTANCE 
ELIGIBLE INDIVIDUALS.—Under subsection (g)(1)(A), the an-
nual enrollment fee (if any) otherwise charged under this 
paragraph with respect to a transitional assistance eligible 
individual shall be paid by the Secretary on behalf of such 
individual. 

‘‘(F) OPTIONAL PAYMENT OF FEE BY STATE.—
‘‘(i) IN GENERAL.—The Secretary shall establish an 

arrangement under which a State may provide for pay-
ment of some or all of the enrollment fee for some or 
all enrollees who are not transitional assistance eligible 
individuals in the State, as specified by the State 
under the arrangement. Insofar as such a payment ar-
rangement is made with respect to an enrollee, the 
amount of the enrollment fee shall be paid directly by 
the State to the sponsor. 

‘‘(ii) NO FEDERAL MATCHING AVAILABLE UNDER 
MEDICAID OR SCHIP.—Expenditures made by a State for 
enrollment fees described in clause (i) shall not be 
treated as State expenditures for purposes of Federal 
matching payments under title XIX or XXI. 
‘‘(G) RULES IN CASE OF CHANGES IN PROGRAM ENROLL-

MENT DURING A YEAR.—The Secretary shall provide special 
rules in the case of payment of an annual enrollment fee for 
a discount card eligible individual who changes the en-
dorsed program in which the individual is enrolled during 
a year. 
‘‘(3) ISSUANCE OF DISCOUNT CARD.—Each prescription drug 

card sponsor of an endorsed discount card program shall issue, 
in a standard format specified by the Secretary, to each dis-
count card eligible individual enrolled in such program a card 
that establishes proof of enrollment and that can be used in a 
coordinated manner to identify the sponsor, program, and indi-
vidual for purposes of the program under this section. 

‘‘(4) PERIOD OF ACCESS.—In the case of a discount card eli-
gible individual who enrolls in an endorsed program, access to 
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negotiated prices and transitional assistance, if any, under such 
endorsed program shall take effect on such date as the Sec-
retary shall specify. 
‘‘(d) PROVISION OF INFORMATION ON ENROLLMENT AND PRO-

GRAM FEATURES.—
‘‘(1) SECRETARIAL RESPONSIBILITIES.—

‘‘(A) IN GENERAL.—The Secretary shall provide for ac-
tivities under this subsection to broadly disseminate infor-
mation to discount card eligible individuals (and prospec-
tive eligible individuals) regarding—

‘‘(i) enrollment in endorsed discount card pro-
grams; and 

‘‘(ii) the features of the program under this section, 
including the availability of transitional assistance. 
‘‘(B) PROMOTION OF INFORMED CHOICE.—In order to 

promote informed choice among endorsed prescription drug 
discount card programs, the Secretary shall provide for the 
dissemination of information which—

‘‘(i) compares the annual enrollment fee and other 
features of such programs, which may include com-
parative prices for covered discount card drugs; and 

‘‘(ii) includes educational materials on the varia-
bility of discounts on prices of covered discount card 
drugs under an endorsed program. 

The dissemination of information under clause (i) shall, to 
the extent practicable, be coordinated with the dissemina-
tion of educational information on other medicare options. 

‘‘(C) SPECIAL RULE FOR INITIAL ENROLLMENT DATE 
UNDER THE PROGRAM.—To the extent practicable, the Sec-
retary shall ensure, through the activities described in sub-
paragraphs (A) and (B), that discount card eligible individ-
uals are provided with such information at least 30 days 
prior to the initial enrollment date specified under sub-
section (c)(1)(A)(ii). 

‘‘(D) USE OF MEDICARE TOLL-FREE NUMBER.—The Sec-
retary shall provide through the toll-free telephone number 
1–800–MEDICARE for the receipt and response to inquiries 
and complaints concerning the program under this section 
and endorsed programs. 
‘‘(2) PRESCRIPTION DRUG CARD SPONSOR RESPONSIBIL-

ITIES.—
‘‘(A) IN GENERAL.—Each prescription drug card spon-

sor that offers an endorsed discount card program shall 
make available to discount card eligible individuals 
(through the Internet and otherwise) information that the 
Secretary identifies as being necessary to promote informed 
choice among endorsed discount card programs by such in-
dividuals, including information on enrollment fees and ne-
gotiated prices for covered discount card drugs charged to 
such individuals. 

‘‘(B) RESPONSE TO ENROLLEE QUESTIONS.—Each spon-
sor offering an endorsed discount card program shall have 
a mechanism (including a toll-free telephone number) for 
providing upon request specific information (such as nego-
tiated prices and the amount of transitional assistance re-
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maining available through the program) to discount card 
eligible individuals enrolled in the program. The sponsor 
shall inform transitional assistance eligible individuals en-
rolled in the program of the availability of such toll-free 
telephone number to provide information on the amount of 
available transitional assistance. 

‘‘(C) INFORMATION ON BALANCE OF TRANSITIONAL AS-
SISTANCE AVAILABLE AT POINT-OF-SALE.—Each sponsor of-
fering an endorsed discount card program shall have a 
mechanism so that information on the amount of transi-
tional assistance remaining under subsection (g)(1)(B) is 
available (electronically or by telephone) at the point-of-sale 
of covered discount card drugs. 
‘‘(3) PUBLIC DISCLOSURE OF PHARMACEUTICAL PRICES FOR 

EQUIVALENT DRUGS.—
‘‘(A) IN GENERAL.—A prescription drug card sponsor of-

fering an endorsed discount card program shall provide 
that each pharmacy that dispenses a covered discount card 
drug shall inform a discount card eligible individual en-
rolled in the program of any differential between the price 
of the drug to the enrollee and the price of the lowest priced 
generic covered discount card drug under the program that 
is therapeutically equivalent and bioequivalent and avail-
able at such pharmacy. 

‘‘(B) TIMING OF NOTICE.—
‘‘(i) IN GENERAL.—Subject to clause (ii), the infor-

mation under subparagraph (A) shall be provided at 
the time of purchase of the drug involved, or, in the 
case of dispensing by mail order, at the time of delivery 
of such drug. 

‘‘(ii) WAIVER.—The Secretary may waive clause (i) 
in such circumstances as the Secretary may specify. 

‘‘(e) DISCOUNT CARD FEATURES.—
‘‘(1) SAVINGS TO ENROLLEES THROUGH NEGOTIATED 

PRICES.—
‘‘(A) ACCESS TO NEGOTIATED PRICES.—

‘‘(i) IN GENERAL.—Each prescription drug card 
sponsor that offers an endorsed discount card program 
shall provide each discount card eligible individual en-
rolled in the program with access to negotiated prices. 

‘‘(ii) NEGOTIATED PRICES.—For purposes of this 
section, negotiated prices shall take into account nego-
tiated price concessions, such as discounts, direct or in-
direct subsidies, rebates, and direct or indirect remu-
nerations, for covered discount card drugs, and include 
any dispensing fees for such drugs. 
‘‘(B) ENSURING PHARMACY ACCESS.—Each prescription 

drug card sponsor offering an endorsed discount card pro-
gram shall secure the participation in its network of a suf-
ficient number of pharmacies that dispense (other than 
solely by mail order) drugs directly to enrollees to ensure 
convenient access to covered discount card drugs at nego-
tiated prices (consistent with rules established by the Sec-
retary). The Secretary shall establish convenient access 
rules under this clause that are no less favorable to enroll-
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ees than the standards for convenient access to pharmacies 
included in the statement of work of solicitation 
(#MDA906–03–R–0002) of the Department of Defense under 
the TRICARE Retail Pharmacy (TRRx) as of March 13, 
2003. 

‘‘(C) PROHIBITION ON CHARGES FOR REQUIRED SERV-
ICES.—

‘‘(i) IN GENERAL.—Subject to clause (ii), a prescrip-
tion drug card sponsor (and any pharmacy contracting 
with such sponsor for the provision of covered discount 
card drugs to individuals enrolled in such sponsor’s 
endorsed discount card program) may not charge an 
enrollee any amount for any items and services re-
quired to be provided by the sponsor under this section. 

‘‘(ii) CONSTRUCTION.—Nothing in clause (i) shall 
be construed to prevent—

‘‘(I) the sponsor from charging the annual en-
rollment fee (except in the case of a transitional as-
sistance eligible individual); and

‘‘(II) the pharmacy dispensing the covered dis-
count card drug, from imposing a charge (con-
sistent with the negotiated price) for the covered 
discount card drug dispensed, reduced by the 
amount of any transitional assistance made avail-
able. 

‘‘(D) INAPPLICABILITY OF MEDICAID BEST PRICE 
RULES.—The prices negotiated from drug manufacturers for 
covered discount card drugs under an endorsed discount 
card program under this section shall (notwithstanding 
any other provision of law) not be taken into account for the 
purposes of establishing the best price under section 
1927(c)(1)(C). 
‘‘(2) REDUCTION OF MEDICATION ERRORS AND ADVERSE 

DRUG INTERACTIONS.—Each endorsed discount card program 
shall implement a system to reduce the likelihood of medication 
errors and adverse drug interactions and to improve medication 
use. 
‘‘(f) ELIGIBILITY PROCEDURES FOR ENDORSED PROGRAMS AND 

TRANSITIONAL ASSISTANCE.—
‘‘(1) DETERMINATIONS.—

‘‘(A) PROCEDURES.—The determination of whether an 
individual is a discount card eligible individual or a tran-
sitional assistance eligible individual or a special transi-
tional assistance eligible individual (as defined in sub-
section (b)) shall be determined under procedures specified 
by the Secretary consistent with this subsection. 

‘‘(B) INCOME AND FAMILY SIZE DETERMINATIONS.—For 
purposes of this section, the Secretary shall define the terms 
‘income’ and ‘family size’ and shall specify the methods and 
period for which they are determined. If under such meth-
ods income or family size is determined based on the in-
come or family size for prior periods of time, the Secretary 
shall permit (whether through a process of reconsideration 
or otherwise) an individual whose income or family size 
has changed to elect to have eligibility for transitional as-
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sistance determined based on income or family size for a 
more recent period. 
‘‘(2) USE OF SELF-CERTIFICATION FOR TRANSITIONAL ASSIST-

ANCE.—
‘‘(A) IN GENERAL.—Under the procedures specified 

under paragraph (1)(A) an individual who wishes to be 
treated as a transitional assistance eligible individual or a 
special transitional assistance eligible individual under 
this section (or another qualified person on such individ-
ual’s behalf) shall certify on the enrollment form under sub-
section (c)(1)(B) (or similar form specified by the Secretary), 
through a simplified means specified by the Secretary and 
under penalty of perjury or similar sanction for false state-
ments, as to the amount of the individual’s income, family 
size, and individual’s prescription drug coverage (if any) 
insofar as they relate to eligibility to be a transitional as-
sistance eligible individual or a special transitional assist-
ance eligible individual. Such certification shall be deemed 
as consent to verification of respective eligibility under 
paragraph (3). A certification under this paragraph may be 
provided before, on, or after the time of enrollment under 
an endorsed program. 

‘‘(B) TREATMENT OF SELF-CERTIFICATION.—The Sec-
retary shall treat a certification under subparagraph (A) 
that is verified under paragraph (3) as a determination 
that the individual involved is a transitional assistance eli-
gible individual or special transitional assistance eligible 
individual (as the case may be) for the entire period of the 
enrollment of the individual in any endorsed program. 
‘‘(3) VERIFICATION.—

‘‘(A) IN GENERAL.—The Secretary shall establish meth-
ods (which may include the use of sampling and the use of 
information described in subparagraph (B)) to verify eligi-
bility for individuals who seek to enroll in an endorsed pro-
gram and for individuals who provide a certification under 
paragraph (2). 

‘‘(B) INFORMATION DESCRIBED.—The information de-
scribed in this subparagraph is as follows: 

‘‘(i) MEDICAID-RELATED INFORMATION.—Informa-
tion on eligibility under title XIX and provided to the 
Secretary under arrangements between the Secretary 
and States in order to verify the eligibility of individ-
uals who seek to enroll in an endorsed program and of 
individuals who provide certification under paragraph 
(2). 

‘‘(ii) SOCIAL SECURITY INFORMATION.—Financial 
information made available to the Secretary under ar-
rangements between the Secretary and the Commis-
sioner of Social Security in order to verify the eligi-
bility of individuals who provide such certification. 

‘‘(iii) INFORMATION FROM SECRETARY OF THE 
TREASURY.—Financial information made available to 
the Secretary under section 6103(l)(19) of the Internal 
Revenue Code of 1986 in order to verify the eligibility 
of individuals who provide such certification. 

VerDate jul 14 2003 06:29 Nov 24, 2003 Jkt 090299 PO 00000 Frm 00079 Fmt 6659 Sfmt 6603 E:\HR\OC\HR391.XXX HR391



78

‘‘(C) VERIFICATION IN CASES OF MEDICAID ENROLL-
EES.—

‘‘(i) IN GENERAL.—Nothing in this section shall be 
construed as preventing the Secretary from finding that 
a discount card eligible individual meets the income re-
quirements under subsection (b)(2)(A) if the individual 
is within a category of discount card eligible individ-
uals who are enrolled under title XIX (such as quali-
fied medicare beneficiaries (QMBs), specified low-in-
come medicare beneficiaries (SLMBs), and certain 
qualified individuals (QI–1s)). 

‘‘(ii) AVAILABILITY OF INFORMATION FOR 
VERIFICATION PURPOSES.—As a condition of provision 
of Federal financial participation to a State that is one 
of the 50 States or the District of Columbia under title 
XIX, for purposes of carrying out this section, the State 
shall provide the information it submits to the Sec-
retary relating to such title in a manner specified by 
the Secretary that permits the Secretary to identify in-
dividuals who are described in subsection (b)(1)(B) or 
are transitional assistance eligible individuals or spe-
cial transitional assistance eligible individuals. 

‘‘(4) RECONSIDERATION.—
‘‘(A) IN GENERAL.—The Secretary shall establish a 

process under which a discount card eligible individual, 
who is determined through the certification and verification 
methods under paragraphs (2) and (3) not to be a transi-
tional assistance eligible individual or a special transi-
tional assistance eligible individual, may request a recon-
sideration of the determination. 

‘‘(B) CONTRACT AUTHORITY.—The Secretary may enter 
into a contract to perform the reconsiderations requested 
under subparagraph (A). 

‘‘(C) COMMUNICATION OF RESULTS.—Under the process 
under subparagraph (A) the results of such reconsideration 
shall be communicated to the individual and the prescrip-
tion drug card sponsor involved. 

‘‘(g) TRANSITIONAL ASSISTANCE.—
‘‘(1) PROVISION OF TRANSITIONAL ASSISTANCE.—An indi-

vidual who is a transitional assistance eligible individual (as 
determined under this section) and who is enrolled with an en-
dorsed program is entitled—

‘‘(A) to have payment made of any annual enrollment 
fee charged under subsection (c)(2) for enrollment under the 
program; and 

‘‘(B) to have payment made, up to the amount specified 
in paragraph (2), under such endorsed program of 90 per-
cent (or 95 percent in the case of a special transitional as-
sistance eligible individual) of the costs incurred for cov-
ered discount card drugs obtained through the program 
taking into account the negotiated price (if any) for the 
drug under the program. 
‘‘(2) LIMITATION ON DOLLAR AMOUNT.—
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‘‘(A) IN GENERAL.—Subject to subparagraph (B), the 
amount specified in this paragraph for a transitional as-
sistance eligible individual—

‘‘(i) for costs incurred during 2004, is $600; or 
‘‘(ii) for costs incurred during 2005, is—

‘‘(I) $600, plus 
‘‘(II) except as provided in subparagraph (E), 

the amount by which the amount available under 
this paragraph for 2004 for that individual ex-
ceeds the amount of payment made under para-
graph (1)(B) for that individual for costs incurred 
during 2004. 

‘‘(B) PRORATION.—
‘‘(i) IN GENERAL.—In the case of an individual not 

described in clause (ii) with respect to a year, the Sec-
retary may prorate the amount specified in subpara-
graph (A) for the balance of the year involved in a 
manner specified by the Secretary. 

‘‘(ii) INDIVIDUAL DESCRIBED.—An individual de-
scribed in this clause is a transitional assistance eligi-
ble individual who—

‘‘(I) with respect to 2004, enrolls in an en-
dorsed program, and provides a certification under 
subsection (f)(2), before the initial implementation 
date of the program under this section; and 

‘‘(II) with respect to 2005, is enrolled in an en-
dorsed program, and has provided such a certifi-
cation, before February 1, 2005. 

‘‘(C) ACCOUNTING FOR AVAILABLE BALANCES IN CASES 
OF CHANGES IN PROGRAM ENROLLMENT.—In the case of a 
transitional assistance eligible individual who changes the 
endorsed discount card program in which the individual is 
enrolled under this section, the Secretary shall provide a 
process under which the Secretary provides to the sponsor 
of the endorsed program in which the individual enrolls in-
formation concerning the balance of amounts available on 
behalf of the individual under this paragraph. 

‘‘(D) LIMITATION ON USE OF FUNDS.—Pursuant to sub-
section (a)(2)(C), no assistance shall be provided under 
paragraph (1)(B) with respect to covered discount card 
drugs dispensed after December 31, 2005. 

‘‘(E) NO ROLLOVER PERMITTED IN CASE OF VOLUNTARY 
DISENROLLMENT.—Except in such exceptional cases as the 
Secretary may provide, in the case of a transitional assist-
ance eligible individual who voluntarily disenrolls from an 
endorsed plan, the provisions of subclause (II) of subpara-
graph (A)(ii) shall not apply. 
‘‘(3) PAYMENT.—The Secretary shall provide a method for 

the reimbursement of prescription drug card sponsors for assist-
ance provided under this subsection. 

‘‘(4) COVERAGE OF COINSURANCE.—
‘‘(A) WAIVER PERMITTED BY PHARMACY.—Nothing in 

this section shall be construed as precluding a pharmacy 
from reducing or waiving the application of coinsurance 
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imposed under paragraph (1)(B) in accordance with section 
1128B(b)(3)(G). 

‘‘(B) OPTIONAL PAYMENT OF COINSURANCE BY STATE.—
‘‘(i) IN GENERAL.—The Secretary shall establish an 

arrangement under which a State may provide for pay-
ment of some or all of the coinsurance under para-
graph (1)(B) for some or all enrollees in the State, as 
specified by the State under the arrangement. Insofar 
as such a payment arrangement is made with respect 
to an enrollee, the amount of the coinsurance shall be 
paid directly by the State to the pharmacy involved. 

‘‘(ii) NO FEDERAL MATCHING AVAILABLE UNDER 
MEDICAID OR SCHIP.—Expenditures made by a State for 
coinsurance described in clause (i) shall not be treated 
as State expenditures for purposes of Federal matching 
payments under title XIX or XXI. 

‘‘(iii) NOT TREATED AS MEDICARE COST-SHARING.—
Coinsurance described in paragraph (1)(B) shall not be 
treated as coinsurance under this title for purposes of 
section 1905(p)(3)(B). 
‘‘(C) TREATMENT OF COINSURANCE.—The amount of 

any coinsurance imposed under paragraph (1)(B), whether 
paid or waived under this paragraph, shall not be taken 
into account in applying the limitation in dollar amount 
under paragraph (2). 
‘‘(5) ENSURING ACCESS TO TRANSITIONAL ASSISTANCE FOR 

QUALIFIED RESIDENTS OF LONG-TERM CARE FACILITIES AND 
AMERICAN INDIANS.—

‘‘(A) RESIDENTS OF LONG-TERM CARE FACILITIES.—The 
Secretary shall establish procedures and may waive re-
quirements of this section as necessary to negotiate arrange-
ments with sponsors to provide arrangements with phar-
macies that support long-term care facilities in order to en-
sure access to transitional assistance for transitional assist-
ance eligible individuals who reside in long-term care fa-
cilities. 

‘‘(B) AMERICAN INDIANS.—The Secretary shall establish 
procedures and may waive requirements of this section to 
ensure that, for purposes of providing transitional assist-
ance, pharmacies operated by the Indian Health Service, 
Indian tribes and tribal organizations, and urban Indian 
organizations (as defined in section 4 of the Indian Health 
Care Improvement Act) have the opportunity to participate 
in the pharmacy networks of at least two endorsed pro-
grams in each of the 50 States and the District of Columbia 
where such a pharmacy operates. 
‘‘(6) NO IMPACT ON BENEFITS UNDER OTHER PROGRAMS.—

The availability of negotiated prices or transitional assistance 
under this section shall not be treated as benefits or otherwise 
taken into account in determining an individual’s eligibility for, 
or the amount of benefits under, any other Federal program. 

‘‘(7) DISREGARD FOR PURPOSES OF PART C.—Nonuniformity 
of benefits resulting from the implementation of this section (in-
cluding the provision or nonprovision of transitional assistance 
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and the payment or waiver of any enrollment fee under this sec-
tion) shall not be taken into account in applying section 1854(f). 
‘‘(h) QUALIFICATION OF PRESCRIPTION DRUG CARD SPONSORS 

AND ENDORSEMENT OF DISCOUNT CARD PROGRAMS; BENEFICIARY 
PROTECTIONS.—

‘‘(1) PRESCRIPTION DRUG CARD SPONSOR AND QUALIFICA-
TIONS.—

‘‘(A) PRESCRIPTION DRUG CARD SPONSOR AND SPONSOR 
DEFINED.—For purposes of this section, the terms ‘prescrip-
tion drug card sponsor’ and ‘sponsor’ mean any nongovern-
mental entity that the Secretary determines to be appro-
priate to offer an endorsed discount card program under 
this section, which may include—

‘‘(i) a pharmaceutical benefit management com-
pany; 

‘‘(ii) a wholesale or retail pharmacy delivery sys-
tem; 

‘‘(iii) an insurer (including an insurer that offers 
medicare supplemental policies under section 1882); 

‘‘(iv) an organization offering a plan under part C; 
or 

‘‘(v) any combination of the entities described in 
clauses (i) through (iv).
‘‘(B) ADMINISTRATIVE QUALIFICATIONS.—Each endorsed 

discount card program shall be operated directly, or 
through arrangements with an affiliated organization (or 
organizations), by one or more entities that have dem-
onstrated experience and expertise in operating such a pro-
gram or a similar program and that meets such business 
stability and integrity requirements as the Secretary may 
specify. 

‘‘(C) ACCOUNTING FOR TRANSITIONAL ASSISTANCE.—The 
sponsor of an endorsed discount card program shall have 
arrangements satisfactory to the Secretary to account for 
the assistance provided under subsection (g) on behalf of 
transitional assistance eligible individuals. 
‘‘(2) APPLICATIONS FOR PROGRAM ENDORSEMENT.—

‘‘(A) SUBMISSION.—Each prescription drug card spon-
sor that seeks endorsement of a prescription drug discount 
card program under this section shall submit to the Sec-
retary, at such time and in such manner as the Secretary 
may specify, an application containing such information as 
the Secretary may require. 

‘‘(B) APPROVAL; COMPLIANCE WITH APPLICABLE RE-
QUIREMENTS.—The Secretary shall review the application 
submitted under subparagraph (A) and shall determine 
whether to endorse the prescription drug discount card pro-
gram. The Secretary may not endorse such a program un-
less—

‘‘(i) the program and prescription drug card spon-
sor offering the program comply with the applicable re-
quirements under this section; and 

‘‘(ii) the sponsor has entered into a contract with 
the Secretary to carry out such requirements. 
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‘‘(C) TERMINATION OF ENDORSEMENT AND CON-
TRACTS.—An endorsement of an endorsed program and a 
contract under subparagraph (B) shall be for the duration 
of the program under this section (including any transition 
applicable under subsection (a)(2)(C)(ii)), except that the 
Secretary may, with notice and for cause (as defined by the 
Secretary), terminate such endorsement and contract. 

‘‘(D) ENSURING CHOICE OF PROGRAMS.—
‘‘(i) IN GENERAL.—The Secretary shall ensure that 

there is available to each discount card eligible indi-
vidual a choice of at least 2 endorsed programs (each 
offered by a different sponsor). 

‘‘(ii) LIMITATION ON NUMBER.—The Secretary may 
limit (but not below 2) the number of sponsors in a 
State that are awarded contracts under this para-
graph. 

‘‘(3) SERVICE AREA ENCOMPASSING ENTIRE STATES.—Except 
as provided in paragraph (9), if a prescription drug card spon-
sor that offers an endorsed program enrolls in the program in-
dividuals residing in any part of a State, the sponsor must per-
mit any discount card eligible individual residing in any por-
tion of the State to enroll in the program. 

‘‘(4) SAVINGS TO MEDICARE BENEFICIARIES.—Each prescrip-
tion drug card sponsor that offers an endorsed discount card 
program shall pass on to discount card eligible individuals en-
rolled in the program negotiated prices on covered discount 
card drugs, including discounts negotiated with pharmacies 
and manufacturers, to the extent disclosed under subsection 
(i)(1). 

‘‘(5) GRIEVANCE MECHANISM.—Each prescription drug card 
sponsor shall provide meaningful procedures for hearing and 
resolving grievances between the sponsor (including any entity 
or individual through which the sponsor carries out the en-
dorsed discount card program) and enrollees in endorsed dis-
count card programs of the sponsor under this section in a 
manner similar to that required under section 1852(f). 

‘‘(6) CONFIDENTIALITY OF ENROLLEE RECORDS.—
‘‘(A) IN GENERAL.—For purposes of the program under 

this section, the operations of an endorsed program are cov-
ered functions and a prescription drug card sponsor is a 
covered entity for purposes of applying part C of title XI 
and all regulatory provisions promulgated thereunder, in-
cluding regulations (relating to privacy) adopted pursuant 
to the authority of the Secretary under section 264(c) of the 
Health Insurance Portability and Accountability Act of 
1996 (42 U.S.C. 1320d–2 note). 

‘‘(B) WAIVER AUTHORITY.—In order to promote partici-
pation of sponsors in the program under this section, the 
Secretary may waive such relevant portions of regulations 
relating to privacy referred to in subparagraph (A), for such 
appropriate, limited period of time, as the Secretary speci-
fies. 
‘‘(7) LIMITATION ON PROVISION AND MARKETING OF PROD-

UCTS AND SERVICES.—The sponsor of an endorsed discount card 
program—
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‘‘(A) may provide under the program—
‘‘(i) a product or service only if the product or serv-

ice is directly related to a covered discount card drug; 
or 

‘‘(ii) a discount price for nonprescription drugs; 
and 
‘‘(B) may, to the extent otherwise permitted under para-

graph (6) (relating to application of HIPAA requirements), 
market a product or service under the program only if the 
product or service is directly related to—

‘‘(i) a covered discount card drug; or 
‘‘(ii) a drug described in subparagraph (A)(ii) and 

the marketing consists of information on the dis-
counted price made available for the drug involved. 

‘‘(8) ADDITIONAL PROTECTIONS.—Each endorsed discount 
card program shall meet such additional requirements as the 
Secretary identifies to protect and promote the interest of dis-
count card eligible individuals, including requirements that en-
sure that discount card eligible individuals enrolled in en-
dorsed discount card programs are not charged more than the 
lower of the price based on negotiated prices or the usual and 
customary price. 

‘‘(9) SPECIAL RULES FOR CERTAIN ORGANIZATIONS.—
‘‘(A) IN GENERAL.—In the case of an organization that 

is offering a plan under part C or enrollment under a rea-
sonable cost reimbursement contract under section 1876(h) 
that is seeking to be a prescription drug card sponsor under 
this section, the organization may elect to apply the special 
rules under subparagraph (B) with respect to enrollees in 
any plan described in section 1851(a)(2)(A) that it offers or 
under such contract and an endorsed discount card pro-
gram it offers, but only if it limits enrollment under such 
program to individuals enrolled in such plan or under such 
contract. 

‘‘(B) SPECIAL RULES.—The special rules under this sub-
paragraph are as follows: 

‘‘(i) LIMITATION ON ENROLLMENT.—The sponsor 
limits enrollment under this section under the endorsed 
discount card program to discount card eligible indi-
viduals who are enrolled in the part C plan involved 
or under the reasonable cost reimbursement contract 
involved and is not required nor permitted to enroll 
other individuals under such program. 

‘‘(ii) PHARMACY ACCESS.—Pharmacy access require-
ments under subsection (e)(1)(B) are deemed to be met 
if the access is made available through a pharmacy 
network (and not only through mail order) and the net-
work used by the sponsor is approved by the Secretary. 

‘‘(iii) SPONSOR REQUIREMENTS.—The Secretary 
may waive the application of such requirements for a 
sponsor as the Secretary determines to be duplicative 
or to conflict with a requirement of the organization 
under part C or section 1876 (as the case may be) or 
to be necessary in order to improve coordination of this 
section with the benefits under such part or section. 
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‘‘(i) DISCLOSURE AND OVERSIGHT.—
‘‘(1) DISCLOSURE.—Each prescription drug card sponsor of-

fering an endorsed discount card program shall disclose to the 
Secretary (in a manner specified by the Secretary) information 
relating to program performance, use of prescription drugs by 
discount card eligible individuals enrolled in the program, the 
extent to which negotiated price concessions described in sub-
section (e)(1)(A)(ii) made available to the entity by a manufac-
turer are passed through to enrollees through pharmacies or 
otherwise, and such other information as the Secretary may 
specify. The provisions of section 1927(b)(3)(D) shall apply to 
drug pricing data reported under the previous sentence (other 
than data in aggregate form). 

‘‘(2) OVERSIGHT; AUDIT AND INSPECTION AUTHORITY.—The 
Secretary shall provide appropriate oversight to ensure compli-
ance of endorsed discount card programs and their sponsors 
with the requirements of this section. The Secretary shall have 
the right to audit and inspect any books and records of a pre-
scription discount card sponsor (and of any affiliated organiza-
tion referred to in subsection (h)(1)(B)) that pertain to the en-
dorsed discount card program under this section, including 
amounts payable to the sponsor under this section. 

‘‘(3) SANCTIONS FOR ABUSIVE PRACTICES.—The Secretary 
may implement intermediate sanctions or may revoke the en-
dorsement of a program offered by a sponsor under this section 
if the Secretary determines that the sponsor or the program no 
longer meets the applicable requirements of this section or that 
the sponsor has engaged in false or misleading marketing prac-
tices. The Secretary may impose a civil money penalty in an 
amount not to exceed $10,000 for conduct that a party knows 
or should know is a violation of this section. The provisions of 
section 1128A (other than subsections (a) and (b) and the sec-
ond sentence of subsection (f)) shall apply to a civil money pen-
alty under the previous sentence in the same manner as such 
provisions apply to a penalty or proceeding under section 
1128A(a). 
‘‘(j) TREATMENT OF TERRITORIES.—

‘‘(1) IN GENERAL.—The Secretary may waive any provision 
of this section (including subsection (h)(2)(D)) in the case of a 
resident of a State (other than the 50 States and the District of 
Columbia) insofar as the Secretary determines it is necessary to 
secure access to negotiated prices for discount card eligible indi-
viduals (or, at the option of the Secretary, individuals described 
in subsection (b)(1)(A)(i)). 

‘‘(2) TRANSITIONAL ASSISTANCE.—
‘‘(A) IN GENERAL.—In the case of a State, other than 

the 50 States and the District of Columbia, if the State es-
tablishes a plan described in subparagraph (B) (for pro-
viding transitional assistance with respect to the provision 
of prescription drugs to some or all individuals residing in 
the State who are described in subparagraph (B)(i)), the 
Secretary shall pay to the State for the entire period of the 
operation of this section an amount equal to the amount al-
lotted to the State under subparagraph (C). 
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‘‘(B) PLAN.—The plan described in this subparagraph 
is a plan that—

‘‘(i) provides transitional assistance with respect to 
the provision of covered discount card drugs to some or 
all individuals who are entitled to benefits under part 
A or enrolled under part B, who reside in the State, 
and who have income below 135 percent of the poverty 
line; and 

‘‘(ii) assures that amounts received by the State 
under this paragraph are used only for such assist-
ance.
‘‘(C) ALLOTMENT LIMIT.—The amount described in this 

subparagraph for a State is equal to $35,000,000 multi-
plied by the ratio (as estimated by the Secretary) of—

‘‘(i) the number of individuals who are entitled to 
benefits under part A or enrolled under part B and 
who reside in the State (as determined by the Secretary 
as of July 1, 2003), to 

‘‘(ii) the sum of such numbers for all States to 
which this paragraph applies. 
‘‘(D) CONTINUED AVAILABILITY OF FUNDS.—Amounts 

made available to a State under this paragraph which are 
not used under this paragraph shall be added to the 
amount available to that State for purposes of carrying out 
section 1935(e). 

‘‘(k) FUNDING.—
‘‘(1) ESTABLISHMENT OF TRANSITIONAL ASSISTANCE AC-

COUNT.—
‘‘(A) IN GENERAL.—There is created within the Federal 

Supplementary Medical Insurance Trust Fund established 
by section 1841 an account to be known as the ‘Transitional 
Assistance Account’ (in this subsection referred to as the 
‘Account’). 

‘‘(B) FUNDS.—The Account shall consist of such gifts 
and bequests as may be made as provided in section 
201(i)(1), accrued interest on balances in the Account, and 
such amounts as may be deposited in, or appropriated to, 
the Account as provided in this subsection. 

‘‘(C) SEPARATE FROM REST OF TRUST FUND.—Funds 
provided under this subsection to the Account shall be kept 
separate from all other funds within the Federal Supple-
mentary Medical Insurance Trust Fund, but shall be in-
vested, and such investments redeemed, in the same man-
ner as all other funds and investments within such Trust 
Fund. 
‘‘(2) PAYMENTS FROM ACCOUNT.—

‘‘(A) IN GENERAL.—The Managing Trustee shall pay 
from time to time from the Account such amounts as the 
Secretary certifies are necessary to make payments for tran-
sitional assistance provided under subsections (g) and 
(j)(2). 

‘‘(B) TREATMENT IN RELATION TO PART B PREMIUM.—
Amounts payable from the Account shall not be taken into 
account in computing actuarial rates or premium amounts 
under section 1839. 
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‘‘(3) APPROPRIATIONS TO COVER BENEFITS.—There are ap-
propriated to the Account in a fiscal year, out of any moneys in 
the Treasury not otherwise appropriated, an amount equal to 
the payments made from the Account in the year. 

‘‘(4) FOR ADMINISTRATIVE EXPENSES.—There are authorized 
to be appropriated to the Secretary such sums as may be nec-
essary to carry out the Secretary’s responsibilities under this 
section. 

‘‘(5) TRANSFER OF ANY REMAINING BALANCE TO MEDICARE 
PRESCRIPTION DRUG ACCOUNT.—Any balance remaining in the 
Account after the Secretary determines that funds in the Ac-
count are no longer necessary to carry out the program under 
this section shall be transferred and deposited into the Medi-
care Prescription Drug Account under section 1860D–16. 

‘‘(6) CONSTRUCTION.—Nothing in this section shall be con-
strued as authorizing the Secretary to provide for payment 
(other than payment of an enrollment fee on behalf of a transi-
tional assistance eligible individual under subsection (g)(1)(A)) 
to a sponsor for administrative expenses incurred by the spon-
sor in carrying out this section (including in administering the 
transitional assistance provisions of subsections (f) and (g)). 

‘‘Subpart 5—Definitions and Miscellaneous Provisions 

‘‘DEFINITIONS; TREATMENT OF REFERENCES TO PROVISIONS IN
PART C 

‘‘SEC. 1860D–41. (a) DEFINITIONS.—For purposes of this part: 
‘‘(1) BASIC PRESCRIPTION DRUG COVERAGE.—The term ‘basic 

prescription drug coverage’ is defined in section 1860D–2(a)(3). 
‘‘(2) COVERED PART D DRUG.—The term ‘covered part D 

drug’ is defined in section 1860D–2(e). 
‘‘(3) CREDITABLE PRESCRIPTION DRUG COVERAGE.—The term 

‘creditable prescription drug coverage’ has the meaning given 
such term in section 1860D–13(b)(4). 

‘‘(4) PART D ELIGIBLE INDIVIDUAL.—The term ‘part D eligi-
ble individual’ has the meaning given such term in section 
1860D–1(a)(4)(A). 

‘‘(5) FALLBACK PRESCRIPTION DRUG PLAN.—The term ‘fall-
back prescription drug plan’ has the meaning given such term 
in section 1860D–11(g)(4). 

‘‘(6) INITIAL COVERAGE LIMIT.—The term ‘initial coverage 
limit’ means such limit as established under section 1860D–
2(b)(3), or, in the case of coverage that is not standard prescrip-
tion drug coverage, the comparable limit (if any) established 
under the coverage. 

‘‘(7) INSURANCE RISK.—The term ‘insurance risk’ means, 
with respect to a participating pharmacy, risk of the type com-
monly assumed only by insurers licensed by a State and does 
not include payment variations designed to reflect performance-
based measures of activities within the control of the pharmacy, 
such as formulary compliance and generic drug substitution. 

‘‘(8) MA PLAN.—The term ‘MA plan’ has the meaning given 
such term in section 1860D–1(a)(4)(B). 

‘‘(9) MA–PD PLAN.—The term ‘MA–PD plan’ has the mean-
ing given such term in section 1860D–1(a)(4)(C). 
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‘‘(10) MEDICARE PRESCRIPTION DRUG ACCOUNT.—The term 
‘Medicare Prescription Drug Account’ means the Account cre-
ated under section 1860D–16(a). 

‘‘(11) PDP APPROVED BID.—The term ‘PDP approved bid’ 
has the meaning given such term in section 1860D–13(a)(6). 

‘‘(12) PDP REGION.—The term ‘PDP region’ means such a 
region as provided under section 1860D–11(a)(2). 

‘‘(13) PDP SPONSOR.—The term ‘PDP sponsor’ means a non-
governmental entity that is certified under this part as meeting 
the requirements and standards of this part for such a sponsor. 

‘‘(14) PRESCRIPTION DRUG PLAN.—The term ‘prescription 
drug plan’ means prescription drug coverage that is offered—

‘‘(A) under a policy, contract, or plan that has been ap-
proved under section 1860D–11(e); and 

‘‘(B) by a PDP sponsor pursuant to, and in accordance 
with, a contract between the Secretary and the sponsor 
under section 1860D–12(b). 
‘‘(15) QUALIFIED PRESCRIPTION DRUG COVERAGE.—The term 

‘qualified prescription drug coverage’ is defined in section 
1860D–2(a)(1). 

‘‘(16) STANDARD PRESCRIPTION DRUG COVERAGE.—The term 
‘standard prescription drug coverage’ is defined in section 
1860D–2(b). 

‘‘(17) STATE PHARMACEUTICAL ASSISTANCE PROGRAM.—The 
term ‘State Pharmaceutical Assistance Program’ has the mean-
ing given such term in section 1860D–23(b). 

‘‘(18) SUBSIDY ELIGIBLE INDIVIDUAL.—The term ‘subsidy eli-
gible individual’ has the meaning given such term in section 
1860D–14(a)(3)(A). 
‘‘(b) APPLICATION OF PART C PROVISIONS UNDER THIS PART.—

For purposes of applying provisions of part C under this part with 
respect to a prescription drug plan and a PDP sponsor, unless oth-
erwise provided in this part such provisions shall be applied as if—

‘‘(1) any reference to an MA plan included a reference to a 
prescription drug plan; 

‘‘(2) any reference to an MA organization or a provider-
sponsored organization included a reference to a PDP sponsor; 

‘‘(3) any reference to a contract under section 1857 included 
a reference to a contract under section 1860D–12(b); 

‘‘(4) any reference to part C included a reference to this 
part; and 

‘‘(5) any reference to an election period under section 1851 
were a reference to an enrollment period under section 1860D–
1. 

‘‘MISCELLANEOUS PROVISIONS 

‘‘SEC. 1860D–42. (a) ACCESS TO COVERAGE IN TERRITORIES.—
The Secretary may waive such requirements of this part, including 
section 1860D–3(a)(1), insofar as the Secretary determines it is nec-
essary to secure access to qualified prescription drug coverage for 
part D eligible individuals residing in a State (other than the 50 
States and the District of Columbia). 

‘‘(b) APPLICATION OF DEMONSTRATION AUTHORITY.—The provi-
sions of section 402 of the Social Security Amendments of 1967 
(Public Law 90–248) shall apply with respect to this part and part 
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C in the same manner it applies with respect to parts A and B, ex-
cept that any reference with respect to a Trust Fund in relation to 
an experiment or demonstration project relating to prescription drug 
coverage under this part shall be deemed a reference to the Medicare 
Prescription Drug Account within the Federal Supplementary Med-
ical Insurance Trust Fund.’’. 

(b) SUBMISSION OF LEGISLATIVE PROPOSAL.—Not later than 6 
months after the date of the enactment of this Act, the Secretary 
shall submit to the appropriate committees of Congress a legislative 
proposal providing for such technical and conforming amendments 
in the law as are required by the provisions of this title and title 
II. 

(c) STUDY ON TRANSITIONING PART B PRESCRIPTION DRUG COV-
ERAGE.—Not later than January 1, 2005, the Secretary shall submit 
a report to Congress that makes recommendations regarding meth-
ods for providing benefits under subpart 1 of part D of title XVIII 
of the Social Security Act for outpatient prescription drugs for 
which benefits are provided under part B of such title. 

(d) REPORT ON PROGRESS IN IMPLEMENTATION OF PRESCRIP-
TION DRUG BENEFIT.—Not later than March 1, 2005, the Secretary 
shall submit a report to Congress on the progress that has been 
made in implementing the prescription drug benefit under this title. 
The Secretary shall include in the report specific steps that have 
been taken, and that need to be taken, to ensure a timely start of 
the program on January 1, 2006. The report shall include rec-
ommendations regarding an appropriate transition from the pro-
gram under section 1860D–31 of the Social Security Act to prescrip-
tion drug benefits under subpart 1 of part D of title XVIII of such 
Act. 

(e) ADDITIONAL CONFORMING CHANGES.—
(1) CONFORMING REFERENCES TO PREVIOUS PART D.—Any 

reference in law (in effect before the date of the enactment of 
this Act) to part D of title XVIII of the Social Security Act is 
deemed a reference to part E of such title (as in effect after such 
date). 

(2) CONFORMING AMENDMENT PERMITTING WAIVER OF COST-
SHARING.—Section 1128B(b)(3) (42 U.S.C. 1320a–7b(b)(3)) is 
amended—

(A) by striking ‘‘and’’ at the end of subparagraph (E); 
(B) by striking the period at the end of subparagraph 

(F) and inserting ‘‘; and’’; and 
(C) by adding at the end the following new subpara-

graph: 
‘‘(G) the waiver or reduction by pharmacies (including 

pharmacies of the Indian Health Service, Indian tribes, tribal 
organizations, and urban Indian organizations) of any cost-
sharing imposed under part D of title XVIII, if the conditions 
described in clauses (i) through (iii) of section 1128A(i)(6)(A) 
are met with respect to the waiver or reduction (except that, in 
the case of such a waiver or reduction on behalf of a subsidy 
eligible individual (as defined in section 1860D–14(a)(3)), sec-
tion 1128A(i)(6)(A) shall be applied without regard to clauses 
(ii) and (iii) of that section).’’. 

(3) MEDICARE PRESCRIPTION DRUG ACCOUNT.— 
(A) Section 201(g) (42 U.S.C. 401(g)) is amended—
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(i) in paragraph (1)(B)(i)(V), by inserting ‘‘(and, of 
such portion, the portion of such costs which should 
have been borne by the Medicare Prescription Drug Ac-
count in such Trust Fund)’’ after ‘‘Trust Fund’’; and 

(ii) in paragraph (1)(B)(ii)(III), by inserting ‘‘(and, 
of such portion, the portion of such costs which should 
have been borne by the Medicare Prescription Drug Ac-
count in such Trust Fund)’’ after ‘‘Trust Fund’’. 
(B) Section 201(i)(1) (42 U.S.C. 401(i)(1)) is amended 

by inserting ‘‘(and for the Medicare Prescription Drug Ac-
count and the Transitional Assistance Account in such 
Trust Fund)’’ after ‘‘Federal Supplementary Medical Insur-
ance Trust Fund’’. 

(C) Section 1841 (42 U.S.C. 1395t) is amended—
(i) in the last sentence of subsection (a)—

(I) by striking ‘‘and’’ before ‘‘such amounts’’; 
and 

(II) by inserting before the period the fol-
lowing: ‘‘, and such amounts as may be deposited 
in, or appropriated to, the Medicare Prescription 
Drug Account established by section 1860D–16’’;
(ii) in subsection (g), by adding at the end the fol-

lowing: ‘‘The payments provided for under part D, 
other than under section 1860D–31(k)(2), shall be 
made from the Medicare Prescription Drug Account in 
the Trust Fund.’’; 

(iii) in subsection (h), by inserting ‘‘or pursuant to 
section 1860D–13(c)(1) or 1854(d)(2)(A) (in which case 
payments shall be made in appropriate part from the 
Medicare Prescription Drug Account in the Trust 
Fund)’’ after ‘‘1840(d)’’; and 

(iv) in subsection (i), by inserting after ‘‘and section 
1842(g)’’ the following: ‘‘and pursuant to sections 
1860D–13(c)(1) and 1854(d)(2)(A) (in which case pay-
ments shall be made in appropriate part from the 
Medicare Prescription Drug Account in the Trust 
Fund)’’. 
(D) Section 1853(f) (42 U.S.C. 1395w–23(f)) is amend-

ed—
(i) in the heading by striking ‘‘TRUST FUND’’ and 

inserting ‘‘TRUST FUNDS’’; and 
(ii) by inserting after the first sentence the fol-

lowing: ‘‘Payments to MA organizations for statutory 
drug benefits provided under this title are made from 
the Medicare Prescription Drug Account in the Federal 
Supplementary Medical Insurance Trust Fund.’’. 

(4) APPLICATION OF CONFIDENTIALITY FOR DRUG PRICING 
DATA.—Section 1927(b)(3)(D) (42 U.S.C. 1396r–8(b)(3)(D)) is 
amended by adding after and below clause (iii) the following: 

‘‘The previous sentence shall also apply to information dis-
closed under section 1860D–2(d)(2) or 1860D–4(c)(2)(E).’’. 
(5) CLARIFICATION OF TREATMENT OF PART A ENROLLEES.—

Section 1818(a) (42 U.S.C. 1395i–2(a)) is amended by adding at 
the end the following: ‘‘Except as otherwise provided, any ref-
erence to an individual entitled to benefits under this part in-
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cludes an individual entitled to benefits under this part pursu-
ant to an enrollment under this section or section 1818A.’’. 

(6) DISCLOSURE.—Section 6103(l)(7)(D)(ii) of the Internal 
Revenue Code of 1986 is amended by inserting ‘‘or subsidies 
provided under section 1860D–14 of such Act’’ after ‘‘Social Se-
curity Act’’. 

(7) EXTENSION OF STUDY AUTHORITY.—Section 1875(b) (42 
U.S.C. 1395ll(b)) is amended by striking ‘‘the insurance pro-
grams under parts A and B’’ and inserting ‘‘this title’’. 

(8) CONFORMING AMENDMENTS RELATING TO FACILITATION 
OF ELECTRONIC PRESCRIBING.—

(A) Section 1128B(b)(3)(C) (42 U.S.C. 1320a–
7b(b)(3)(C)) is amended by inserting ‘‘or in regulations 
under section 1860D–3(e)(6)’’ after ‘‘1987’’. 

(B) Section 1877(b) (42 U.S.C. 1395nn(b)) is amended 
by adding at the end the following new paragraph: 
‘‘(5) ELECTRONIC PRESCRIBING.—An exception established 

by regulation under section 1860D–3(e)(6).’’. 
(9) OTHER CHANGES.—Section 1927(g)(1)(B)(i) (42 U.S.C. 

1396r–8(g)(1)(B)(i)) is amended—
(A) by adding ‘‘and’’ at the end of subclause (II); and 
(B) by striking subclause (IV). 

SEC. 102. MEDICARE ADVANTAGE CONFORMING AMENDMENTS. 
(a) CONFORMING AMENDMENTS TO ENROLLMENT PROCESS.—

(1) EXTENDING OPEN ENROLLMENT PERIODS.—Section 
1851(e) (42 U.S.C. 1395w–21(e)) is amended—

(A) in paragraph (2), by striking ‘‘2004’’ and ‘‘2005’’ 
and inserting ‘‘2005’’ and ‘‘2006’’ each place it appears; and 

(B) in paragraph (4), by striking ‘‘2005’’ and inserting 
‘‘2006’’ each place it appears. 
(2) ESTABLISHMENT OF SPECIAL ANNUAL, COORDINATED 

ELECTION PERIOD FOR 6 MONTHS BEGINNING NOVEMBER 15, 
2005.—Section 1851(e)(3)(B) (42 U.S.C. 1395w–21(e)(3)(B)) is 
amended to read as follows: 

‘‘(B) ANNUAL, COORDINATED ELECTION PERIOD.—For 
purposes of this section, the term ‘annual, coordinated elec-
tion period’ means—

‘‘(i) with respect to a year before 2002, the month 
of November before such year; 

‘‘(ii) with respect to 2002, 2003, 2004, and 2005, 
the period beginning on November 15 and ending on 
December 31 of the year before such year; 

‘‘(iii) with respect to 2006, the period beginning on 
November 15, 2005, and ending on May 15, 2006; and 

‘‘(iv) with respect to 2007 and succeeding years, the 
period beginning on November 15 and ending on De-
cember 31 of the year before such year.’’. 

(3) SPECIAL INFORMATION CAMPAIGN.—Section 1851(e)(3) 
(42 U.S.C. 1395w–21(e)(3)) is amended—

(A) in subparagraph (C), by inserting ‘‘and during the 
period described in subparagraph (B)(iii)’’ after ‘‘(beginning 
with 1999)’’; and 

(B) in subparagraph (D)—
(i) in the heading by striking ‘‘CAMPAIGN IN 1998’’ 

and inserting ‘‘CAMPAIGNS’’; and 
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(ii) by adding at the end the following: ‘‘During the 
period described in subparagraph (B)(iii), the Secretary 
shall provide for an educational and publicity cam-
paign to inform MA eligible individuals about the 
availability of MA plans (including MA–PD plans) of-
fered in different areas and the election process pro-
vided under this section.’’. 

(4) COORDINATING INITIAL ENROLLMENT PERIODS.—Section 
1851(e)(1) (42 U.S.C. 1395w–21(e)(1)) is amended by adding at 
the end the following new sentence: ‘‘If any portion of an indi-
vidual’s initial enrollment period under part B occurs after the 
end of the annual, coordinated election period described in 
paragraph (3)(B)(iii), the initial enrollment period under this 
part shall further extend through the end of the individual’s 
initial enrollment period under part B.’’. 

(5) COORDINATION OF EFFECTIVENESS OF ELECTIONS DUR-
ING ANNUAL COORDINATED ELECTION PERIOD FOR 2006.—Section 
1851(f)(3) (42 U.S.C. 1395w–21(f)(3)) is amended by inserting ‘‘, 
other than the period described in clause (iii) of such sub-
section’’ after ‘‘subsection (e)(3)(B)’’. 

(6) LIMITATION ON ONE-CHANGE RULE TO SAME TYPE OF 
PLAN.—Section 1851(e)(2) (42 U.S.C. 1395w–21(e)(2)) is amend-
ed—

(A) in subparagraph (B)(i), by inserting ‘‘, subpara-
graph (C)(iii),’’ after ‘‘clause (ii)’’; 

(B) in subparagraph (C)(i), by striking ‘‘clause (ii)’’ and 
inserting ‘‘clauses (ii) and (iii)’’; and 

(C) by adding at the end of subparagraph (C) the fol-
lowing new clause: 

‘‘(iii) LIMITATION ON EXERCISE OF RIGHT WITH RE-
SPECT TO PRESCRIPTION DRUG COVERAGE.—Effective for 
plan years beginning on or after January 1, 2006, in 
applying clause (i) (and clause (i) of subparagraph (B)) 
in the case of an individual who—

‘‘(I) is enrolled in an MA plan that does pro-
vide qualified prescription drug coverage, the indi-
vidual may exercise the right under such clause 
only with respect to coverage under the original 
fee-for-service plan or coverage under another MA 
plan that does not provide such coverage and may 
not exercise such right to obtain coverage under an 
MA–PD plan or under a prescription drug plan 
under part D; or 

‘‘(II) is enrolled in an MA–PD plan, the indi-
vidual may exercise the right under such clause 
only with respect to coverage under another MA–
PD plan (and not an MA plan that does not pro-
vide qualified prescription drug coverage) or under 
the original fee-for-service plan and coverage under 
a prescription drug plan under part D.’’. 

(b) PROMOTION OF E-PRESCRIBING BY MA PLANS.—Section 
1852(j) (42 U.S.C. 1395w–22(j)) is amended by adding at the end 
the following new paragraph: 

‘‘(7) PROMOTION OF E-PRESCRIBING BY MA PLANS.—
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‘‘(A) IN GENERAL.—An MA–PD plan may provide for a 
separate payment or otherwise provide for a differential 
payment for a participating physician that prescribes cov-
ered part D drugs in accordance with an electronic pre-
scription drug program that meets standards established 
under section 1860D–4(e). 

‘‘(B) CONSIDERATIONS.—Such payment may take into 
consideration the costs of the physician in implementing 
such a program and may also be increased for those par-
ticipating physicians who significantly increase—

‘‘(i) formulary compliance; 
‘‘(ii) lower cost, therapeutically equivalent alter-

natives; 
‘‘(iii) reductions in adverse drug interactions; and 
‘‘(iv) efficiencies in filing prescriptions through re-

duced administrative costs. 
‘‘(C) STRUCTURE.—Additional or increased payments 

under this subsection may be structured in the same man-
ner as medication therapy management fees are structured 
under section 1860D–4(c)(2)(E).’’.

(c) OTHER CONFORMING AMENDMENTS.—
(1) Section 1851(a)(1) (42 U.S.C. 1395w–21(a)(1)) is amend-

ed—
(A) by inserting ‘‘(other than qualified prescription 

drug benefits)’’ after ‘‘benefits’’; 
(B) by striking the period at the end of subparagraph 

(B) and inserting a comma; and 
(C) by adding after and below subparagraph (B) the 

following: 
‘‘and may elect qualified prescription drug coverage in accord-
ance with section 1860D–1.’’. 

(2) EFFECTIVE DATE.—The amendments made by this sub-
section shall apply on and after January 1, 2006. 

SEC. 103. MEDICAID AMENDMENTS. 
(a) DETERMINATIONS OF ELIGIBILITY FOR LOW-INCOME SUB-

SIDIES.—
(1) REQUIREMENT.—Section 1902(a) (42 U.S.C. 1396a(a)) is 

amended—
(A) by striking ‘‘and’’ at the end of paragraph (64); 
(B) by striking the period at the end of paragraph (65) 

and inserting ‘‘; and’’; and 
(C) by inserting after paragraph (65) the following new 

paragraph: 
‘‘(66) provide for making eligibility determinations under 

section 1935(a).’’. 
(2) NEW SECTION.—Title XIX is further amended—

(A) by redesignating section 1935 as section 1936; and 
(B) by inserting after section 1934 the following new 

section: 

‘‘SPECIAL PROVISIONS RELATING TO MEDICARE PRESCRIPTION DRUG 
BENEFIT 

‘‘SEC. 1935. (a) REQUIREMENTS RELATING TO MEDICARE PRE-
SCRIPTION DRUG LOW-INCOME SUBSIDIES AND MEDICARE TRANSI-
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TIONAL PRESCRIPTION DRUG ASSISTANCE.—As a condition of its 
State plan under this title under section 1902(a)(66) and receipt of 
any Federal financial assistance under section 1903(a), a State 
shall do the following: 

‘‘(1) INFORMATION FOR TRANSITIONAL PRESCRIPTION DRUG 
ASSISTANCE VERIFICATION.—The State shall provide the Sec-
retary with information to carry out section 1860D–
31(f)(3)(B)(i). 

‘‘(2) ELIGIBILITY DETERMINATIONS FOR LOW-INCOME SUB-
SIDIES.—The State shall—

‘‘(A) make determinations of eligibility for premium 
and cost-sharing subsidies under and in accordance with 
section 1860D–14; 

‘‘(B) inform the Secretary of such determinations in 
cases in which such eligibility is established; and 

‘‘(C) otherwise provide the Secretary with such informa-
tion as may be required to carry out part D, other than sub-
part 4, of title XVIII (including section 1860D–14). 
‘‘(3) SCREENING FOR ELIGIBILITY, AND ENROLLMENT OF, 

BENEFICIARIES FOR MEDICARE COST-SHARING.—As part of mak-
ing an eligibility determination required under paragraph (2) 
for an individual, the State shall make a determination of the 
individual’s eligibility for medical assistance for any medicare 
cost-sharing described in section 1905(p)(3) and, if the indi-
vidual is eligible for any such medicare cost-sharing, offer en-
rollment to the individual under the State plan (or under a 
waiver of such plan). 
‘‘(b) REGULAR FEDERAL SUBSIDY OF ADMINISTRATIVE COSTS.—

The amounts expended by a State in carrying out subsection (a) are 
expenditures reimbursable under the appropriate paragraph of sec-
tion 1903(a). 

(b) PHASED-IN FEDERAL ASSUMPTION OF MEDICAID RESPONSI-
BILITY FOR PREMIUM AND COST-SHARING SUBSIDIES FOR DUALLY 
ELIGIBLE INDIVIDUALS.—Section 1935, as inserted by subsection 
(a)(2), is amended by adding at the end the following new sub-
section: 

‘‘(c) FEDERAL ASSUMPTION OF MEDICAID PRESCRIPTION DRUG 
COSTS FOR DUALLY ELIGIBLE INDIVIDUALS.—

‘‘(1) PHASED-DOWN STATE CONTRIBUTION.—
‘‘(A) IN GENERAL.—Each of the 50 States and the Dis-

trict of Columbia for each month beginning with January 
2006 shall provide for payment under this subsection to the 
Secretary of the product of—

‘‘(i) the amount computed under paragraph (2)(A) 
for the State and month; 

‘‘(ii) the total number of full-benefit dual eligible 
individuals (as defined in paragraph (6)) for such 
State and month; and 

‘‘(iii) the factor for the month specified in para-
graph (5). 
‘‘(B) FORM AND MANNER OF PAYMENT.—Payment under 

subparagraph (A) shall be made in a manner specified by 
the Secretary that is similar to the manner in which State 
payments are made under an agreement entered into under 
section 1843, except that all such payments shall be depos-
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ited into the Medicare Prescription Drug Account in the 
Federal Supplementary Medical Insurance Trust Fund. 

‘‘(C) COMPLIANCE.—If a State fails to pay to the Sec-
retary an amount required under subparagraph (A), inter-
est shall accrue on such amount at the rate provided under 
section 1903(d)(5). The amount so owed and applicable in-
terest shall be immediately offset against amounts other-
wise payable to the State under section 1903(a), in accord-
ance with the Federal Claims Collection Act of 1996 and 
applicable regulations. 

‘‘(D) DATA MATCH.—The Secretary shall perform such 
periodic data matches as may be necessary to identify and 
compute the number of full-benefit dual eligible individuals 
for purposes of computing the amount under subparagraph 
(A). 
‘‘(2) AMOUNT.—

‘‘(A) IN GENERAL.—The amount computed under this 
paragraph for a State described in paragraph (1) and for 
a month in a year is equal to—

‘‘(i) 1⁄12 of the product of—
‘‘(I) the base year state medicaid per capita ex-

penditures for covered part D drugs for full-benefit 
dual eligible individuals (as computed under para-
graph (3)); and 

‘‘(II) a proportion equal to 100 percent minus 
the Federal medical assistance percentage (as de-
fined in section 1905(b)) applicable to the State for 
the fiscal year in which the month occurs; and 
‘‘(ii) increased for each year (beginning with 2004 

up to and including the year involved) by the applica-
ble growth factor specified in paragraph (4) for that 
year. 
‘‘(B) NOTICE.—The Secretary shall notify each State de-

scribed in paragraph (1) not later than October 15 before 
the beginning of each year (beginning with 2006) of the 
amount computed under subparagraph (A) for the State for 
that year. 
‘‘(3) BASE YEAR STATE MEDICAID PER CAPITA EXPENDITURES 

FOR COVERED PART D DRUGS FOR FULL-BENEFIT DUAL ELIGIBLE 
INDIVIDUALS.—

‘‘(A) IN GENERAL.—For purposes of paragraph (2)(A), 
the ‘base year State medicaid per capita expenditures for 
covered part D drugs for full-benefit dual eligible individ-
uals’ for a State is equal to the weighted average (as 
weighted under subparagraph (C)) of—

‘‘(i) the gross per capita medicaid expenditures for 
prescription drugs for 2003, determined under sub-
paragraph (B); and 

‘‘(ii) the estimated actuarial value of prescription 
drug benefits provided under a capitated managed care 
plan per full-benefit dual eligible individual for 2003, 
as determined using such data as the Secretary deter-
mines appropriate. 
‘‘(B) GROSS PER CAPITA MEDICAID EXPENDITURES FOR 

PRESCRIPTION DRUGS.—

VerDate jul 14 2003 06:29 Nov 24, 2003 Jkt 090299 PO 00000 Frm 00096 Fmt 6659 Sfmt 6603 E:\HR\OC\HR391.XXX HR391



95

‘‘(i) IN GENERAL.—The gross per capita medicaid 
expenditures for prescription drugs for 2003 under this 
subparagraph is equal to the expenditures, including 
dispensing fees, for the State under this title during 
2003 for covered outpatient drugs, determined per full-
benefit-dual-eligible-individual for such individuals 
not receiving medical assistance for such drugs 
through a medicaid managed care plan. 

‘‘(ii) DETERMINATION.—In determining the amount 
under clause (i), the Secretary shall—

‘‘(I) use data from the Medicaid Statistical In-
formation System (MSIS) and other available 
data; 

‘‘(II) exclude expenditures attributable to cov-
ered outpatient prescription drugs that are not cov-
ered part D drugs (as defined in section 1860D–
2(e)); and 

‘‘(III) reduce such expenditures by the product 
of such portion and the adjustment factor (de-
scribed in clause (iii)). 
‘‘(iii) ADJUSTMENT FACTOR.—The adjustment factor 

described in this clause for a State is equal to the ratio 
for the State for 2003 of—

‘‘(I) aggregate payments under agreements 
under section 1927; to 

‘‘(II) the gross expenditures under this title for 
covered outpatient drugs referred to in clause (i). 

Such factor shall be determined based on information 
reported by the State in the medicaid financial man-
agement reports (form CMS–64) for the 4 quarters of 
calendar year 2003 and such other data as the Sec-
retary may require.
‘‘(C) WEIGHTED AVERAGE.—The weighted average under 

subparagraph (A) shall be determined taking into ac-
count—

‘‘(i) with respect to subparagraph (A)(i), the aver-
age number of full-benefit dual eligible individuals in 
2003 who are not described in clause (ii); and 

‘‘(ii) with respect to subparagraph (A)(ii), the aver-
age number of full-benefit dual eligible individuals in 
such year who received in 2003 medical assistance for 
covered outpatient drugs through a medicaid managed 
care plan. 

‘‘(4) APPLICABLE GROWTH FACTOR.—The applicable growth 
factor under this paragraph for—

‘‘(A) each of 2004, 2005, and 2006, is the average an-
nual percent change (to that year from the previous year) 
of the per capita amount of prescription drug expenditures 
(as determined based on the most recent National Health 
Expenditure projections for the years involved); and 

‘‘(B) a succeeding year, is the annual percentage in-
crease specified in section 1860D–2(b)(6) for the year. 
‘‘(5) FACTOR.—The factor under this paragraph for a 

month—
‘‘(A) in 2006 is 90 percent; 
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‘‘(B) in 2007 is 88-1⁄3 percent; 
‘‘(C) in 2008 is 86-2⁄3 percent; 
‘‘(D) in 2009 is 85 percent; 
‘‘(E) in 2010 is 83-1⁄3 percent; 
‘‘(F) in 2011 is 81-2⁄3 percent; 
‘‘(G) in 2012 is 80 percent; 
‘‘(H) in 2013 is 78-1⁄3 percent; 
‘‘(I) in 2014 is 76-2⁄3 percent; or 
‘‘(J) after December 2014, is 75 percent. 

‘‘(6) FULL-BENEFIT DUAL ELIGIBLE INDIVIDUAL DEFINED.—
‘‘(A) IN GENERAL.—For purposes of this section, the 

term ‘full-benefit dual eligible individual’ means for a State 
for a month an individual who—

‘‘(i) has coverage for the month for covered part D 
drugs under a prescription drug plan under part D of 
title XVIII, or under an MA–PD plan under part C of 
such title; and 

‘‘(ii) is determined eligible by the State for medical 
assistance for full benefits under this title for such 
month under section 1902(a)(10)(A) or 1902(a)(10)(C), 
by reason of section 1902(f), or under any other cat-
egory of eligibility for medical assistance for full bene-
fits under this title, as determined by the Secretary. 
‘‘(B) TREATMENT OF MEDICALLY NEEDY AND OTHER IN-

DIVIDUALS REQUIRED TO SPEND DOWN.—In applying sub-
paragraph (A) in the case of an individual determined to 
be eligible by the State for medical assistance under section 
1902(a)(10)(C) or by reason of section 1902(f), the indi-
vidual shall be treated as meeting the requirement of sub-
paragraph (A)(ii) for any month if such medical assistance 
is provided for in any part of the month.’’. 

(c) MEDICAID COORDINATION WITH MEDICARE PRESCRIPTION 
DRUG BENEFITS.—Section 1935, as so inserted and amended, is fur-
ther amended by adding at the end the following new subsection: 

‘‘(d) COORDINATION OF PRESCRIPTION DRUG BENEFITS.—
‘‘(1) MEDICARE AS PRIMARY PAYOR.—In the case of a part D 

eligible individual (as defined in section 1860D–1(a)(3)(A)) who 
is described in subsection (c)(6)(A)(ii), notwithstanding any 
other provision of this title, medical assistance is not available 
under this title for such drugs (or for any cost-sharing respect-
ing such drugs), and the rules under this title relating to the 
provision of medical assistance for such drugs shall not apply. 
The provision of benefits with respect to such drugs shall not 
be considered as the provision of care or services under the plan 
under this title. No payment may be made under section 
1903(a) for prescribed drugs for which medical assistance is not 
available pursuant to this paragraph. 

‘‘(2) COVERAGE OF CERTAIN EXCLUDABLE DRUGS.—In the 
case of medical assistance under this title with respect to a cov-
ered outpatient drug (other than a covered part D drug) fur-
nished to an individual who is enrolled in a prescription drug 
plan under part D of title XVIII or an MA–PD plan under part 
C of such title, the State may elect to provide such medical as-
sistance in the manner otherwise provided in the case of indi-
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viduals who are not full-benefit dual eligible individuals or 
through an arrangement with such plan.’’. 
(d) TREATMENT OF TERRITORIES.—

(1) IN GENERAL.—Section 1935, as so inserted and amend-
ed, is further amended—

(A) in subsection (a) in the matter preceding paragraph 
(1), by inserting ‘‘subject to subsection (e)’’ after ‘‘section 
1903(a)’’; 

(B) in subsection (c)(1), by inserting ‘‘subject to sub-
section (e)’’ after ‘‘1903(a)(1)’’; and 

(C) by adding at the end the following new subsection: 
‘‘(e) TREATMENT OF TERRITORIES.—

‘‘(1) IN GENERAL.—In the case of a State, other than the 50 
States and the District of Columbia—

‘‘(A) the previous provisions of this section shall not 
apply to residents of such State; and 

‘‘(B) if the State establishes and submits to the Sec-
retary a plan described in paragraph (2) (for providing 
medical assistance with respect to the provision of prescrip-
tion drugs to part D eligible individuals), the amount oth-
erwise determined under section 1108(f) (as increased 
under section 1108(g)) for the State shall be increased by 
the amount for the fiscal period specified in paragraph (3). 
‘‘(2) PLAN.—The Secretary shall determine that a plan is 

described in this paragraph if the plan—
‘‘(A) provides medical assistance with respect to the 

provision of covered part D drugs (as defined in section 
1860D–2(e)) to low-income part D eligible individuals; 

‘‘(B) provides assurances that additional amounts re-
ceived by the State that are attributable to the operation of 
this subsection shall be used only for such assistance and 
related administrative expenses and that no more than 10 
percent of the amount specified in paragraph (3)(A) for the 
State for any fiscal period shall be used for such adminis-
trative expenses; and 

‘‘(C) meets such other criteria as the Secretary may es-
tablish. 
‘‘(3) INCREASED AMOUNT.—

‘‘(A) IN GENERAL.—The amount specified in this para-
graph for a State for a year is equal to the product of—

‘‘(i) the aggregate amount specified in subpara-
graph (B); and 

‘‘(ii) the ratio (as estimated by the Secretary) of—
‘‘(I) the number of individuals who are entitled 

to benefits under part A or enrolled under part B 
and who reside in the State (as determined by the 
Secretary based on the most recent available data 
before the beginning of the year); to 

‘‘(II) the sum of such numbers for all States 
that submit a plan described in paragraph (2). 

‘‘(B) AGGREGATE AMOUNT.—The aggregate amount 
specified in this subparagraph for—

‘‘(i) the last 3 quarters of fiscal year 2006, is equal 
to $28,125,000; 

‘‘(ii) fiscal year 2007, is equal to $37,500,000; or 
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‘‘(iii) a subsequent year, is equal to the aggregate 
amount specified in this subparagraph for the previous 
year increased by annual percentage increase specified 
in section 1860D–2(b)(6) for the year involved. 

‘‘(4) REPORT.—The Secretary shall submit to Congress a re-
port on the application of this subsection and may include in 
the report such recommendations as the Secretary deems appro-
priate.’’. 

(2) CONFORMING AMENDMENT.—Section 1108(f) (42 U.S.C. 
1308(f)) is amended by inserting ‘‘and section 1935(e)(1)(B)’’ 
after ‘‘Subject to subsection (g)’’. 
(e) AMENDMENT TO BEST PRICE.—

(1) IN GENERAL.—Section 1927(c)(1)(C)(i) (42 U.S.C. 1396r–
8(c)(1)(C)(i)) is amended—

(A) by striking ‘‘and’’ at the end of subclause (III); 
(B) by striking the period at the end of subclause (IV) 

and inserting a semicolon; and 
(C) by adding at the end the following new subclauses: 

‘‘(V) the prices negotiated from drug manufac-
turers for covered discount card drugs under an 
endorsed discount card program under section 
1860D–31; and 

‘‘(VI) any prices charged which are negotiated 
by a prescription drug plan under part D of title 
XVIII, by an MA–PD plan under part C of such 
title with respect to covered part D drugs or by a 
qualified retiree prescription drug plan (as defined 
in section 1860D–22(a)(2)) with respect to such 
drugs on behalf of individuals entitled to benefits 
under part A or enrolled under part B of such 
title.’’. 

(2) IN GENERAL.—Section 1927(c)(1)(C)(i)(VI) of the Social 
Security Act, as added by paragraph (1), shall apply to prices 
charged for drugs dispensed on or after January 1, 2006. 
(f) EXTENSION OF MEDICARE COST-SHARING FOR PART B PRE-

MIUM FOR QUALIFYING INDIVIDUALS THROUGH SEPTEMBER 2004.—
(1) IN GENERAL.—Section 1902(a)(10)(E)(iv) (42 U.S.C. 

1396a(a)(10)(E)(iv)), as amended by section 401(a) of Public 
Law 108–89, is amended by striking ‘‘ending with March 2004’’ 
and inserting ‘‘ending with September 2004’’. 

(2) TOTAL AMOUNT AVAILABLE FOR ALLOCATION.—Section 
1933(g) (42 U.S.C. 1396u–3(g)), as added by section 401(c) of 
Public Law 108–89, is amended—

(A) in the matter preceding paragraph (1), by striking 
‘‘March 31, 2004’’ and inserting ‘‘September 30, 2004’’; and 

(B) in paragraph (2), by striking ‘‘$100,000,000’’ and 
inserting ‘‘$300,000,000’’. 
(3) EFFECTIVE DATE.—The amendments made by this sub-

section shall apply to calendar quarters beginning on or after 
April 1, 2004. 
(g) OUTREACH BY THE COMMISSIONER OF SOCIAL SECURITY.—

Section 1144 (42 U.S.C. 1320b–14) is amended—
(1) in the section heading, by inserting ‘‘AND SUBSIDIES FOR 

LOW-INCOME INDIVIDUALS UNDER TITLE XVIII’’ after ‘‘COST-SHAR-
ING’’; 
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(2) in subsection (a)—
(A) in paragraph (1)—

(i) in subparagraph (A), by inserting ‘‘for the tran-
sitional assistance under section 1860D–31(f), or for 
premium and cost-sharing subsidies under section 
1860D–14’’ before the semicolon; and

(ii) in subparagraph (B), by inserting ‘‘, program, 
and subsidies’’ after ‘‘medical assistance’’; and 
(B) in paragraph (2)—

(i) in the matter preceding subparagraph (A), by 
inserting ‘‘, the transitional assistance under section 
1860D–31(f), or premium and cost-sharing subsidies 
under section 1860D–14’’ after ‘‘assistance’’; and 

(ii) in subparagraph (A), by striking ‘‘such eligi-
bility’’ and inserting ‘‘eligibility for medicare cost-shar-
ing under the medicaid program’’; and 

(3) in subsection (b)—
(A) in paragraph (1)(A), by inserting ‘‘, for transitional 

assistance under section 1860D–31(f), or for premium and 
cost-sharing subsidies for low-income individuals under 
section 1860D–14’’ after ‘‘1933’’; and 

(B) in paragraph (2), by inserting ‘‘, program, and sub-
sidies’’ after ‘‘medical assistance’’. 

SEC. 104. MEDIGAP AMENDMENTS. 
(a) RULES RELATING TO MEDIGAP POLICIES THAT PROVIDE PRE-

SCRIPTION DRUG COVERAGE.—
(1) IN GENERAL.—Section 1882 (42 U.S.C. 1395ss) is 

amended by adding at the end the following new subsection: 
‘‘(v) RULES RELATING TO MEDIGAP POLICIES THAT PROVIDE 

PRESCRIPTION DRUG COVERAGE.—
‘‘(1) PROHIBITION ON SALE, ISSUANCE, AND RENEWAL OF 

NEW POLICIES THAT PROVIDE PRESCRIPTION DRUG COVERAGE.—
‘‘(A) IN GENERAL.—Notwithstanding any other provi-

sion of law, on or after January 1, 2006, a medigap Rx pol-
icy (as defined in paragraph (6)(A)) may not be sold, 
issued, or renewed under this section—

‘‘(i) to an individual who is a part D enrollee (as 
defined in paragraph (6)(B)); or 

‘‘(ii) except as provided in subparagraph (B), to an 
individual who is not a part D enrollee. 
‘‘(B) CONTINUATION PERMITTED FOR NON-PART D EN-

ROLLEES.—Subparagraph (A)(ii) shall not apply to the re-
newal of a medigap Rx policy that was issued before Janu-
ary 1, 2006. 

‘‘(C) CONSTRUCTION.—Nothing in this subsection shall 
be construed as preventing the offering on and after Janu-
ary 1, 2006, of ‘H’, ‘I’, and ‘J’ policies described in para-
graph (2)(D)(i) if the benefit packages are modified in ac-
cordance with paragraph (2)(C). 
‘‘(2) ELIMINATION OF DUPLICATIVE COVERAGE UPON PART D 

ENROLLMENT.—
‘‘(A) IN GENERAL.—In the case of an individual who is 

covered under a medigap Rx policy and enrolls under a 
part D plan—
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‘‘(i) before the end of the initial part D enrollment 
period, the individual may—

‘‘(I) enroll in a medicare supplemental policy 
without prescription drug coverage under para-
graph (3); or 

‘‘(II) continue the policy in effect subject to the 
modification described in subparagraph (C)(i); or 
‘‘(ii) after the end of such period, the individual 

may continue the policy in effect subject to such modi-
fication. 
‘‘(B) NOTICE REQUIRED TO BE PROVIDED TO CURRENT 

POLICYHOLDERS WITH MEDIGAP RX POLICY.—No medicare 
supplemental policy of an issuer shall be deemed to meet 
the standards in subsection (c) unless the issuer provides 
written notice (in accordance with standards of the Sec-
retary established in consultation with the National Asso-
ciation of Insurance Commissioners) during the 60-day pe-
riod immediately preceding the initial part D enrollment 
period, to each individual who is a policyholder or certifi-
cate holder of a medigap Rx policy (at the most recent 
available address of that individual) of the following: 

‘‘(i) If the individual enrolls in a plan under part 
D during the initial enrollment period under section 
1860D–1(b)(2)(A), the individual has the option of—

‘‘(I) continuing enrollment in the individual’s 
current plan, but the plan’s coverage of prescrip-
tion drugs will be modified under subparagraph 
(C)(i); or 

‘‘(II) enrolling in another medicare supple-
mental policy pursuant to paragraph (3). 
‘‘(ii) If the individual does not enroll in a plan 

under part D during such period, the individual may 
continue enrollment in the individual’s current plan 
without change, but—

‘‘(I) the individual will not be guaranteed the 
option of enrollment in another medicare supple-
mental policy pursuant to paragraph (3); and 

‘‘(II) if the current plan does not provide cred-
itable prescription drug coverage (as defined in 
section 1860D–13(b)(4)), notice of such fact and 
that there are limitations on the periods in a year 
in which the individual may enroll under a part 
D plan and any such enrollment is subject to a late 
enrollment penalty. 
‘‘(iii) Such other information as the Secretary may 

specify (in consultation with the National Association 
of Insurance Commissioners), including the potential 
impact of such election on premiums for medicare sup-
plemental policies. 
‘‘(C) MODIFICATION.—

‘‘(i) IN GENERAL.—The policy modification de-
scribed in this subparagraph is the elimination of pre-
scription coverage for expenses of prescription drugs in-
curred after the effective date of the individual’s cov-
erage under a part D plan and the appropriate adjust-
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ment of premiums to reflect such elimination of cov-
erage. 

‘‘(ii) CONTINUATION OF RENEWABILITY AND APPLICA-
TION OF MODIFICATION.—No medicare supplemental 
policy of an issuer shall be deemed to meet the stand-
ards in subsection (c) unless the issuer—

‘‘(I) continues renewability of medigap Rx poli-
cies that it has issued, subject to subclause (II); 
and 

‘‘(II) applies the policy modification described 
in clause (i) in the cases described in clauses (i)(II) 
and (ii) of subparagraph (A). 

‘‘(D) REFERENCES TO RX POLICIES.—
‘‘(i) H, I, AND J POLICIES.—Any reference to a ben-

efit package classified as ‘H’, ‘I’, or ‘J’ (including the 
benefit package classified as ‘J’ with a high deductible 
feature, as described in subsection (p)(11)) under the 
standards established under subsection (p)(2) shall be 
construed as including a reference to such a package as 
modified under subparagraph (C) and such packages 
as modified shall not be counted as a separate benefit 
package under such subsection. 

‘‘(ii) APPLICATION IN WAIVERED STATES.—Except for 
the modification provided under subparagraph (C), the 
waivers previously in effect under subsection (p)(2) 
shall continue in effect. 

‘‘(3) AVAILABILITY OF SUBSTITUTE POLICIES WITH GUARAN-
TEED ISSUE.—

‘‘(A) IN GENERAL.—The issuer of a medicare supple-
mental policy—

‘‘(i) may not deny or condition the issuance or effec-
tiveness of a medicare supplemental policy that has a 
benefit package classified as ‘A’, ‘B’, ‘C’, or ‘F’ (includ-
ing the benefit package classified as ‘F’ with a high de-
ductible feature, as described in subsection (p)(11)), 
under the standards established under subsection 
(p)(2), or a benefit package described in subparagraph 
(A) or (B) of subsection (w)(2) and that is offered and 
is available for issuance to new enrollees by such 
issuer; 

‘‘(ii) may not discriminate in the pricing of such 
policy, because of health status, claims experience, re-
ceipt of health care, or medical condition; and 

‘‘(iii) may not impose an exclusion of benefits based 
on a pre-existing condition under such policy, in the 
case of an individual described in subparagraph (B) 
who seeks to enroll under the policy not later than 63 
days after the effective date of the individual’s coverage 
under a part D plan. 
‘‘(B) INDIVIDUAL COVERED.—An individual described in 

this subparagraph with respect to the issuer of a medicare 
supplemental policy is an individual who—

‘‘(i) enrolls in a part D plan during the initial part 
D enrollment period; 
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‘‘(ii) at the time of such enrollment was enrolled in 
a medigap Rx policy issued by such issuer; and 

‘‘(iii) terminates enrollment in such policy and sub-
mits evidence of such termination along with the appli-
cation for the policy under subparagraph (A). 
‘‘(C) SPECIAL RULE FOR WAIVERED STATES.—For pur-

poses of applying this paragraph in the case of a State that 
provides for offering of benefit packages other than under 
the classification referred to in subparagraph (A)(i), the ref-
erences to benefit packages in such subparagraph are 
deemed references to comparable benefit packages offered in 
such State. 
‘‘(4) ENFORCEMENT.—

‘‘(A) PENALTIES FOR DUPLICATION.—The penalties de-
scribed in subsection (d)(3)(A)(ii) shall apply with respect to 
a violation of paragraph (1)(A). 

‘‘(B) GUARANTEED ISSUE.—The provisions of paragraph 
(4) of subsection (s) shall apply with respect to the require-
ments of paragraph (3) in the same manner as they apply 
to the requirements of such subsection. 
‘‘(5) CONSTRUCTION.—Any provision in this section or in a 

medicare supplemental policy relating to guaranteed renew-
ability of coverage shall be deemed to have been met with re-
spect to a part D enrollee through the continuation of the policy 
subject to modification under paragraph (2)(C) or the offering 
of a substitute policy under paragraph (3). The previous sen-
tence shall not be construed to affect the guaranteed renew-
ability of such a modified or substitute policy. 

‘‘(6) DEFINITIONS.—For purposes of this subsection: 
‘‘(A) MEDIGAP RX POLICY.—The term ‘medigap Rx pol-

icy’ means a medicare supplemental policy—
‘‘(i) which has a benefit package classified as ‘H’, 

‘I’, or ‘J’ (including the benefit package classified as ‘J’ 
with a high deductible feature, as described in sub-
section (p)(11)) under the standards established under 
subsection (p)(2), without regard to this subsection; and 

‘‘(ii) to which such standards do not apply (or to 
which such standards have been waived under sub-
section (p)(6)) but which provides benefits for prescrip-
tion drugs. 

Such term does not include a policy with a benefit package 
as classified under clause (i) which has been modified 
under paragraph (2)(C)(i). 

‘‘(B) PART D ENROLLEE.—The term ‘part D enrollee’ 
means an individual who is enrolled in a part D plan. 

‘‘(C) PART D PLAN.—The term ‘part D plan’ means a 
prescription drug plan or an MA–PD plan (as defined for 
purposes of part D). 

‘‘(D) INITIAL PART D ENROLLMENT PERIOD.—The term 
‘initial part D enrollment period’ means the initial enroll-
ment period described in section 1860D–1(b)(2)(A).’’. 

(2) CONFORMING CURRENT GUARANTEED ISSUE PROVISIONS.—
(A) EXTENDING GUARANTEED ISSUE POLICY FOR INDI-

VIDUALS ENROLLED IN MEDIGAP RX POLICIES WHO TRY MEDI-
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CARE ADVANTAGE.—Subsection (s)(3)(C)(ii) of such section is 
amended—

(i) by striking ‘‘(ii) Only’’ and inserting ‘‘(ii)(I) Sub-
ject to subclause (II), only’’; and 

(ii) by adding at the end the following new sub-
clause: 

‘‘(II) If the medicare supplemental policy referred to in subpara-
graph (B)(v) was a medigap Rx policy (as defined in subsection 
(v)(6)(A)), a medicare supplemental policy described in this subpara-
graph is such policy in which the individual was most recently en-
rolled as modified under subsection (v)(2)(C)(i) or, at the election of 
the individual, a policy referred to in subsection (v)(3)(A)(i).’’. 

(B) CONFORMING AMENDMENT.—Section 
1882(s)(3)(C)(iii) is amended by inserting ‘‘and subject to 
subsection (v)(1)’’ after ‘‘subparagraph (B)(vi)’’. 

(b) DEVELOPMENT OF NEW STANDARDS FOR MEDIGAP POLI-
CIES.—

(1) IN GENERAL.—Section 1882 (42 U.S.C. 1395ss) is fur-
ther amended by adding at the end the following new sub-
section: 
‘‘(w) DEVELOPMENT OF NEW STANDARDS FOR MEDICARE SUP-

PLEMENTAL POLICIES.—
‘‘(1) IN GENERAL.—The Secretary shall request the National 

Association of Insurance Commissioners to review and revise 
the standards for benefit packages under subsection (p)(1), tak-
ing into account the changes in benefits resulting from enact-
ment of the Medicare Prescription Drug, Improvement, and 
Modernization Act of 2003 and to otherwise update standards 
to reflect other changes in law included in such Act. Such revi-
sion shall incorporate the inclusion of the 2 benefit packages de-
scribed in paragraph (2). Such revisions shall be made con-
sistent with the rules applicable under subsection (p)(1)(E) with 
the reference to the ‘1991 NAIC Model Regulation’ deemed a ref-
erence to the NAIC Model Regulation as published in the Fed-
eral Register on December 4, 1998, and as subsequently up-
dated by the National Association of Insurance Commissioners 
to reflect previous changes in law (and subsection (v)) and the 
reference to ‘date of enactment of this subsection’ deemed a ref-
erence to the date of enactment of the Medicare Prescription 
Drug, Improvement, and Modernization Act of 2003. To the ex-
tent practicable, such revision shall provide for the implementa-
tion of revised standards for benefit packages as of January 1, 
2006. 

‘‘(2) NEW BENEFIT PACKAGES.—The benefit packages de-
scribed in this paragraph are the following (notwithstanding 
any other provision of this section relating to a core benefit 
package): 

‘‘(A) FIRST NEW BENEFIT PACKAGE.—A benefit package 
consisting of the following: 

‘‘(i) Subject to clause (ii), coverage of 50 percent of 
the cost-sharing otherwise applicable under parts A 
and B, except there shall be no coverage of the part B 
deductible and coverage of 100 percent of any cost-
sharing otherwise applicable for preventive benefits. 

VerDate jul 14 2003 06:29 Nov 24, 2003 Jkt 090299 PO 00000 Frm 00105 Fmt 6659 Sfmt 6603 E:\HR\OC\HR391.XXX HR391



104

‘‘(ii) Coverage for all hospital inpatient coinsurance 
and 365 extra lifetime days of coverage of inpatient 
hospital services (as in the current core benefit pack-
age). 

‘‘(iii) A limitation on annual out-of-pocket expendi-
tures under parts A and B to $4,000 in 2006 (or, in a 
subsequent year, to such limitation for the previous 
year increased by an appropriate inflation adjustment 
specified by the Secretary). 
‘‘(B) SECOND NEW BENEFIT PACKAGE.—A benefit pack-

age consisting of the benefit package described in subpara-
graph (A), except as follows: 

‘‘(i) Substitute ‘75 percent’ for ‘50 percent’ in clause 
(i) of such subparagraph. 

‘‘(ii) Substitute ‘$2,000’ for ‘$4,000’ in clause (iii) of 
such subparagraph.’’. 

(2) CONFORMING AMENDMENTS.—Section 1882 (42 U.S.C. 
1395ss) is amended—

(A) in subsection (g)(1), by inserting ‘‘a prescription 
drug plan under part D or’’ after ‘‘but does not include’’; 
and 

(B) in subsection (o)(1), by striking ‘‘subsection (p)’’ and 
inserting ‘‘subsections (p), (v), and (w)’’. 

(c) RULE OF CONSTRUCTION.—
(1) IN GENERAL.—Nothing in this Act shall be construed to 

require an issuer of a medicare supplemental policy under sec-
tion 1882 of the Social Security Act (42 U.S.C. 1395rr) to par-
ticipate as a PDP sponsor under part D of title XVIII of such 
Act, as added by section 101, as a condition for issuing such 
policy. 

(2) PROHIBITION ON STATE REQUIREMENT.—A State may not 
require an issuer of a medicare supplemental policy under sec-
tion 1882 of the Social Security Act (42 U.S.C. 1395rr) to par-
ticipate as a PDP sponsor under such part D as a condition for 
issuing such policy. 

SEC. 105. ADDITIONAL PROVISIONS RELATING TO MEDICARE PRE-
SCRIPTION DRUG DISCOUNT CARD AND TRANSITIONAL 
ASSISTANCE PROGRAM. 

(a) EXCLUSION OF COSTS FROM DETERMINATION OF PART B 
MONTHLY PREMIUM.—Section 1839(g) (42 U.S.C. 1395r(g)) is 
amended—

(1) by striking ‘‘attributable to the application of section’’ 
and inserting ‘‘attributable to—

‘‘(1) the application of section’’; 
(2) by striking the period and inserting ‘‘; and’’; and 
(3) by adding at the end the following new paragraph: 
‘‘(2) the medicare prescription drug discount card and tran-

sitional assistance program under section 1860D–31.’’. 
(b) APPLICATION OF CONFIDENTIALITY FOR DRUG PRICING 

DATA.—The last sentence of section 1927(b)(3)(D) (42 U.S.C. 1396r–
8(b)(3)(D)), as added by section 101(e)(4), is amended by inserting 
‘‘and drug pricing data reported under the first sentence of section 
1860D–31(i)(1)’’ after ‘‘section 1860D–4(c)(2)(E)’’. 

(c) RULES FOR IMPLEMENTATION.—The following rules shall 
apply to the medicare prescription drug discount card and transi-
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tional assistance program under section 1860D–31 of the Social Se-
curity Act, as added by section 101(a): 

(1) In promulgating regulations pursuant to subsection 
(a)(2)(B) of such section 1860D–31—

(A) section 1871(a)(3) of the Social Security Act (42 
U.S.C. 1395hh(a)(3)), as added by section 902(a)(1), shall 
not apply; 

(B) chapter 35 of title 44, United States Code, shall not 
apply; and 

(C) sections 553(d) and 801(a)(3)(A) of title 5, United 
States Code, shall not apply. 
(2) Section 1857(c)(5) of the Social Security Act (42 U.S.C. 

1395w–27(c)(5)) shall apply with respect to section 1860D–31 of 
such Act, as added by section 101(a), in the same manner as 
it applies to part C of title XVIII of such Act. 

(3) The administration of such program shall be made 
without regard to chapter 35 of title 44, United States Code. 

(4)(A) There shall be no judicial review of a determination 
not to endorse, or enter into a contract, with a prescription drug 
card sponsor under section 1860D–31 of the Social Security Act.

(B) In the case of any order issued to enjoin any provision 
of section 1860D–31 of the Social Security Act (or of any provi-
sion of this section), such order shall not affect any other provi-
sion of such section (or of this section) and all such provisions 
shall be treated as severable. 
(d) CONFORMING AMENDMENTS TO FEDERAL SMI TRUST FUND 

FOR TRANSITIONAL ASSISTANCE ACCOUNT.—Section 1841 (42 U.S.C. 
1395t), as amended by section 101(e)(3)(C), is amended—

(1) in the last sentence of subsection (a), by inserting after 
‘‘section 1860D–16’’ the following: ‘‘or the Transitional Assist-
ance Account established by section 1860D–31(k)(1)’’; and 

(2) in subsection (g), by adding at the end the following: 
‘‘The payments provided for under section 1860D–31(k)(2) shall 
be made from the Transitional Assistance Account in the Trust 
Fund.’’. 
(e) DISCLOSURE OF RETURN INFORMATION FOR PURPOSES OF 

PROVIDING TRANSITIONAL ASSISTANCE UNDER MEDICARE DISCOUNT 
CARD PROGRAM.—

(1) IN GENERAL.—Subsection (l) of section 6103 of the Inter-
nal Revenue Code of 1986 (relating to disclosure of returns and 
return information for purposes other than tax administration) 
is amended by adding at the end the following new paragraph: 

‘‘(19) DISCLOSURE OF RETURN INFORMATION FOR PURPOSES 
OF PROVIDING TRANSITIONAL ASSISTANCE UNDER MEDICARE DIS-
COUNT CARD PROGRAM.—

‘‘(A) IN GENERAL.—The Secretary, upon written request 
from the Secretary of Health and Human Services pursuant 
to carrying out section 1860D–31 of the Social Security Act, 
shall disclose to officers, employees, and contractors of the 
Department of Health and Human Services with respect to 
a taxpayer for the applicable year—

‘‘(i)(I) whether the adjusted gross income, as modi-
fied in accordance with specifications of the Secretary 
of Health and Human Services for purposes of carrying 
out such section, of such taxpayer and, if applicable, 
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such taxpayer’s spouse, for the applicable year, exceeds 
the amounts specified by the Secretary of Health and 
Human Services in order to apply the 100 and 135 per-
cent of the poverty lines under such section, (II) wheth-
er the return was a joint return, and (III) the applica-
ble year, or 

‘‘(ii) if applicable, the fact that there is no return 
filed for such taxpayer for the applicable year. 
‘‘(B) DEFINITION OF APPLICABLE YEAR.—For the pur-

poses of this subsection, the term ‘applicable year’ means 
the most recent taxable year for which information is avail-
able in the Internal Revenue Service’s taxpayer data infor-
mation systems, or, if there is no return filed for such tax-
payer for such year, the prior taxable year. 

‘‘(C) RESTRICTION ON USE OF DISCLOSED INFORMA-
TION.—Return information disclosed under this paragraph 
may be used only for the purposes of determining eligibility 
for and administering transitional assistance under section 
1860D–31 of the Social Security Act.’’
(2) CONFIDENTIALITY.—Paragraph (3) of section 6103(a) of 

such Code is amended by striking ‘‘or (16)’’ and inserting ‘‘(16), 
or (19)’’. 

(3) PROCEDURES AND RECORDKEEPING RELATED TO DISCLO-
SURES.—Subsection (p)(4) of section 6103 of such Code is 
amended by striking ‘‘(l)(16) or (17)’’ each place it appears and 
inserting ‘‘(l)(16), (17), or (19)’’. 

(4) UNAUTHORIZED DISCLOSURE OR INSPECTION.—Para-
graph (2) of section 7213(a) of such Code is amended by strik-
ing ‘‘or (16)’’ and inserting ‘‘(16), or (19)’’. 

SEC. 106. STATE PHARMACEUTICAL ASSISTANCE TRANSITION COMMIS-
SION. 

(a) ESTABLISHMENT.—
(1) IN GENERAL.—There is established, as of the first day of 

the third month beginning after the date of the enactment of 
this Act, a State Pharmaceutical Assistance Transition Com-
mission (in this section referred to as the ‘‘Commission’’) to de-
velop a proposal for addressing the unique transitional issues 
facing State pharmaceutical assistance programs, and program 
participants, due to the implementation of the voluntary pre-
scription drug benefit program under part D of title XVIII of 
the Social Security Act, as added by section 101. 

(2) DEFINITIONS.—For purposes of this section: 
(A) STATE PHARMACEUTICAL ASSISTANCE PROGRAM DE-

FINED.—The term ‘‘State pharmaceutical assistance pro-
gram’’ means a program (other than the medicaid program) 
operated by a State (or under contract with a State) that 
provides as of the date of the enactment of this Act finan-
cial assistance to medicare beneficiaries for the purchase of 
prescription drugs. 

(B) PROGRAM PARTICIPANT.—The term ‘‘program partic-
ipant’’ means a low-income medicare beneficiary who is a 
participant in a State pharmaceutical assistance program. 

(b) COMPOSITION.—The Commission shall include the following: 
(1) A representative of each Governor of each State that the 

Secretary identifies as operating on a statewide basis a State 
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pharmaceutical assistance program that provides for eligibility 
and benefits that are comparable or more generous than the 
low-income assistance eligibility and benefits offered under sec-
tion 1860D–14 of the Social Security Act. 

(2) Representatives from other States that the Secretary 
identifies have in operation other State pharmaceutical assist-
ance programs, as appointed by the Secretary. 

(3) Representatives of organizations that have an inherent 
interest in program participants or the program itself, as ap-
pointed by the Secretary but not to exceed the number of rep-
resentatives under paragraphs (1) and (2). 

(4) Representatives of Medicare Advantage organizations, 
pharmaceutical benefit managers, and other private health in-
surance plans, as appointed by the Secretary. 

(5) The Secretary (or the Secretary’s designee) and such 
other members as the Secretary may specify. 

The Secretary shall designate a member to serve as Chair of the 
Commission and the Commission shall meet at the call of the Chair. 

(c) DEVELOPMENT OF PROPOSAL.—The Commission shall de-
velop the proposal described in subsection (a) in a manner con-
sistent with the following principles: 

(1) Protection of the interests of program participants in a 
manner that is the least disruptive to such participants and 
that includes a single point of contact for enrollment and proc-
essing of benefits. 

(2) Protection of the financial and flexibility interests of 
States so that States are not financially worse off as a result 
of the enactment of this title. 

(3) Principles of medicare modernization under this Act. 
(d) REPORT.—By not later than January 1, 2005, the Commis-

sion shall submit to the President and Congress a report that con-
tains a detailed proposal (including specific legislative or adminis-
trative recommendations, if any) and such other recommendations 
as the Commission deems appropriate. 

(e) SUPPORT.—The Secretary shall provide the Commission with 
the administrative support services necessary for the Commission to 
carry out its responsibilities under this section. 

(f) TERMINATION.—The Commission shall terminate 30 days 
after the date of submission of the report under subsection (d). 
SEC. 107. STUDIES AND REPORTS. 

(a) STUDY REGARDING REGIONAL VARIATIONS IN PRESCRIPTION 
DRUG SPENDING.—

(1) IN GENERAL.—The Secretary shall conduct a study that 
examines variations in per capita spending for covered part D 
drugs under part D of title XVIII of the Social Security Act 
among PDP regions and, with respect to such spending, the 
amount of such variation that is attributable to—

(A) price variations (described in section 1860D–
15(c)(2) of such Act); and 

(B) differences in per capita utilization that is not 
taken into account in the health status risk adjustment pro-
vided under section 1860D–15(c)(1) of such Act. 
(2) REPORT AND RECOMMENDATIONS.—Not later than Janu-

ary 1, 2009, the Secretary shall submit to Congress a report on 
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the study conducted under paragraph (1). Such report shall in-
clude—

(A) information regarding the extent of geographic var-
iation described in paragraph (1)(B); 

(B) an analysis of the impact on direct subsidies under 
section 1860D–15(a)(1) of the Social Security Act in dif-
ferent PDP regions if such subsidies were adjusted to take 
into account the variation described in subparagraph (A); 
and 

(C) recommendations regarding the appropriateness of 
applying an additional geographic adjustment factor under 
section 1860D–15(c)(2) that reflects some or all of the vari-
ation described in subparagraph (A). 

(b) REVIEW AND REPORT ON CURRENT STANDARDS OF PRACTICE 
FOR PHARMACY SERVICES PROVIDED TO PATIENTS IN NURSING FA-
CILITIES.—

(1) REVIEW.—
(A) IN GENERAL.—Not later than 12 months after the 

date of the enactment of this Act, the Secretary shall con-
duct a thorough review of the current standards of practice 
for pharmacy services provided to patients in nursing fa-
cilities 

(B) SPECIFIC MATTERS REVIEWED.—In conducting the 
review under subparagraph (A), the Secretary shall—

(i) assess the current standards of practice, clinical 
services, and other service requirements generally used 
for pharmacy services in long-term care settings; and 

(ii) evaluate the impact of those standards with re-
spect to patient safety, reduction of medication errors 
and quality of care. 

(2) REPORT.—
(A) IN GENERAL.—Not later than the date that is 18 

months after the date of the enactment of this Act, the Sec-
retary shall submit a report to Congress on the study con-
ducted under paragraph (1)(A). 

(B) CONTENTS.—The report submitted under subpara-
graph (A) shall contain—

(i) a description of the plans of the Secretary to im-
plement the provisions of this Act in a manner con-
sistent with applicable State and Federal laws de-
signed to protect the safety and quality of care of nurs-
ing facility patients; and 

(ii) recommendations regarding necessary actions 
and appropriate reimbursement to ensure the provision 
of prescription drugs to medicare beneficiaries residing 
in nursing facilities in a manner consistent with exist-
ing patient safety and quality of care standards under 
applicable State and Federal laws. 

(c) IOM STUDY ON DRUG SAFETY AND QUALITY.—
(1) IN GENERAL.—The Secretary shall enter into a contract 

with the Institutes of Medicine of the National Academies of 
Science (such Institutes referred to in this subsection as the 
‘‘IOM’’) to carry out a comprehensive study (in this subsection 
referred to as the ‘‘study’’) of drug safety and quality issues in 
order to provide a blueprint for system-wide change. 
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(2) OBJECTIVES.—
(A) The study shall develop a full understanding of 

drug safety and quality issues through an evidence-based 
review of literature, case studies, and analysis. This review 
will consider the nature and causes of medication errors, 
their impact on patients, the differences in causation, im-
pact, and prevention across multiple dimensions of health 
care delivery-including patient populations, care settings, 
clinicians, and institutional cultures. 

(B) The study shall attempt to develop credible esti-
mates of the incidence, severity, costs of medication errors 
that can be useful in prioritizing resources for national 
quality improvement efforts and influencing national 
health care policy. 

(C) The study shall evaluate alternative approaches to 
reducing medication errors in terms of their efficacy, cost-
effectiveness, appropriateness in different settings and cir-
cumstances, feasibility, institutional barriers to implemen-
tation, associated risks, and the quality of evidence sup-
porting the approach. 

(D) The study shall provide guidance to consumers, 
providers, payers, and other key stakeholders on high-pri-
ority strategies to achieve both short-term and long-term 
drug safety goals, to elucidate the goals and expected re-
sults of such initiatives and support the business case for 
them, and to identify critical success factors and key levers 
for achieving success. 

(E) The study shall assess the opportunities and key 
impediments to broad nationwide implementation of medi-
cation error reductions, and to provide guidance to policy-
makers and government agencies (including the Food and 
Drug Administration, the Centers for Medicare & Medicaid 
Services, and the National Institutes of Health) in pro-
moting a national agenda for medication error reduction. 

(F) The study shall develop an applied research agenda 
to evaluate the health and cost impacts of alternative inter-
ventions, and to assess collaborative public and private 
strategies for implementing the research agenda through 
AHRQ and other government agencies. 
(3) CONDUCT OF STUDY.—

(A) EXPERT COMMITTEE.—In conducting the study, the 
IOM shall convene a committee of leading experts and key 
stakeholders in pharmaceutical management and drug 
safety, including clinicians, health services researchers, 
pharmacists, system administrators, payer representatives, 
and others. 

(B) COMPLETION.—The study shall be completed within 
an 18-month period. 
(4) REPORT.—A report on the study shall be submitted to 

Congress upon the completion of the study. 
(5) AUTHORIZATION OF APPROPRIATIONS.—There are author-

ized to be appropriated to carry out this section such sums as 
may be necessary. 
(d) STUDY OF MULTI-YEAR CONTRACTS.—
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(1) IN GENERAL.—The Secretary shall provide for a study 
on the feasibility and advisability of providing for contracting 
with PDP sponsors and MA organizations under parts C and 
D of title XVIII on a multi-year basis. 

(2) REPORT.—Not later than January 1, 2007, the Secretary 
shall submit to Congress a report on the study under paragraph 
(1). The report shall include such recommendations as the Sec-
retary deems appropriate. 
(e) GAO STUDY REGARDING IMPACT OF ASSETS TEST FOR SUB-

SIDY ELIGIBLE INDIVIDUALS.—
(1) STUDY.—The Comptroller General of the United States 

shall conduct a study to determine the extent to which drug uti-
lization and access to covered part D drugs under part D of title 
XVIII of the Social Security Act by subsidy eligible individuals 
differs from such utilization and access for individuals who 
would qualify as such subsidy eligible individuals but for the 
application of section 1860D–14(a)(3)(A)(iii) of such Act. 

(2) REPORT.—Not later than September 30, 2007, the 
Comptroller General shall submit a report to Congress on the 
study conducted under paragraph (1) that includes such rec-
ommendations for legislation as the Comptroller General deter-
mines are appropriate. 
(f) STUDY ON MAKING PRESCRIPTION PHARMACEUTICAL INFOR-

MATION ACCESSIBLE FOR BLIND AND VISUALLY-IMPAIRED INDIVID-
UALS.—

(1) STUDY.—
(A) IN GENERAL.—The Secretary shall undertake a 

study of how to make prescription pharmaceutical informa-
tion, including drug labels and usage instructions, acces-
sible to blind and visually-impaired individuals. 

(B) STUDY TO INCLUDE EXISTING AND EMERGING TECH-
NOLOGIES.—The study under subparagraph (A) shall in-
clude a review of existing and emerging technologies, in-
cluding assistive technology, that makes essential informa-
tion on the content and prescribed use of pharmaceutical 
medicines available in a usable format for blind and vis-
ually-impaired individuals. 
(2) REPORT.—

(A) IN GENERAL.—Not later than 18 months after the 
date of the enactment of this Act, the Secretary shall submit 
a report to Congress on the study required under para-
graph (1). 

(B) CONTENTS OF REPORT.—The report required under 
paragraph (1) shall include recommendations for the imple-
mentation of usable formats for making prescription phar-
maceutical information available to blind and visually-im-
paired individuals and an estimate of the costs associated 
with the implementation of each format. 

SEC. 108. GRANTS TO PHYSICIANS TO IMPLEMENT ELECTRONIC PRE-
SCRIPTION DRUG PROGRAMS. 

(a) IN GENERAL.—The Secretary is authorized to make grants 
to physicians for the purpose of assisting such physicians to imple-
ment electronic prescription drug programs that comply with the 
standards promulgated or modified under section 1860D–4(e) of the 
Social Security Act, as inserted by section 101(a). 
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(b) AWARDING OF GRANTS.—
(1) APPLICATION.—No grant may be made under this sec-

tion except pursuant to a grant application that is submitted 
and approved in a time, manner, and form specified by the Sec-
retary. 

(2) CONSIDERATIONS AND PREFERENCES.—In awarding 
grants under this section, the Secretary shall—

(A) give special consideration to physicians who serve 
a disproportionate number of medicare patients; and 

(B) give preference to physicians who serve a rural or 
underserved area. 
(3) LIMITATION ON GRANTS.—Only 1 grant may be awarded 

under this section with respect to any physician or group prac-
tice of physicians. 
(c) TERMS AND CONDITIONS.—

(1) IN GENERAL.—Grants under this section shall be made 
under such terms and conditions as the Secretary specifies con-
sistent with this section. 

(2) USE OF GRANT FUNDS.—Funds provided under grants 
under this section may be used for any of the following: 

(A) For purchasing, leasing, and installing computer 
software and hardware, including handheld computer tech-
nologies. 

(B) Making upgrades and other improvements to exist-
ing computer software and hardware to enable e-pre-
scribing.

(C) Providing education and training to eligible physi-
cian staff on the use of technology to implement the elec-
tronic transmission of prescription and patient information. 
(3) PROVISION OF INFORMATION.—As a condition for the 

awarding of a grant under this section, an applicant shall pro-
vide to the Secretary such information as the Secretary may re-
quire in order to—

(A) evaluate the project for which the grant is made; 
and 

(B) ensure that funding provided under the grant is ex-
pended only for the purposes for which it is made. 
(4) AUDIT.—The Secretary shall conduct appropriate audits 

of grants under this section. 
(5) MATCHING REQUIREMENT.—The applicant for a grant 

under this section shall agree, with respect to the costs to be in-
curred by the applicant in implementing an electronic prescrip-
tion drug program, to make available (directly or through dona-
tions from public or private entities) non-Federal contributions 
toward such costs in an amount that is not less than 50 percent 
of such costs. Non-Federal contributions under the previous sen-
tence may be in cash or in kind, fairly evaluated, including 
plant, equipment, or services. Amounts provided by the Federal 
Government, or services assisted or subsidized to any signifi-
cant extent by the Federal Government, may not be included in 
determining the amount of such contributions. 
(d) AUTHORIZATION OF APPROPRIATIONS.—There are authorized 

to be appropriated to carry out this section $50,000,000 for fiscal 
year 2007 and such sums as may be necessary for each of fiscal 
years 2008 and 2009. 
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SEC. 109. EXPANDING THE WORK OF MEDICARE QUALITY IMPROVE-
MENT ORGANIZATIONS TO INCLUDE PARTS C AND D. 

(a) APPLICATION TO MEDICARE MANAGED CARE AND PRESCRIP-
TION DRUG COVERAGE.—Section 1154(a)(1) (42 U.S.C. 1320c–
3(a)(1)) is amended by inserting ‘‘, to Medicare Advantage organiza-
tions pursuant to contracts under part C, and to prescription drug 
sponsors pursuant to contracts under part D’’ after ‘‘under section 
1876’’. 

(b) PRESCRIPTION DRUG THERAPY QUALITY IMPROVEMENT.—
Section 1154(a) (42 U.S.C. 1320c–3(a)) is amended by adding at the 
end the following new paragraph: 

‘‘(17) The organization shall execute its responsibilities 
under subparagraphs (A) and (B) of paragraph (1) by offering 
to providers, practitioners, Medicare Advantage organizations 
offering Medicare Advantage plans under part C, and prescrip-
tion drug sponsors offering prescription drug plans under part 
D quality improvement assistance pertaining to prescription 
drug therapy. For purposes of this part and title XVIII, the 
functions described in this paragraph shall be treated as a re-
view function.’’. 
(c) EFFECTIVE DATE.—The amendments made by this section 

shall apply on and after January 1, 2004. 
(d) IOM STUDY OF QIOS.—

(1) IN GENERAL.—The Secretary shall request the Institute 
of Medicine of the National Academy of Sciences to conduct an 
evaluation of the program under part B of title XI of the Social 
Security Act. The study shall include a review of the following: 

(A) An overview of the program under such part. 
(B) The duties of organizations with contracts with the 

Secretary under such part. 
(C) The extent to which quality improvement organiza-

tions improve the quality of care for medicare beneficiaries. 
(D) The extent to which other entities could perform 

such quality improvement functions as well as, or better 
than, quality improvement organizations. 

(E) The effectiveness of reviews and other actions con-
ducted by such organizations in carrying out those duties. 

(F) The source and amount of funding for such organi-
zations. 

(G) The conduct of oversight of such organizations. 
(2) REPORT TO CONGRESS.—Not later than June 1, 2006, 

the Secretary shall submit to Congress a report on the results 
of the study described in paragraph (1), including any rec-
ommendations for legislation. 

(3) INCREASED COMPETITION.—If the Secretary finds based 
on the study conducted under paragraph (1) that other entities 
could improve quality in the medicare program as well as, or 
better than, the current quality improvement organizations, 
then the Secretary shall provide for such increased competition 
through the addition of new types of entities which may perform 
quality improvement functions. 

SEC. 110. CONFLICT OF INTEREST STUDY. 
(a) STUDY.—The Federal Trade Commission shall conduct a 

study of differences in payment amounts for pharmacy services pro-
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vided to enrollees in group health plans that utilize pharmacy ben-
efit managers. Such study shall include the following: 

(1) An assessment of the differences in costs incurred by 
such enrollees and plans for prescription drugs dispensed by 
mail-order pharmacies owned by pharmaceutical benefit man-
agers compared to mail-order pharmacies not owned by phar-
maceutical benefit managers, and community pharmacies. 

(2) Whether such plans are acting in a manner that maxi-
mizes competition and results in lower prescription drug prices 
for enrollees. 
(b) REPORT.—Not later than 18 months after the date of the en-

actment of this Act, the Commission shall submit to Congress a re-
port on the study conducted under subsection (a). Such report shall 
include recommendations regarding any need for legislation to en-
sure the fiscal integrity of the voluntary prescription drug benefit 
program under part D of title XVIII, as added by section 101, that 
may be appropriated as the result of such study. 

(c) EXEMPTION FROM PAPERWORK REDUCTION ACT.—Chapter 35 
of title 44, United States Code, shall not apply to the collection of 
information under subsection (a). 
SEC. 111. STUDY ON EMPLOYMENT-BASED RETIREE HEALTH COV-

ERAGE. 
(a) STUDY.—The Comptroller General of the United States shall 

conduct an initial and final study under this subsection to examine 
trends in employment-based retiree health coverage (as defined in 
1860D–22(c)(1) of the Social Security Act, as added by section 101), 
including coverage under the Federal Employees Health Benefits 
Program (FEHBP), and the options and incentives available under 
this Act which may have an effect on the voluntary provision of such 
coverage. 

(b) CONTENT OF INITIAL STUDY.—The initial study under this 
section shall consider the following: 

(1) Trends in employment-based retiree health coverage 
prior to the date of the enactment of this Act. 

(2) The opinions of sponsors of employment-based retiree 
health coverage concerning which of the options available under 
this Act they are most likely to utilize for the provision of health 
coverage to their medicare-eligible retirees, including an assess-
ment of the administrative burdens associated with the avail-
able options. 

(3) The likelihood of sponsors of employment-based retiree 
health coverage to maintain or adjust their levels of retiree 
health benefits beyond coordination with medicare, including 
for prescription drug coverage, provided to medicare-eligible re-
tirees after the date of the enactment of this Act. 

(4) The factors that sponsors of employment-based retiree 
health coverage expect to consider in making decisions about 
any changes they may make in the health coverage provided to 
medicare-eligible retirees. 

(5) Whether the prescription drug plan options available, or 
the health plan options available under the Medicare Advan-
tage program, are likely to cause employers and other entities 
that did not provide health coverage to retirees prior to the date 
of the enactment of this Act to provide supplemental coverage 
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or contributions toward premium expenses for medicare-eligible 
retirees who may enroll in such options in the future. 
(c) CONTENTS OF FINAL STUDY.—The final study under this sec-

tion shall consider the following: 
(1) Changes in the trends in employment-based retiree 

health coverage since the completion of the initial study by the 
Comptroller General. 

(2) Factors contributing to any changes in coverage levels. 
(3) The number and characteristics of sponsors of employ-

ment-based retiree health coverage who receive the special sub-
sidy payments under section 1860D–22 of the Social Security 
Act, as added by section 101, for the provision of prescription 
drug coverage to their medicare-eligible retirees that is the same 
or greater actuarial value as the prescription drug coverage 
available to other medicare beneficiaries without employment-
based retiree health coverage. 

(4) The extent to which sponsors of employment-based re-
tiree health coverage provide supplemental health coverage or 
contribute to the premiums for medicare-eligible retirees who 
enroll in a prescription drug plan or an MA–PD plan. 

(5) Other coverage options, including tax-preferred retire-
ment or health savings accounts, consumer-directed health 
plans, or other vehicles that sponsors of employment-based re-
tiree health coverage believe would assist retirees with their fu-
ture health care needs and their willingness to sponsor such al-
ternative plan designs. 

(6) The extent to which employers or other entities that did 
not provide employment-based retiree health coverage prior to 
the date of the enactment of this Act provided some form of cov-
erage or financial assistance for retiree health care needs after 
the date of the enactment of this Act.

(7) Recommendations by employers, benefits experts, aca-
demics, and others on ways that the voluntary provision of em-
ployment-based retiree health coverage may be improved and 
expanded. 
(d) REPORTS.—The Comptroller General shall submit a report 

to Congress on—
(1) the initial study under subsection (b) not later than 1 

year after the date of the enactment of this Act; and 
(2) the final study under subsection (c) not later than Janu-

ary 1, 2007. 
(e) CONSULTATION.—The Comptroller General shall consult 

with sponsors of employment-based retiree health coverage, benefits 
experts, human resources professionals, employee benefits consult-
ants, and academics with experience in health benefits and survey 
research in the development and design of the initial and final stud-
ies under this section. 

TITLE II—MEDICARE ADVANTAGE 

Subtitle A—Implementation of Medicare Advantage Program 

SEC. 201. IMPLEMENTATION OF MEDICARE ADVANTAGE PROGRAM. 
(a) IN GENERAL.—There is hereby established the Medicare Ad-

vantage program. The Medicare Advantage program shall consist of 
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the program under part C of title XVIII of the Social Security Act 
(as amended by this Act). 

(b) REFERENCES.—Subject to subsection (c), any reference to the 
program under part C of title XVIII of the Social Security Act shall 
be deemed a reference to the Medicare Advantage program and, 
with respect to such part, any reference to ‘‘Medicare+Choice’’ is 
deemed a reference to ‘‘Medicare Advantage’’ and ‘‘MA’’. 

(c) TRANSITION.—In order to provide for an orderly transition 
and avoid beneficiary and provider confusion, the Secretary shall 
provide for an appropriate transition in the use of the terms 
‘‘Medicare+Choice’’ and ‘‘Medicare Advantage’’ (or ‘‘MA’’) in ref-
erence to the program under part C of title XVIII of the Social Secu-
rity Act. Such transition shall be fully completed for all materials 
for plan years beginning not later than January 1, 2006. Before the 
completion of such transition, any reference to ‘‘Medicare Advan-
tage’’ or ‘‘MA’’ shall be deemed to include a reference to 
‘‘Medicare+Choice’’. 

Subtitle B—Immediate Improvements 

SEC. 211. IMMEDIATE IMPROVEMENTS. 
(a) EQUALIZING PAYMENTS WITH FEE-FOR-SERVICE.—

(1) IN GENERAL.—Section 1853(c)(1) (42 U.S.C. 1395w–
23(c)(1)) is amended by adding at the end the following: 

‘‘(D) 100 PERCENT OF FEE-FOR-SERVICE COSTS.—
‘‘(i) IN GENERAL.—For each year specified in clause 

(ii), the adjusted average per capita cost for the year in-
volved, determined under section 1876(a)(4) and ad-
justed as appropriate for the purpose of risk adjust-
ment, for the MA payment area for individuals who are 
not enrolled in an MA plan under this part for the 
year, but adjusted to exclude costs attributable to pay-
ments under section 1886(h). 

‘‘(ii) PERIODIC REBASING.—The provisions of clause 
(i) shall apply for 2004 and for subsequent years as the 
Secretary shall specify (but not less than once every 3 
years). 

‘‘(iii) INCLUSION OF COSTS OF VA AND DOD MILI-
TARY FACILITY SERVICES TO MEDICARE-ELIGIBLE BENE-
FICIARIES.—In determining the adjusted average per 
capita cost under clause (i) for a year, such cost shall 
be adjusted to include the Secretary’s estimate, on a per 
capita basis, of the amount of additional payments 
that would have been made in the area involved under 
this title if individuals entitled to benefits under this 
title had not received services from facilities of the De-
partment of Defense or the Department of Veterans Af-
fairs.’’. 

(2) CONFORMING AMENDMENT.—Such section is further 
amended, in the matter before subparagraph (A), by striking ‘‘or 
(C)’’ and inserting ‘‘(C), or (D)’’. 
(b) CHANGE IN BUDGET NEUTRALITY FOR BLEND.—Section 

1853(c) (42 U.S.C. 1395w–23(c)) is amended—
(1) in paragraph (1)(A), by inserting ‘‘(for a year other than 

2004)’’ after ‘‘multiplied’’; and 
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(2) in paragraph (5), by inserting ‘‘(other than 2004)’’ after 
‘‘for each year’’. 
(c) INCREASING MINIMUM PERCENTAGE INCREASE TO NATIONAL 

GROWTH RATE.—
(1) IN GENERAL.—Section 1853(c)(1) (42 U.S.C. 1395w–

23(c)(1)) is amended—
(A) in subparagraph (A), by striking ‘‘The sum’’ and in-

serting ‘‘For a year before 2005, the sum’’; 
(B) in subparagraph (B)(iv), by striking ‘‘and each suc-

ceeding year’’ and inserting ‘‘, 2003, and 2004’’; 
(C) in subparagraph (C)(iv), by striking ‘‘and each suc-

ceeding year’’ and inserting ‘‘and 2003’’; and 
(D) by adding at the end of subparagraph (C) the fol-

lowing new clause: 
‘‘(v) For 2004 and each succeeding year, the greater 

of—
‘‘(I) 102 percent of the annual MA capitation 

rate under this paragraph for the area for the pre-
vious year; or 

‘‘(II) the annual MA capitation rate under this 
paragraph for the area for the previous year in-
creased by the national per capita MA growth per-
centage, described in paragraph (6) for that suc-
ceeding year, but not taking into account any ad-
justment under paragraph (6)(C) for a year before 
2004.’’. 

(2) CONFORMING AMENDMENT.—Section 1853(c)(6)(C) (42 
U.S.C. 1395w–23(c)(6)(C)) is amended by inserting before the 
period at the end the following: ‘‘, except that for purposes of 
paragraph (1)(C)(v)(II), no such adjustment shall be made for 
a year before 2004’’. 
(d) INCLUSION OF COSTS OF DOD AND VA MILITARY FACILITY 

SERVICES TO MEDICARE-ELIGIBLE BENEFICIARIES IN CALCULATION 
OF PAYMENT RATES.—Section 1853(c)(3) (42 U.S.C. 1395w–23(c)(3)) 
is amended—

(1) in subparagraph (A), by striking ‘‘subparagraph (B)’’ 
and inserting ‘‘subparagraphs (B) and (E)’’; and 

(2) by adding at the end the following new subparagraph: 
‘‘(E) INCLUSION OF COSTS OF DOD AND VA MILITARY FA-

CILITY SERVICES TO MEDICARE-ELIGIBLE BENEFICIARIES.—In 
determining the area-specific MA capitation rate under 
subparagraph (A) for a year (beginning with 2004), the an-
nual per capita rate of payment for 1997 determined under 
section 1876(a)(1)(C) shall be adjusted to include in the 
rate the Secretary’s estimate, on a per capita basis, of the 
amount of additional payments that would have been made 
in the area involved under this title if individuals entitled 
to benefits under this title had not received services from 
facilities of the Department of Defense or the Department of 
Veterans Affairs.’’. 

(e) EXTENDING SPECIAL RULE FOR CERTAIN INPATIENT HOS-
PITAL STAYS TO REHABILITATION HOSPITALS AND LONG-TERM CARE 
HOSPITALS.—

(1) IN GENERAL.—Section 1853(g) (42 U.S.C. 1395w–23(g)) 
is amended—
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(A) in the matter preceding paragraph (1), by inserting 
‘‘, a rehabilitation hospital described in section 
1886(d)(1)(B)(ii) or a distinct part rehabilitation unit de-
scribed in the matter following clause (v) of section 
1886(d)(1)(B), or a long-term care hospital (described in 
section 1886(d)(1)(B)(iv))’’ after ‘‘1886(d)(1)(B))’’; and 

(B) in paragraph (2)(B), by inserting ‘‘or other payment 
provision under this title for inpatient services for the type 
of facility, hospital, or unit involved, described in the mat-
ter preceding paragraph (1), as the case may be,’’ after 
‘‘1886(d)’’. 
(2) EFFECTIVE DATE.—The amendments made by para-

graph (1) shall apply to contract years beginning on or after 
January 1, 2004. 
(f) MEDPAC STUDY OF AAPCC.—

(1) STUDY.—The Medicare Payment Advisory Commission 
shall conduct a study that assesses the method used for deter-
mining the adjusted average per capita cost (AAPCC) under 
section 1876(a)(4) of the Social Security Act (42 U.S.C. 
1395mm(a)(4)) as applied under section 1853(c)(1)(A) of such 
Act (as amended by subsection (a)). Such study shall include an 
examination of—

(A) the bases for variation in such costs between dif-
ferent areas, including differences in input prices, utiliza-
tion, and practice patterns; 

(B) the appropriate geographic area for payment of MA 
local plans under the Medicare Advantage program under 
part C of title XVIII of such Act; and 

(C) the accuracy of risk adjustment methods in reflect-
ing differences in costs of providing care to different groups 
of beneficiaries served under such program. 
(2) REPORT.—Not later than 18 months after the date of the 

enactment of this Act, the Commission shall submit to Congress 
a report on the study conducted under paragraph (1). 
(g) REPORT ON IMPACT OF INCREASED FINANCIAL ASSISTANCE 

TO MEDICARE ADVANTAGE PLANS.—Not later than July 1, 2006, the 
Secretary shall submit to Congress a report that describes the im-
pact of additional financing provided under this Act and other Acts 
(including the Medicare, Medicaid, and SCHIP Balanced Budget 
Refinement Act of 1999 and BIPA) on the availability of Medicare 
Advantage plans in different areas and its impact on lowering pre-
miums and increasing benefits under such plans. 

(h) MEDPAC STUDY AND REPORT ON CLARIFICATION OF AU-
THORITY REGARDING DISAPPROVAL OF UNREASONABLE BENEFICIARY 
COST-SHARING.—

(1) STUDY.—The Medicare Payment Advisory Commission, 
in consultation with beneficiaries, consumer groups, employers, 
and organizations offering plans under part C of title XVIII of 
the Social Security Act, shall conduct a study to determine the 
extent to which the cost-sharing structures under such plans af-
fect access to covered services or select enrollees based on the 
health status of eligible individuals described in section 
1851(a)(3) of the Social Security Act (42 U.S.C. 1395w–
21(a)(3)). 
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(2) REPORT.—Not later than December 31, 2004, the Com-
mission shall submit a report to Congress on the study con-
ducted under paragraph (1) together with recommendations for 
such legislation and administrative actions as the Commission 
considers appropriate. 
(i) IMPLEMENTATION OF PROVISIONS.—

(1) ANNOUNCEMENT OF REVISED MEDICARE ADVANTAGE PAY-
MENT RATES.—Within 6 weeks after the date of the enactment 
of this Act, the Secretary shall determine, and shall announce 
(in a manner intended to provide notice to interested parties) 
MA capitation rates under section 1853 of the Social Security 
Act (42 U.S.C. 1395w–23) for 2004, revised in accordance with 
the provisions of this section. 

(2) TRANSITION TO REVISED PAYMENT RATES.—The provi-
sions of section 604 of BIPA (114 Stat. 2763A–555) (other than 
subsection (a)) shall apply to the provisions of subsections (a) 
through (d) of this section for 2004 in the same manner as the 
provisions of such section 604 applied to the provisions of BIPA 
for 2001. 

(3) SPECIAL RULE FOR PAYMENT RATES IN 2004.—
(A) JANUARY AND FEBRUARY.—Notwithstanding the 

amendments made by subsections (a) through (d), for pur-
poses of making payments under section 1853 of the Social 
Security Act (42 U.S.C. 1395w–23) for January and Feb-
ruary 2004, the annual capitation rate for a payment area 
shall be calculated and the excess amount under section 
1854(f)(1)(B) of such Act (42 U.S.C. 1395w–24(f)(1)(B)) 
shall be determined as if such amendments had not been 
enacted. 

(B) MARCH THROUGH DECEMBER.—Notwithstanding the 
amendments made by subsections (a) through (d), for pur-
poses of making payments under section 1853 of the Social 
Security Act (42 U.S.C. 1395w–23) for March through De-
cember 2004, the annual capitation rate for a payment area 
shall be calculated and the excess amount under section 
1854(f)(1)(B) of such Act (42 U.S.C. 1395w–24(f)(1)(B)) 
shall be determined, in such manner as the Secretary esti-
mates will ensure that the total of such payments with re-
spect to 2004 is the same as the amounts that would have 
been if subparagraph (A) had not been enacted. 

(C) CONSTRUCTION.—Subparagraphs (A) and (B) shall 
not be taken into account in computing such capitation rate 
for 2005 and subsequent years. 
(4) PLANS REQUIRED TO PROVIDE NOTICE OF CHANGES IN 

PLAN BENEFITS.—In the case of an organization offering a plan 
under part C of title XVIII of the Social Security Act that re-
vises its submission of the information described in section 
1854(a)(1) of such Act (42 U.S.C. 1395w–23(a)(1)) for a plan 
pursuant to the application of paragraph (2), if such revision 
results in changes in beneficiary premiums, beneficiary cost-
sharing, or benefits under the plan, then by not later than 3 
weeks after the date the Secretary approves such submission, 
the organization offering the plan shall provide each beneficiary 
enrolled in the plan with written notice of such changes. 
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(5) LIMITATION ON REVIEW.—There shall be no administra-
tive or judicial review under section 1869 or section 1878 of the 
Social Security Act (42 U.S.C. 1395ff and 1395oo), or otherwise 
of any determination made by the Secretary under this sub-
section or the application of the payment rates determined pur-
suant to this subsection. 
(j) ADDITIONAL AMENDMENTS.—Section 1852(d)(4) (42 U.S.C. 

1395w–22(d)(4)) is amended—
(1) in subparagraph (B), by inserting ‘‘(other than deemed 

contracts or agreements under subsection (j)(6))’’ after ‘‘the plan 
has contracts or agreements’’; and 

(2) in the last sentence, by inserting before the period at the 
end the following: ‘‘, except that, if a plan entirely meets such 
requirement with respect to a category of health care profes-
sional or provider on the basis of subparagraph (B), it may pro-
vide for a higher beneficiary copayment in the case of health 
care professionals and providers of that category who do not 
have contracts or agreements (other than deemed contracts or 
agreements under subsection (j)(6)) to provide covered services 
under the terms of the plan’’. 

Subtitle C—Offering of Medicare Advantage (MA) Regional 
Plans; Medicare Advantage Competition 

SEC. 221. ESTABLISHMENT OF MA REGIONAL PLANS. 
(a) OFFERING OF MA REGIONAL PLANS.—

(1) IN GENERAL.—Section 1851(a)(2)(A) is amended—
(A) by striking ‘‘COORDINATED CARE PLANS.—Coordi-

nated’’ and inserting the following: ‘‘COORDINATED CARE 
PLANS (INCLUDING REGIONAL PLANS).—

‘‘(i) IN GENERAL.—Coordinated’’; 
(B) by inserting ‘‘regional or local’’ before ‘‘preferred 

provider organization plans’’; and 
(C) by inserting ‘‘(including MA regional plans)’’ after 

‘‘preferred provider organization plans’’. 
(2) MORATORIUM ON NEW LOCAL PREFERRED PROVIDER OR-

GANIZATION PLANS.—The Secretary shall not permit the offering 
of a local preferred provider organization plan under part C of 
title XVIII of the Social Security Act during 2006 or 2007 in a 
service area unless such plan was offered under such part (in-
cluding under a demonstration project under such part) in such 
area as of December 31, 2005. 
(b) DEFINITION OF MA REGIONAL PLAN; MA LOCAL PLAN.—

(1) IN GENERAL.—Section 1859(b) (42 U.S.C. 1395w–29(b)) 
is amended by adding at the end the following new paragraphs: 

‘‘(4) MA REGIONAL PLAN.—The term ‘MA regional plan’ 
means an MA plan described in section 1851(a)(2)(A)(i)—

‘‘(A) that has a network of providers that have agreed 
to a contractually specified reimbursement for covered bene-
fits with the organization offering the plan; 

‘‘(B) that provides for reimbursement for all covered 
benefits regardless of whether such benefits are provided 
within such network of providers; and 

‘‘(C) the service area of which is one or more entire MA 
regions. 
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‘‘(5) MA LOCAL PLAN.—The term ‘MA local plan’ means an 
MA plan that is not an MA regional plan.’’. 

(2) CONSTRUCTION.—Nothing in part C of title XVIII of the 
Social Security Act shall be construed as preventing an MSA 
plan or MA private fee-for-service plan from having a service 
area that covers one or more MA regions or the entire nation. 
(c) RULES FOR MA REGIONAL PLANS.—Part C of title XVIII (42 

U.S.C. 1395w–21 et seq.) is amended by inserting after section 1857 
the following new section: 

‘‘SPECIAL RULES FOR MA REGIONAL PLANS 

‘‘SEC. 1858. (a) REGIONAL SERVICE AREA; ESTABLISHMENT OF 
MA REGIONS.—

‘‘(1) COVERAGE OF ENTIRE MA REGION.—The service area for 
an MA regional plan shall consist of an entire MA region estab-
lished under paragraph (2) and the provisions of section 
1854(h) shall not apply to such a plan. 

‘‘(2) ESTABLISHMENT OF MA REGIONS.—
‘‘(A) MA REGION.—For purposes of this title, the term 

‘MA region’ means such a region within the 50 States and 
the District of Columbia as established by the Secretary 
under this paragraph. 

‘‘(B) ESTABLISHMENT.—
‘‘(i) INITIAL ESTABLISHMENT.—Not later than Janu-

ary 1, 2005, the Secretary shall first establish and pub-
lish MA regions. 

‘‘(ii) PERIODIC REVIEW AND REVISION OF SERVICE 
AREAS.—The Secretary may periodically review MA re-
gions under this paragraph and, based on such review, 
may revise such regions if the Secretary determines 
such revision to be appropriate. 
‘‘(C) REQUIREMENTS FOR MA REGIONS.—The Secretary 

shall establish, and may revise, MA regions under this 
paragraph in a manner consistent with the following: 

‘‘(i) NUMBER OF REGIONS.—There shall be no fewer 
than 10 regions, and no more than 50 regions. 

‘‘(ii) MAXIMIZING AVAILABILITY OF PLANS.—The re-
gions shall maximize the availability of MA regional 
plans to all MA eligible individuals without regard to 
health status, especially those residing in rural areas. 
‘‘(D) MARKET SURVEY AND ANALYSIS.—Before estab-

lishing MA regions, the Secretary shall conduct a market 
survey and analysis, including an examination of current 
insurance markets, to determine how the regions should be 
established. 
‘‘(3) NATIONAL PLAN.—Nothing in this subsection shall be 

construed as preventing an MA regional plan from being offered 
in more than one MA region (including all regions). 
‘‘(b) APPLICATION OF SINGLE DEDUCTIBLE AND CATASTROPHIC 

LIMIT ON OUT-OF-POCKET EXPENSES.—An MA regional plan shall 
include the following: 

‘‘(1) SINGLE DEDUCTIBLE.—Any deductible for benefits 
under the original medicare fee-for-service program option shall 
be a single deductible (instead of a separate inpatient hospital 
deductible and a part B deductible) and may be applied dif-
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ferentially for in-network services and may be waived for pre-
ventive or other items and services. 

‘‘(2) CATASTROPHIC LIMIT.—
‘‘(A) IN-NETWORK.—A catastrophic limit on out-of-pock-

et expenditures for in-network benefits under the original 
medicare fee-for-service program option. 

‘‘(B) TOTAL.—A catastrophic limit on out-of-pocket ex-
penditures for all benefits under the original medicare fee-
for-service program option. 

‘‘(c) PORTION OF TOTAL PAYMENTS TO AN ORGANIZATION SUB-
JECT TO RISK FOR 2006 AND 2007.—

‘‘(1) APPLICATION OF RISK CORRIDORS.—
‘‘(A) IN GENERAL.—This subsection shall only apply to 

MA regional plans offered during 2006 or 2007. 
‘‘(B) NOTIFICATION OF ALLOWABLE COSTS UNDER THE 

PLAN.—In the case of an MA organization that offers an 
MA regional plan in an MA region in 2006 or 2007, the or-
ganization shall notify the Secretary, before such date in 
the succeeding year as the Secretary specifies, of—

‘‘(i) its total amount of costs that the organization 
incurred in providing benefits covered under the origi-
nal medicare fee-for-service program option for all en-
rollees under the plan in the region in the year and the 
portion of such costs that is attributable to administra-
tive expenses described in subparagraph (C); and

‘‘(ii) its total amount of costs that the organization 
incurred in providing rebatable integrated benefits (as 
defined in subparagraph (D)) and with respect to such 
benefits the portion of such costs that is attributable to 
administrative expenses described in subparagraph (C) 
and not described in clause (i) of this subparagraph. 
‘‘(C) ALLOWABLE COSTS DEFINED.—For purposes of this 

subsection, the term ‘allowable costs’ means, with respect to 
an MA regional plan for a year, the total amount of costs 
described in subparagraph (B) for the plan and year, re-
duced by the portion of such costs attributable to adminis-
trative expenses incurred in providing the benefits de-
scribed in such subparagraph. 

‘‘(D) REBATABLE INTEGRATED BENEFITS.—For purposes 
of this subsection, the term ‘rebatable integrated benefits’ 
means such non-drug supplemental benefits under sub-
clause (I) of section 1854(b)(1)(C)(ii) pursuant to a rebate 
under such section that the Secretary determines are inte-
grated with the benefits described in subparagraph (B)(i). 
‘‘(2) ADJUSTMENT OF PAYMENT.—

‘‘(A) NO ADJUSTMENT IF ALLOWABLE COSTS WITHIN 3 
PERCENT OF TARGET AMOUNT.—If the allowable costs for 
the plan for the year are at least 97 percent, but do not ex-
ceed 103 percent, of the target amount for the plan and 
year, there shall be no payment adjustment under this sub-
section for the plan and year. 

‘‘(B) INCREASE IN PAYMENT IF ALLOWABLE COSTS ABOVE 
103 PERCENT OF TARGET AMOUNT.—

‘‘(i) COSTS BETWEEN 103 AND 108 PERCENT OF TAR-
GET AMOUNT.—If the allowable costs for the plan for 
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the year are greater than 103 percent, but not greater 
than 108 percent, of the target amount for the plan and 
year, the Secretary shall increase the total of the 
monthly payments made to the organization offering 
the plan for the year under section 1853(a) by an 
amount equal to 50 percent of the difference between 
such allowable costs and 103 percent of such target 
amount. 

‘‘(ii) COSTS ABOVE 108 PERCENT OF TARGET 
AMOUNT.—If the allowable costs for the plan for the 
year are greater than 108 percent of the target amount 
for the plan and year, the Secretary shall increase the 
total of the monthly payments made to the organization 
offering the plan for the year under section 1853(a) by 
an amount equal to the sum of—

‘‘(I) 2.5 percent of such target amount; and 
‘‘(II) 80 percent of the difference between such 

allowable costs and 108 percent of such target 
amount. 

‘‘(C) REDUCTION IN PAYMENT IF ALLOWABLE COSTS 
BELOW 97 PERCENT OF TARGET AMOUNT.—

‘‘(i) COSTS BETWEEN 92 AND 97 PERCENT OF TARGET 
AMOUNT.—If the allowable costs for the plan for the 
year are less than 97 percent, but greater than or equal 
to 92 percent, of the target amount for the plan and 
year, the Secretary shall reduce the total of the monthly 
payments made to the organization offering the plan 
for the year under section 1853(a) by an amount (or 
otherwise recover from the plan an amount) equal to 50 
percent of the difference between 97 percent of the tar-
get amount and such allowable costs. 

‘‘(ii) COSTS BELOW 92 PERCENT OF TARGET 
AMOUNT.—If the allowable costs for the plan for the 
year are less than 92 percent of the target amount for 
the plan and year, the Secretary shall reduce the total 
of the monthly payments made to the organization of-
fering the plan for the year under section 1853(a) by an 
amount (or otherwise recover from the plan an amount) 
equal to the sum of—

‘‘(I) 2.5 percent of such target amount; and 
‘‘(II) 80 percent of the difference between 92 

percent of such target amount and such allowable 
costs. 

‘‘(D) TARGET AMOUNT DESCRIBED.—For purposes of this 
paragraph, the term ‘target amount’ means, with respect to 
an MA regional plan offered by an organization in a year, 
an amount equal to—

‘‘(i) the sum of—
‘‘(I) the total monthly payments made to the 

organization for enrollees in the plan for the year 
that are attributable to benefits under the original 
medicare fee-for-service program option (as defined 
in section 1852(a)(1)(B)); 
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‘‘(II) the total of the MA monthly basic bene-
ficiary premium collectable for such enrollees for 
the year; and 

‘‘(III) the total amount of the rebates under 
section 1854(b)(1)(C)(ii) that are attributable to 
rebatable integrated benefits; reduced by 
‘‘(ii) the amount of administrative expenses as-

sumed in the bid insofar as the bid is attributable to 
benefits described in clause (i)(I) or (i)(III). 

‘‘(3) DISCLOSURE OF INFORMATION.—
‘‘(A) IN GENERAL.—Each contract under this part shall 

provide—
‘‘(i) that an MA organization offering an MA re-

gional plan shall provide the Secretary with such infor-
mation as the Secretary determines is necessary to 
carry out this subsection; and 

‘‘(ii) that, pursuant to section 1857(d)(2)(B), the 
Secretary has the right to inspect and audit any books 
and records of the organization that pertain to the in-
formation regarding costs provided to the Secretary 
under paragraph (1)(B). 
‘‘(B) RESTRICTION ON USE OF INFORMATION.—Informa-

tion disclosed or obtained pursuant to the provisions of this 
subsection may be used by officers, employees, and contrac-
tors of the Department of Health and Human Services only 
for the purposes of, and to the extent necessary in, carrying 
out this subsection. 

‘‘(d) ORGANIZATIONAL AND FINANCIAL REQUIREMENTS.—
‘‘(1) IN GENERAL.—In the case of an MA organization that 

is offering an MA regional plan in an MA region and—
‘‘(A) meets the requirements of section 1855(a)(1) with 

respect to at least one such State in such region; and 
‘‘(B) with respect to each other State in such region in 

which it does not meet requirements, it demonstrates to the 
satisfaction of the Secretary that it has filed the necessary 
application to meet such requirements,

the Secretary may waive such requirement with respect to each 
State described in subparagraph (B) for such period of time as 
the Secretary determines appropriate for the timely processing 
of such an application by the State (and, if such application is 
denied, through the end of such plan year as the Secretary de-
termines appropriate to provide for a transition). 

‘‘(2) SELECTION OF APPROPRIATE STATE.—In applying para-
graph (1) in the case of an MA organization that meets the re-
quirements of section 1855(a)(1) with respect to more than one 
State in a region, the organization shall select, in a manner 
specified by the Secretary among such States, one State the 
rules of which shall apply in the case of the States described 
in paragraph (1)(B). 
‘‘(e) STABILIZATION FUND.—

‘‘(1) ESTABLISHMENT.—The Secretary shall establish under 
this subsection an MA Regional Plan Stabilization Fund (in 
this subsection referred to as the ‘Fund’) which shall be avail-
able for 2 purposes: 
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‘‘(A) PLAN ENTRY.—To provide incentives to have MA 
regional plans offered in each MA region under paragraph 
(3). 

‘‘(B) PLAN RETENTION.—To provide incentives to retain 
MA regional plans in certain MA regions with below-na-
tional-average MA market penetration under paragraph 
(4). 
‘‘(2) FUNDING.—

‘‘(A) INITIAL FUNDING.—
‘‘(i) IN GENERAL.—There shall be available to the 

Fund, for expenditures from the Fund during the pe-
riod beginning on January 1, 2007, and ending on De-
cember 31, 2013, a total of $10,000,000,000. 

‘‘(ii) PAYMENT FROM TRUST FUNDS.—Such amount 
shall be available to the Fund, as expenditures are 
made from the Fund, from the Federal Hospital Insur-
ance Trust Fund and the Federal Supplementary Med-
ical Insurance Trust Fund in the proportion specified 
in section 1853(f). 
‘‘(B) ADDITIONAL FUNDING FROM SAVINGS.—

‘‘(i) IN GENERAL.—There shall also be made avail-
able to the Fund, 50 percent of savings described in 
clause (ii). 

‘‘(ii) SAVINGS.—The savings described in this 
clause are 25 percent of the average per capita savings 
described in section 1854(b)(4)(C) for which monthly 
rebates are provided under section 1854(b)(1)(C) in the 
fiscal year involved that are attributable to MA re-
gional plans.

‘‘(iii) AVAILABILITY.—Funds made available under 
this subparagraph shall be transferred into a special 
account in the Treasury from the Federal Hospital In-
surance Trust Fund and the Federal Supplementary 
Medical Insurance Trust Fund in the proportion speci-
fied in section 1853(f) on a monthly basis. 
‘‘(C) OBLIGATIONS.—Amounts in the Fund shall be 

available in advance of appropriations to MA regional 
plans in qualifying MA regions only in accordance with 
paragraph (5). 

‘‘(D) ORDERING.—Expenditures from the Fund shall 
first be made from amounts made available under subpara-
graph (A). 
‘‘(3) PLAN ENTRY FUNDING.—

‘‘(A) IN GENERAL.—Funding is available under this 
paragraph for a year only as follows: 

‘‘(i) NATIONAL PLAN.—For a national bonus pay-
ment described in subparagraph (B) for the offering by 
a single MA organization of an MA regional plan in 
each MA region in the year, but only if there was not 
such a plan offered in each such region in the previous 
year. Funding under this clause is only available with 
respect to any individual MA organization for a single 
year, but may be made available to more than one such 
organization in the same year. 
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‘‘(ii) REGIONAL PLANS.—Subject to clause (iii), for 
an increased amount under subparagraph (C) for an 
MA regional plan offered in an MA region which did 
not have any MA regional plan offered in the prior 
year. 

‘‘(iii) LIMITATION ON REGIONAL PLAN FUNDING IN 
CASE OF NATIONAL PLAN.—In no case shall there be any 
payment adjustment under subparagraph (C) for a 
year for which a national payment adjustment is made 
under subparagraph (B). 
‘‘(B) NATIONAL BONUS PAYMENT.—The national bonus 

payment under this subparagraph shall—
‘‘(i) be available to an MA organization only if the 

organization offers MA regional plans in every MA re-
gion; 

‘‘(ii) be available with respect to all MA regional 
plans of the organization regardless of whether any 
other MA regional plan is offered in any region; and 

‘‘(iii) subject to amounts available under para-
graph (5) for a year, be equal to 3 percent of the bench-
mark amount otherwise applicable for each MA re-
gional plan offered by the organization. 
‘‘(C) REGIONAL PAYMENT ADJUSTMENT.—

‘‘(i) IN GENERAL.—The increased amount under 
this subparagraph for an MA regional plan in an MA 
region for a year shall be an amount, determined by 
the Secretary, based on the bid submitted for such plan 
(or plans) and shall be available to all MA regional 
plans offered in such region and year. Such amount 
may be based on the mean, mode, or median, or other 
measure of such bids and may vary from region to re-
gion. The Secretary may not limit the number of plans 
or bids in a region. 

‘‘(ii) MULTI-YEAR FUNDING.—
‘‘(I) IN GENERAL.—Subject to amounts avail-

able under paragraph (5), funding under this sub-
paragraph shall be available for a period deter-
mined by the Secretary. 

‘‘(II) REPORT.—If the Secretary determines that 
funding will be provided for a second consecutive 
year with respect to an MA region, the Secretary 
shall submit to the Congress a report that de-
scribes the underlying market dynamics in the re-
gion and that includes recommendations con-
cerning changes in the payment methodology oth-
erwise provided for MA regional plans under this 
part. 
‘‘(iii) APPLICATION TO ALL PLANS IN A REGION.—

Funding under this subparagraph with respect to an 
MA region shall be made available with respect to all 
MA regional plans offered in the region. 

‘‘(iv) LIMITATION ON AVAILABILITY OF PLAN RETEN-
TION FUNDING IN NEXT YEAR.—If an increased amount 
is made available under this subparagraph with re-
spect to an MA region for a period determined by the 

VerDate jul 14 2003 06:29 Nov 24, 2003 Jkt 090299 PO 00000 Frm 00127 Fmt 6659 Sfmt 6603 E:\HR\OC\HR391.XXX HR391



126

Secretary under clause (ii)(I), in no case shall funding 
be available under paragraph (4) with respect to MA 
regional plans offered in the region in the year fol-
lowing such period. 
‘‘(D) APPLICATION.—Any additional payment under this 

paragraph provided for an MA regional plan for a year 
shall be treated as if it were an addition to the benchmark 
amount otherwise applicable to such plan and year, but 
shall not be taken into account in the computation of any 
benchmark amount for any subsequent year. 
‘‘(4) PLAN RETENTION FUNDING.—

‘‘(A) IN GENERAL.—Funding is available under this 
paragraph for a year with respect to MA regional plans of-
fered in an MA region for the increased amount specified 
in subparagraph (B) but only if the region meets the re-
quirements of subparagraphs (C) and (E). 

‘‘(B) PAYMENT INCREASE.—The increased amount under 
this subparagraph for an MA regional plan in an MA re-
gion for a year shall be an amount, determined by the Sec-
retary, that does not exceed the greater of—

‘‘(i) 3 percent of the benchmark amount applicable 
in the region; or 

‘‘(ii) such amount as (when added to the bench-
mark amount applicable to the region) will result in 
the ratio of—

‘‘(I) such additional amount plus the bench-
mark amount computed under section 
1854(b)(4)(B)(i) for the region and year, to the ad-
justed average per capita cost for the region and 
year, as estimated by the Secretary under section 
1876(a)(4) and adjusted as appropriate for the pur-
pose of risk adjustment; being equal to 

‘‘(II) the weighted average of such benchmark 
amounts for all the regions and such year, to the 
average per capita cost for the United States and 
such year, as estimated by the Secretary under sec-
tion 1876(a)(4) and adjusted as appropriate for the 
purpose of risk adjustment. 

‘‘(C) REGIONAL REQUIREMENTS.—The requirements of 
this subparagraph for an MA region for a year are as fol-
lows: 

‘‘(i) NOTIFICATION OF PLAN EXIT.—The Secretary 
has received notice (in such form and manner as the 
Secretary specifies) before a year that one or more MA 
regional plans that were offered in the region in the 
previous year will not be offered in the succeeding year. 

‘‘(ii) REGIONAL PLANS AVAILABLE FROM FEWER 
THAN 2 MA ORGANIZATIONS IN THE REGION.—The Sec-
retary determines that if the plans referred to in clause 
(i) are not offered in the year, fewer than 2 MA organi-
zations will be offering MA regional plans in the region 
in the year involved. 

‘‘(iii) PERCENTAGE ENROLLMENT IN MA REGIONAL 
PLANS BELOW NATIONAL AVERAGE.—For the previous 
year, the Secretary determines that the average percent-
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age of MA eligible individuals residing in the region 
who are enrolled in MA regional plans is less than the 
average percentage of such individuals in the United 
States enrolled in such plans. 
‘‘(D) APPLICATION.—Any additional payment under this 

paragraph provided for an MA regional plan for a year 
shall be treated as if it were an addition to the benchmark 
amount otherwise applicable to such plan and year, but 
shall not be taken into account in the computation of any 
benchmark amount for any subsequent year. 

‘‘(E) 2-CONSECUTIVE-YEAR LIMITATION.—
‘‘(i) IN GENERAL.—In no case shall any funding be 

available under this paragraph in an MA region in a 
period of consecutive years that exceeds 2 years. 

‘‘(ii) REPORT.—If the Secretary determines that 
funding will be provided under this paragraph for a 
second consecutive year with respect to an MA region, 
the Secretary shall submit to the Congress a report that 
describes the underlying market dynamics in the region 
and that includes recommendations concerning 
changes in the payment methodology otherwise pro-
vided for MA regional plans under this part. 

‘‘(5) FUNDING LIMITATION.—
‘‘(A) IN GENERAL.—The total amount expended from the 

Fund as a result of the application of this subsection 
through the end of a calendar year may not exceed the 
amount available to the Fund as of the first day of such 
year. For purposes of this subsection, amounts that are ex-
pended under this title insofar as such amounts would not 
have been expended but for the application of this sub-
section shall be counted as amounts expended as a result 
of such application. 

‘‘(B) APPLICATION OF LIMITATION.—The Secretary may 
obligate funds from the Fund for a year only if the Sec-
retary determines (and the Chief Actuary of the Centers for 
Medicare & Medicaid Services and the appropriate budget 
officer certify) that there are available in the Fund at the 
beginning of the year sufficient amounts to cover all such 
obligations incurred during the year consistent with sub-
paragraph (A). The Secretary shall take such steps, in con-
nection with computing additional payment amounts under 
paragraphs (3) and (4) and including limitations on enroll-
ment in MA regional plans receiving such payments, as 
will ensure that sufficient funds are available to make such 
payments for the entire year. Funds shall only be made 
available from the Fund pursuant to an apportionment 
made in accordance with applicable procedures. 
‘‘(6) SECRETARY REPORTS.—Not later than April 1 of each 

year (beginning in 2008), the Secretary shall submit a report to 
Congress and the Comptroller General of the United States that 
includes—

‘‘(A) a detailed description of—
‘‘(i) the total amount expended as a result of the 

application of this subsection in the previous year com-
pared to the total amount that would have been ex-
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pended under this title in the year if this subsection 
had not been enacted; 

‘‘(ii) the projections of the total amount that will be 
expended as a result of the application of this sub-
section in the year in which the report is submitted 
compared to the total amount that would have been ex-
pended under this title in the year if this subsection 
had not been enacted; 

‘‘(iii) amounts remaining within the funding limi-
tation specified in paragraph (5); and 

‘‘(iv) the steps that the Secretary will take under 
paragraph (5)(B) to ensure that the application of this 
subsection will not cause expenditures to exceed the 
amount available in the Fund; and
‘‘(B) a certification from the Chief Actuary of the Cen-

ters for Medicare & Medicaid Services that the description 
provided under subparagraph (A) is reasonable, accurate, 
and based on generally accepted actuarial principles and 
methodologies. 
‘‘(7) BIENNIAL GAO REPORTS.—Not later than January 1 of 

2009, 2011, 2013, and 2015, the Comptroller General of the 
United States shall submit to the Secretary and Congress a re-
port on the application of additional payments under this sub-
section. Each report shall include—

‘‘(A) an evaluation of—
‘‘(i) the quality of care provided to individuals en-

rolled in MA regional plans for which additional pay-
ments were made under this subsection; 

‘‘(ii) the satisfaction of such individuals with bene-
fits under such a plan; 

‘‘(iii) the costs to the medicare program for pay-
ments made to such plans; and 

‘‘(iv) any improvements in the delivery of health 
care services under such a plan; 
‘‘(B) a comparative analysis of the performance of MA 

regional plans receiving payments under this subsection 
with MA regional plans not receiving such payments; and 

‘‘(C) recommendations for such legislation or adminis-
trative action as the Comptroller General determines to be 
appropriate. 

‘‘(f) COMPUTATION OF APPLICABLE MA REGION-SPECIFIC NON-
DRUG MONTHLY BENCHMARK AMOUNTS.—

‘‘(1) COMPUTATION FOR REGIONS.—For purposes of section 
1853(j)(2) and this section, subject to subsection (e), the term 
‘MA region-specific non-drug monthly benchmark amount’ 
means, with respect to an MA region for a month in a year, the 
sum of the 2 components described in paragraph (2) for the re-
gion and year. The Secretary shall compute such benchmark 
amount for each MA region before the beginning of each an-
nual, coordinated election period under section 1851(e)(3)(B) for 
each year (beginning with 2006). 

‘‘(2) 2 COMPONENTS.—For purposes of paragraph (1), the 2 
components described in this paragraph for an MA region and 
a year are the following: 
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‘‘(A) STATUTORY COMPONENT.—The product of the fol-
lowing: 

‘‘(i) STATUTORY REGION-SPECIFIC NON-DRUG 
AMOUNT.—The statutory region-specific non-drug 
amount (as defined in paragraph (3)) for the region 
and year. 

‘‘(ii) STATUTORY NATIONAL MARKET SHARE.—The 
statutory national market share percentage, determined 
under paragraph (4) for the year. 
‘‘(B) PLAN-BID COMPONENT.—The product of the fol-

lowing: 
‘‘(i) WEIGHTED AVERAGE OF MA PLAN BIDS IN RE-

GION.—The weighted average of the plan bids for the 
region and year (as determined under paragraph 
(5)(A)). 

‘‘(ii) NON-STATUTORY MARKET SHARE.—1 minus the 
statutory national market share percentage, determined 
under paragraph (4) for the year. 

‘‘(3) STATUTORY REGION-SPECIFIC NON-DRUG AMOUNT.—For 
purposes of paragraph (2)(A)(i), the term ‘statutory region-spe-
cific non-drug amount’ means, for an MA region and year, an 
amount equal the sum (for each MA local area within the re-
gion) of the product of—

‘‘(A) MA area-specific non-drug monthly benchmark 
amount under section 1853(j)(1)(A) for that area and year; 
and 

‘‘(B) the number of MA eligible individuals residing in 
the local area, divided by the total number of MA eligible 
individuals residing in the region. 
‘‘(4) COMPUTATION OF STATUTORY MARKET SHARE PERCENT-

AGE.—
‘‘(A) IN GENERAL.—The Secretary shall determine for 

each year a statutory national market share percentage that 
is equal to the proportion of MA eligible individuals nation-
ally who were not enrolled in an MA plan during the ref-
erence month. 

‘‘(B) REFERENCE MONTH DEFINED.—For purposes of 
this part, the term ‘reference month’ means, with respect to 
a year, the most recent month during the previous year for 
which the Secretary determines that data are available to 
compute the percentage specified in subparagraph (A) and 
other relevant percentages under this part. 
‘‘(5) DETERMINATION OF WEIGHTED AVERAGE MA BIDS FOR A 

REGION.—
‘‘(A) IN GENERAL.—For purposes of paragraph (2)(B)(i), 

the weighted average of plan bids for an MA region and a 
year is the sum, for MA regional plans described in sub-
paragraph (D) in the region and year, of the products (for 
each such plan) of the following: 

‘‘(i) MONTHLY MA STATUTORY NON-DRUG BID 
AMOUNT.—The unadjusted MA statutory non-drug 
monthly bid amount for the plan. 

‘‘(ii) PLAN’S SHARE OF MA ENROLLMENT IN RE-
GION.—The factor described in subparagraph (B) for 
the plan. 
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‘‘(B) PLAN’S SHARE OF MA ENROLLMENT IN REGION.—
‘‘(i) IN GENERAL.—Subject to the succeeding provi-

sions of this subparagraph, the factor described in this 
subparagraph for a plan is equal to the number of in-
dividuals described in subparagraph (C) for such plan, 
divided by the total number of such individuals for all 
MA regional plans described in subparagraph (D) for 
that region and year. 

‘‘(ii) SINGLE PLAN RULE.—In the case of an MA re-
gion in which only a single MA regional plan is being 
offered, the factor described in this subparagraph shall 
be equal to 1. 

‘‘(iii) EQUAL DIVISION AMONG MULTIPLE PLANS IN 
YEAR IN WHICH PLANS ARE FIRST AVAILABLE.—In the 
case of an MA region in the first year in which any MA 
regional plan is offered, if more than one MA regional 
plan is offered in such year, the factor described in this 
subparagraph for a plan shall (as specified by the Sec-
retary) be equal to—

‘‘(I) 1 divided by the number of such plans of-
fered in such year; or 

‘‘(II) a factor for such plan that is based upon 
the organization’s estimate of projected enrollment, 
as reviewed and adjusted by the Secretary to en-
sure reasonableness and as is certified by the Chief 
Actuary of the Centers for Medicare & Medicaid 
Services. 

‘‘(C) COUNTING OF INDIVIDUALS.—For purposes of sub-
paragraph (B)(i), the Secretary shall count for each MA re-
gional plan described in subparagraph (D) for an MA re-
gion and year, the number of individuals who reside in the 
region and who were enrolled under such plan under this 
part during the reference month. 

‘‘(D) PLANS COVERED.—For an MA region and year, an 
MA regional plan described in this subparagraph is an MA 
regional plan that is offered in the region and year and 
was offered in the region in the reference month. 

‘‘(g) ELECTION OF UNIFORM COVERAGE DETERMINATION.—In-
stead of applying section 1852(a)(2)(C) with respect to an MA re-
gional plan, the organization offering the plan may elect to have a 
local coverage determination for the entire MA region be the local 
coverage determination applied for any part of such region (as se-
lected by the organization). 

‘‘(h) ASSURING NETWORK ADEQUACY.—
‘‘(1) IN GENERAL.—For purposes of enabling MA organiza-

tions that offer MA regional plans to meet applicable provider 
access requirements under section 1852 with respect to such 
plans, the Secretary may provide for payment under this section 
to an essential hospital that provides inpatient hospital services 
to enrollees in such a plan where the MA organization offering 
the plan certifies to the Secretary that the organization was un-
able to reach an agreement between the hospital and the organi-
zation regarding provision of such services under the plan. 
Such payment shall be available only if—
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‘‘(A) the organization provides assurances satisfactory 
to the Secretary that the organization will make payment 
to the hospital for inpatient hospital services of an amount 
that is not less than the amount that would be payable to 
the hospital under section 1886 with respect to such serv-
ices; and 

‘‘(B) with respect to specific inpatient hospital services 
provided to an enrollee, the hospital demonstrates to the 
satisfaction of the Secretary that the hospital’s costs of such 
services exceed the payment amount described in subpara-
graph (A). 
‘‘(2) PAYMENT AMOUNTS.—The payment amount under this 

subsection for inpatient hospital services provided by a sub-
section (d) hospital to an enrollee in an MA regional plan shall 
be, subject to the limitation of funds under paragraph (3), the 
amount (if any) by which—

‘‘(A) the amount of payment that would have been paid 
for such services under this title if the enrollees were cov-
ered under the original medicare fee-for-service program 
option and the hospital were a critical access hospital; ex-
ceeds 

‘‘(B) the amount of payment made for such services 
under paragraph (1)(A). 
‘‘(3) AVAILABLE AMOUNTS.—There shall be available for 

payments under this subsection—
‘‘(A) in 2006, $25,000,000; and
‘‘(B) in each succeeding year the amount specified in 

this paragraph for the preceding year increased by the mar-
ket basket percentage increase (as defined in section 
1886(b)(3)(B)(iii)) for the fiscal year ending in such suc-
ceeding year.

Payments under this subsection shall be made from the Federal 
Hospital Insurance Trust Fund. 

‘‘(4) ESSENTIAL HOSPITAL.—In this subsection, the term ‘es-
sential hospital’ means, with respect to an MA regional plan of-
fered by an MA organization, a subsection (d) hospital (as de-
fined in section 1886(d)) that the Secretary determines, based 
upon an application filed by the organization with the Sec-
retary, is necessary to meet the requirements referred to in para-
graph (1) for such plan.’’. 
(d) CONFORMING AMENDMENTS.—

(1) RELATING TO MA REGIONS.—Section 1853(d) (42 U.S.C. 
1395w–23(d)) is amended—

(A) by amending the heading to read as follows: ‘‘MA 
PAYMENT AREA; MA LOCAL AREA; MA REGION DEFINED’’; 

(B) by redesignating paragraphs (2) and (3) as para-
graphs (3) and (4), respectively; 

(C) by amending paragraph (1) to read as follows: 
‘‘(1) MA PAYMENT AREA.—In this part, except as provided in 

this subsection, the term ‘MA payment area’ means—
‘‘(A) with respect to an MA local plan, an MA local 

area (as defined in paragraph (2)); and 
‘‘(B) with respect to an MA regional plan, an MA re-

gion (as established under section 1858(a)(2)).’’; 
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(D) by inserting after paragraph (1) the following new 
paragraph: 
‘‘(2) MA LOCAL AREA.—The term ‘MA local area’ means a 

county or equivalent area specified by the Secretary.’’; and 
(E) in paragraph (4), as so redesignated—

(i) in subparagraph (A), by inserting ‘‘for MA local 
plans’’ after ‘‘paragraph (1)’’; 

(ii) in subparagraph (A)(iii), by striking ‘‘para-
graph (1)’’ and inserting ‘‘paragraph (1)(A)’’; and 

(iii) in subparagraph (B)—
(I) by inserting ‘‘with respect to MA local 

plans’’ after ‘‘established under this section’’; 
(II) by inserting ‘‘for such plans’’ after ‘‘pay-

ments under this section’’; and 
(III) by inserting ‘‘for such plans’’ after ‘‘made 

under this section’’. 
(2) MA LOCAL AREA DEFINED.—Section 1859(c) (42 U.S.C. 

1395w–29(c)) is amended by adding at the end the following: 
‘‘(5) MA LOCAL AREA.—The term ‘MA local area’ is defined 

in section 1853(d)(2).’’. 
(3) APPLICATION OF SPECIAL BENEFIT RULES TO PPOS AND 

REGIONAL PLANS.—Section 1852(a) (42 U.S.C. 1395w–22(a)) is 
amended—

(A) in paragraph (1), by inserting ‘‘and except as pro-
vided in paragraph (6) for MA regional plans’’ after ‘‘MSA 
plans’’; and 

(B) by adding at the end the following new paragraph: 
‘‘(6) SPECIAL BENEFIT RULES FOR REGIONAL PLANS.—In the 

case of an MA plan that is an MA regional plan, benefits under 
the plan shall include the benefits described in paragraphs (1) 
and (2) of section 1858(b).’’. 

(4) APPLICATION OF CAPITATION RATES TO LOCAL AREAS.—
Section 1853(c)(1) (42 U.S.C. 1395w–23(c)(1)) is amended by in-
serting ‘‘that is an MA local area’’ after ‘‘for a Medicare+Choice 
payment area’’. 

(5) NETWORK ADEQUACY HOSPITAL PAYMENTS.—Section 
1851(i)(2) (42 U.S.C. 1395w–21(i)(2)) is amended by inserting 
‘‘1858(h),’’ after ‘‘1857(f)(2),’’. 

SEC. 222. COMPETITION PROGRAM BEGINNING IN 2006. 
(a) SUBMISSION OF BIDDING AND REBATE INFORMATION BEGIN-

NING IN 2006.—
(1) IN GENERAL.—Section 1854 (42 U.S.C. 1395w–24) is 

amended—
(A) by amending paragraph (1) of subsection (a) to 

read as follows: 
‘‘(1) IN GENERAL.—

‘‘(A) INITIAL SUBMISSION.—Not later than the second 
Monday in September of 2002, 2003, and 2004 (or the first 
Monday in June of each subsequent year), each MA organi-
zation shall submit to the Secretary, in a form and manner 
specified by the Secretary and for each MA plan for the 
service area (or segment of such an area if permitted under 
subsection (h)) in which it intends to be offered in the fol-
lowing year the following: 
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‘‘(i) The information described in paragraph (2), 
(3), (4), or (6)(A) for the type of plan and year involved. 

‘‘(ii) The plan type for each plan. 
‘‘(iii) The enrollment capacity (if any) in relation to 

the plan and area. 
‘‘(B) BENEFICIARY REBATE INFORMATION.—In the case 

of a plan required to provide a monthly rebate under sub-
section (b)(1)(C) for a year, the MA organization offering 
the plan shall submit to the Secretary, in such form and 
manner and at such time as the Secretary specifies, infor-
mation on—

‘‘(i) the manner in which such rebate will be pro-
vided under clause (ii) of such subsection; and 

‘‘(ii) the MA monthly prescription drug beneficiary 
premium (if any) and the MA monthly supplemental 
beneficiary premium (if any). 
‘‘(C) PAPERWORK REDUCTION FOR OFFERING OF MA RE-

GIONAL PLANS NATIONALLY OR IN MULTI-REGION AREAS.—
The Secretary shall establish requirements for information 
submission under this subsection in a manner that pro-
motes the offering of MA regional plans in more than one 
region (including all regions) through the filing of consoli-
dated information.’’; and 

(B) by adding at the end of subsection (a) the following: 
‘‘(6) SUBMISSION OF BID AMOUNTS BY MA ORGANIZATIONS 

BEGINNING IN 2006.—
‘‘(A) INFORMATION TO BE SUBMITTED.—For an MA plan 

(other than an MSA plan) for a plan year beginning on or 
after January 1, 2006, the information described in this 
subparagraph is as follows: 

‘‘(i) The monthly aggregate bid amount for the pro-
vision of all items and services under the plan, which 
amount shall be based on average revenue require-
ments (as used for purposes of section 1302(8) of the 
Public Health Service Act) in the payment area for an 
enrollee with a national average risk profile for the fac-
tors described in section 1853(a)(1)(C) (as specified by 
the Secretary). 

‘‘(ii) The proportions of such bid amount that are 
attributable to—

‘‘(I) the provision of benefits under the original 
medicare fee-for-service program option (as defined 
in section 1852(a)(1)(B)); 

‘‘(II) the provision of basic prescription drug 
coverage; and 

‘‘(III) the provision of supplemental health care 
benefits. 
‘‘(iii) The actuarial basis for determining the 

amount under clause (i) and the proportions described 
in clause (ii) and such additional information as the 
Secretary may require to verify such actuarial bases 
and the projected number of enrollees in each MA local 
area. 

‘‘(iv) A description of deductibles, coinsurance, and 
copayments applicable under the plan and the actu-
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arial value of such deductibles, coinsurance, and co-
payments, described in subsection (e)(4)(A). 

‘‘(v) With respect to qualified prescription drug cov-
erage, the information required under section 1860D–
4, as incorporated under section 1860D–11(b)(2), with 
respect to such coverage. 

In the case of a specialized MA plan for special needs indi-
viduals, the information described in this subparagraph is 
such information as the Secretary shall specify. 

‘‘(B) ACCEPTANCE AND NEGOTIATION OF BID 
AMOUNTS.—

‘‘(i) AUTHORITY.—Subject to clauses (iii) and (iv), 
the Secretary has the authority to negotiate regarding 
monthly bid amounts submitted under subparagraph 
(A) (and the proportions described in subparagraph 
(A)(ii)), including supplemental benefits provided 
under subsection (b)(1)(C)(ii)(I) and in exercising such 
authority the Secretary shall have authority similar to 
the authority of the Director of the Office of Personnel 
Management with respect to health benefits plans 
under chapter 89 of title 5, United States Code. 

‘‘(ii) APPLICATION OF FEHBP STANDARD.—Subject to 
clause (iv), the Secretary may only accept such a bid 
amount or proportion if the Secretary determines that 
such amount and proportions are supported by the ac-
tuarial bases provided under subparagraph (A) and 
reasonably and equitably reflects the revenue require-
ments (as used for purposes of section 1302(8) of the 
Public Health Service Act) of benefits provided under 
that plan. 

‘‘(iii) NONINTERFERENCE.—In order to promote 
competition under this part and part D and in car-
rying out such parts, the Secretary may not require any 
MA organization to contract with a particular hospital, 
physician, or other entity or individual to furnish items 
and services under this title or require a particular 
price structure for payment under such a contract to 
the extent consistent with the Secretary’s authority 
under this part. 

‘‘(iv) EXCEPTION.—In the case of a plan described 
in section 1851(a)(2)(C), the provisions of clauses (i) 
and (ii) shall not apply and the provisions of para-
graph (5)(B), prohibiting the review, approval, or dis-
approval of amounts described in such paragraph, 
shall apply to the negotiation and rejection of the 
monthly bid amounts and the proportions referred to in 
subparagraph (A).’’. 

(2) DEFINITION OF BENEFITS UNDER THE ORIGINAL MEDI-
CARE FEE-FOR-SERVICE PROGRAM OPTION.—Section 1852(a)(1) 
(42 U.S.C. 1395w–22(a)(1)) is amended—

(A) by striking ‘‘IN GENERAL.—Except’’ and inserting 
‘‘REQUIREMENT.—

‘‘(A) IN GENERAL.—Except’’; and 
(B) by striking ‘‘title XI’’ and all that follows and in-

serting the following: ‘‘title XI, benefits under the original 
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medicare fee-for-service program option (and, for plan years 
before 2006, additional benefits required under section 
1854(f)(1)(A)). 

‘‘(B) BENEFITS UNDER THE ORIGINAL MEDICARE FEE-
FOR-SERVICE PROGRAM OPTION DEFINED.—

‘‘(i) IN GENERAL.—For purposes of this part, the 
term ‘benefits under the original medicare fee-for-serv-
ice program option’ means those items and services 
(other than hospice care) for which benefits are avail-
able under parts A and B to individuals entitled to 
benefits under part A and enrolled under part B, with 
cost-sharing for those services as required under parts 
A and B or an actuarially equivalent level of cost-shar-
ing as determined in this part. 

‘‘(ii) SPECIAL RULE FOR REGIONAL PLANS.—In the 
case of an MA regional plan in determining an actu-
arially equivalent level of cost-sharing with respect to 
benefits under the original medicare fee-for-service pro-
gram option, there shall only be taken into account, 
with respect to the application of section 1858(b)(2), 
such expenses only with respect to subparagraph (A) of 
such section.’’. 

(3) CONFORMING AMENDMENT RELATING TO SUPPLEMENTAL 
HEALTH BENEFITS.—Section 1852(a)(3) (42 U.S.C. 1395w–
22(a)(3)) is amended by adding at the end the following: ‘‘Such 
benefits may include reductions in cost-sharing below the actu-
arial value specified in section 1854(e)(4)(B).’’. 
(b) PROVIDING FOR BENEFICIARY SAVINGS FOR CERTAIN 

PLANS.—
(1) BENEFICIARY REBATES.—Section 1854(b)(1) (42 U.S.C. 

1395w–24(b)(1)) is amended—
(A) in subparagraph (A), by striking ‘‘The monthly 

amount’’ and inserting ‘‘Subject to the rebate under sub-
paragraph (C), the monthly amount (if any)’’; and 

(B) by adding at the end the following new subpara-
graph: 

‘‘(C) BENEFICIARY REBATE RULE.—
‘‘(i) REQUIREMENT.—The MA plan shall provide to 

the enrollee a monthly rebate equal to 75 percent of the 
average per capita savings (if any) described in para-
graph (3)(C) or (4)(C), as applicable to the plan and 
year involved. 

‘‘(ii) FORM OF REBATE.—A rebate required under 
this subparagraph shall be provided through the appli-
cation of the amount of the rebate toward one or more 
of the following: 

‘‘(I) PROVISION OF SUPPLEMENTAL HEALTH 
CARE BENEFITS AND PAYMENT FOR PREMIUM FOR 
SUPPLEMENTAL BENEFITS.—The provision of sup-
plemental health care benefits described in section 
1852(a)(3) in a manner specified under the plan, 
which may include the reduction of cost-sharing 
otherwise applicable as well as additional health 
care benefits which are not benefits under the 
original medicare fee-for-service program option, or 
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crediting toward an MA monthly supplemental 
beneficiary premium (if any). 

‘‘(II) PAYMENT FOR PREMIUM FOR PRESCRIP-
TION DRUG COVERAGE.—Crediting toward the MA 
monthly prescription drug beneficiary premium. 

‘‘(III) PAYMENT TOWARD PART B PREMIUM.—
Crediting toward the premium imposed under part 
B (determined without regard to the application of 
subsections (b), (h), and (i) of section 1839). 
‘‘(iii) DISCLOSURE RELATING TO REBATES.—The 

plan shall disclose to the Secretary information on the 
form and amount of the rebate provided under this 
subparagraph or the actuarial value in the case of sup-
plemental health care benefits. 

‘‘(iv) APPLICATION OF PART B PREMIUM REDUC-
TION.—Insofar as an MA organization elects to provide 
a rebate under this subparagraph under a plan as a 
credit toward the part B premium under clause 
(ii)(III), the Secretary shall apply such credit to reduce 
the premium under section 1839 of each enrollee in 
such plan as provided in section 1840(i).’’. 

(2) REVISION OF PREMIUM TERMINOLOGY.—Section 
1854(b)(2) (42 U.S.C. 1395w–24(b)(2)) is amended—

(A) in the heading, by inserting ‘‘AND BID’’ after ‘‘PRE-
MIUM’’; 

(B) by redesignating subparagraph (C) as subpara-
graph (D); 

(C) by striking subparagraphs (A) and (B) and insert-
ing the following:

‘‘(A) MA MONTHLY BASIC BENEFICIARY PREMIUM.—The 
term ‘MA monthly basic beneficiary premium’ means, with 
respect to an MA plan—

‘‘(i) described in section 1853(a)(1)(B)(i) (relating to 
plans providing rebates), zero; or 

‘‘(ii) described in section 1853(a)(1)(B)(ii), the 
amount (if any) by which the unadjusted MA statutory 
non-drug monthly bid amount (as defined in subpara-
graph (E)) exceeds the applicable unadjusted MA area-
specific non-drug monthly benchmark amount (as de-
fined in section 1853(j)). 
‘‘(B) MA MONTHLY PRESCRIPTION DRUG BENEFICIARY 

PREMIUM.—The term ‘MA monthly prescription drug bene-
ficiary premium’ means, with respect to an MA plan, the 
base beneficiary premium (as determined under section 
1860D–13(a)(2) and as adjusted under section 1860D–
13(a)(1)(B)), less the amount of rebate credited toward such 
amount under section 1854(b)(1)(C)(ii)(II). 

‘‘(C) MA MONTHLY SUPPLEMENTAL BENEFICIARY PRE-
MIUM.—The term ‘MA monthly supplemental beneficiary 
premium’ means, with respect to an MA plan, the portion 
of the aggregate monthly bid amount submitted under 
clause (i) of subsection (a)(6)(A) for the year that is attrib-
utable under clause (ii)(III) of such subsection to the provi-
sion of supplemental health care benefits, less the amount 
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of rebate credited toward such portion under section 
1854(b)(1)(C)(ii)(I).’’; and 

(D) by adding at the end the following: 
‘‘(E) UNADJUSTED MA STATUTORY NON-DRUG MONTHLY 

BID AMOUNT.—The term ‘unadjusted MA statutory non-
drug monthly bid amount’ means the portion of the bid 
amount submitted under clause (i) of subsection (a)(6)(A) 
for the year that is attributable under clause (ii)(I) of such 
subsection to the provision of benefits under the original 
medicare fee-for-service program option (as defined in sec-
tion 1852(a)(1)(B)).’’. 
(3) COMPUTATION OF SAVINGS.—Section 1854(b) (42 U.S.C. 

1395w–24(b)) is further amended by adding at the end the fol-
lowing new paragraphs: 

‘‘(3) COMPUTATION OF AVERAGE PER CAPITA MONTHLY SAV-
INGS FOR LOCAL PLANS.—For purposes of paragraph (1)(C)(i), 
the average per capita monthly savings referred to in such 
paragraph for an MA local plan and year is computed as fol-
lows: 

‘‘(A) DETERMINATION OF STATEWIDE AVERAGE RISK AD-
JUSTMENT FOR LOCAL PLANS.—

‘‘(i) IN GENERAL.—Subject to clause (iii), the Sec-
retary shall determine, at the same time rates are pro-
mulgated under section 1853(b)(1) (beginning with 
2006) for each State, the average of the risk adjustment 
factors to be applied under section 1853(a)(1)(C) to pay-
ment for enrollees in that State for MA local plans. 

‘‘(ii) TREATMENT OF STATES FOR FIRST YEAR IN 
WHICH LOCAL PLAN OFFERED.—In the case of a State in 
which no MA local plan was offered in the previous 
year, the Secretary shall estimate such average. In 
making such estimate, the Secretary may use average 
risk adjustment factors applied to comparable States or 
applied on a national basis. 

‘‘(iii) AUTHORITY TO DETERMINE RISK ADJUSTMENT 
FOR AREAS OTHER THAN STATES.—The Secretary may 
provide for the determination and application of risk 
adjustment factors under this subparagraph on the 
basis of areas other than States or on a plan-specific 
basis. 
‘‘(B) DETERMINATION OF RISK ADJUSTED BENCHMARK 

AND RISK-ADJUSTED BID FOR LOCAL PLANS.—For each MA 
plan offered in a local area in a State, the Secretary shall—

‘‘(i) adjust the applicable MA area-specific non-
drug monthly benchmark amount (as defined in section 
1853(j)(1)) for the area by the average risk adjustment 
factor computed under subparagraph (A); and 

‘‘(ii) adjust the unadjusted MA statutory non-drug 
monthly bid amount by such applicable average risk 
adjustment factor. 
‘‘(C) DETERMINATION OF AVERAGE PER CAPITA MONTHLY 

SAVINGS.—The average per capita monthly savings de-
scribed in this subparagraph for an MA local plan is equal 
to the amount (if any) by which—
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‘‘(i) the risk-adjusted benchmark amount computed 
under subparagraph (B)(i); exceeds 

‘‘(ii) the risk-adjusted bid computed under sub-
paragraph (B)(ii). 

‘‘(4) COMPUTATION OF AVERAGE PER CAPITA MONTHLY SAV-
INGS FOR REGIONAL PLANS.—For purposes of paragraph 
(1)(C)(i), the average per capita monthly savings referred to in 
such paragraph for an MA regional plan and year is computed 
as follows: 

‘‘(A) DETERMINATION OF REGIONWIDE AVERAGE RISK AD-
JUSTMENT FOR REGIONAL PLANS.—

‘‘(i) IN GENERAL.—The Secretary shall determine, 
at the same time rates are promulgated under section 
1853(b)(1) (beginning with 2006) for each MA region 
the average of the risk adjustment factors to be applied 
under section 1853(a)(1)(C) to payment for enrollees in 
that region for MA regional plans. 

‘‘(ii) TREATMENT OF REGIONS FOR FIRST YEAR IN 
WHICH REGIONAL PLAN OFFERED.—In the case of an MA 
region in which no MA regional plan was offered in the 
previous year, the Secretary shall estimate such aver-
age. In making such estimate, the Secretary may use 
average risk adjustment factors applied to comparable 
regions or applied on a national basis. 

‘‘(iii) AUTHORITY TO DETERMINE RISK ADJUSTMENT 
FOR AREAS OTHER THAN REGIONS.—The Secretary may 
provide for the determination and application of risk 
adjustment factors under this subparagraph on the 
basis of areas other than MA regions or on a plan-spe-
cific basis. 
‘‘(B) DETERMINATION OF RISK-ADJUSTED BENCHMARK 

AND RISK-ADJUSTED BID FOR REGIONAL PLANS.—For each 
MA regional plan offered in a region, the Secretary shall—

‘‘(i) adjust the applicable MA area-specific non-
drug monthly benchmark amount (as defined in section 
1853(j)(2)) for the region by the average risk adjust-
ment factor computed under subparagraph (A); and 

‘‘(ii) adjust the unadjusted MA statutory non-drug 
monthly bid amount by such applicable average risk 
adjustment factor. 
‘‘(C) DETERMINATION OF AVERAGE PER CAPITA MONTHLY 

SAVINGS.—The average per capita monthly savings de-
scribed in this subparagraph for an MA regional plan is 
equal to the amount (if any) by which—

‘‘(i) the risk-adjusted benchmark amount computed 
under subparagraph (B)(i); exceeds 

‘‘(ii) the risk-adjusted bid computed under sub-
paragraph (B)(ii).’’. 

(c) COLLECTION OF PREMIUMS.—Section 1854(d) (42 U.S.C. 
1395w–24(d)) is amended—

(1) by striking ‘‘PREMIUMS.—Each’’ and inserting ‘‘PRE-
MIUMS.—

‘‘(1) IN GENERAL.—Each’’; and 
(2) by adding at the end the following new paragraphs: 
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‘‘(2) BENEFICIARY’S OPTION OF PAYMENT THROUGH WITH-
HOLDING FROM SOCIAL SECURITY PAYMENT OR USE OF ELEC-
TRONIC FUNDS TRANSFER MECHANISM.—In accordance with reg-
ulations, an MA organization shall permit each enrollee, at the 
enrollee’s option, to make payment of premiums (if any) under 
this part to the organization through—

‘‘(A) withholding from benefit payments in the manner 
provided under section 1840 with respect to monthly pre-
miums under section 1839; 

‘‘(B) an electronic funds transfer mechanism (such as 
automatic charges of an account at a financial institution 
or a credit or debit card account); or 

‘‘(C) such other means as the Secretary may specify, in-
cluding payment by an employer or under employment-
based retiree health coverage (as defined in section 1860D–
22(c)(1)) on behalf of an employee or former employee (or 
dependent). 

All premium payments that are withheld under subparagraph 
(A) shall be credited to the appropriate Trust Fund (or Account 
thereof), as specified by the Secretary, under this title and shall 
be paid to the MA organization involved. No charge may be im-
posed under an MA plan with respect to the election of the pay-
ment option described in subparagraph (A). The Secretary shall 
consult with the Commissioner of Social Security and the Sec-
retary of the Treasury regarding methods for allocating pre-
miums withheld under subparagraph (A) among the appro-
priate Trust Funds and Account. 

‘‘(3) INFORMATION NECESSARY FOR COLLECTION.—In order 
to carry out paragraph (2)(A) with respect to an enrollee who 
has elected such paragraph to apply, the Secretary shall trans-
mit to the Commissioner of Social Security—

‘‘(A) by the beginning of each year, the name, social se-
curity account number, consolidated monthly beneficiary 
premium described in paragraph (4) owed by such enrollee 
for each month during the year, and other information de-
termined appropriate by the Secretary, in consultation with 
the Commissioner of Social Security; and

‘‘(B) periodically throughout the year, information to 
update the information previously transmitted under this 
paragraph for the year. 
‘‘(4) CONSOLIDATED MONTHLY BENEFICIARY PREMIUM.—In 

the case of an enrollee in an MA plan, the Secretary shall pro-
vide a mechanism for the consolidation of—

‘‘(A) the MA monthly basic beneficiary premium (if 
any); 

‘‘(B) the MA monthly supplemental beneficiary pre-
mium (if any); and 

‘‘(C) the MA monthly prescription drug beneficiary pre-
mium (if any).’’. 

(d) COMPUTATION OF MA AREA-SPECIFIC NON-DRUG BENCH-
MARK.—Section 1853 (42 U.S.C. 1395w–23) is amended by adding 
at the end the following new subsection: 

‘‘(j) COMPUTATION OF BENCHMARK AMOUNTS.—For purposes of 
this part, the term ‘MA area-specific non-drug monthly benchmark 
amount’ means for a month in a year—
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‘‘(1) with respect to—
‘‘(A) a service area that is entirely within an MA local 

area, an amount equal to 1⁄12 of the annual MA capitation 
rate under section 1853(c)(1) for the area for the year, ad-
justed as appropriate for the purpose of risk adjustment; or 

‘‘(B) a service area that includes more than one MA 
local area, an amount equal to the average of the amounts 
described in subparagraph (A) for each such local MA area, 
weighted by the projected number of enrollees in the plan 
residing in the respective local MA areas (as used by the 
plan for purposes of the bid and disclosed to the Secretary 
under section 1854(a)(6)(A)(iii)), adjusted as appropriate 
for the purpose of risk adjustment; or 
‘‘(2) with respect to an MA region for a month in a year, 

the MA region-specific non-drug monthly benchmark amount, 
as defined in section 1858(f) for the region for the year.’’. 
(e) PAYMENT OF PLANS BASED ON BID AMOUNTS.—

(1) IN GENERAL.—Section 1853(a)(1) (42 U.S.C. 1395w–
23(a)(1)) (42 U.S.C. 1395w–23) is amended—

(A) by redesignating subparagraph (B) as subpara-
graph (H); and 

(B) in subparagraph (A), by striking ‘‘in an amount’’ 
and all that follows and inserting the following: ‘‘in an 
amount determined as follows: 

‘‘(i) PAYMENT BEFORE 2006.—For years before 2006, 
the payment amount shall be equal to 1⁄12 of the an-
nual MA capitation rate (as calculated under sub-
section (c)(1)) with respect to that individual for that 
area, adjusted under subparagraph (C) and reduced by 
the amount of any reduction elected under section 
1854(f )(1)(E). 

‘‘(ii) PAYMENT FOR ORIGINAL FEE-FOR-SERVICE BEN-
EFITS BEGINNING WITH 2006.—For years beginning with 
2006, the amount specified in subparagraph (B). 
‘‘(B) PAYMENT AMOUNT FOR ORIGINAL FEE-FOR-SERVICE 

BENEFITS BEGINNING WITH 2006.—
‘‘(i) PAYMENT OF BID FOR PLANS WITH BIDS BELOW 

BENCHMARK.—In the case of a plan for which there are 
average per capita monthly savings described in sec-
tion 1854(b)(3)(C) or 1854(b)(4)(C), as the case may be, 
the amount specified in this subparagraph is equal to 
the unadjusted MA statutory non-drug monthly bid 
amount, adjusted under subparagraph (C) and (if ap-
plicable) under subparagraphs (F) and (G), plus the 
amount (if any) of any rebate under subparagraph (E). 

‘‘(ii) PAYMENT OF BENCHMARK FOR PLANS WITH 
BIDS AT OR ABOVE BENCHMARK.—In the case of a plan 
for which there are no average per capita monthly sav-
ings described in section 1854(b)(3)(C) or 1854(b)(4)(C), 
as the case may be, the amount specified in this sub-
paragraph is equal to the MA area-specific non-drug 
monthly benchmark amount, adjusted under subpara-
graph (C) and (if applicable) under subparagraphs (F) 
and (G). 
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‘‘(iii) PAYMENT OF BENCHMARK FOR MSA PLANS.—
Notwithstanding clauses (i) and (ii), in the case of an 
MSA plan, the amount specified in this subparagraph 
is equal to the MA area-specific non-drug monthly 
benchmark amount, adjusted under subparagraph (C). 
‘‘(C) DEMOGRAPHIC ADJUSTMENT, INCLUDING ADJUST-

MENT FOR HEALTH STATUS.—The Secretary shall adjust the 
payment amount under subparagraph (A)(i) and the 
amount specified under subparagraph (B)(i), (B)(ii), and 
(B)(iii) for such risk factors as age, disability status, gen-
der, institutional status, and such other factors as the Sec-
retary determines to be appropriate, including adjustment 
for health status under paragraph (3), so as to ensure actu-
arial equivalence. The Secretary may add to, modify, or 
substitute for such adjustment factors if such changes will 
improve the determination of actuarial equivalence. 

‘‘(D) SEPARATE PAYMENT FOR FEDERAL DRUG SUB-
SIDIES.—In the case of an enrollee in an MA–PD plan, the 
MA organization offering such plan also receives—

‘‘(i) subsidies under section 1860D–15 (other than 
under subsection (g)); and 

‘‘(ii) reimbursement for premium and cost-sharing 
reductions for low-income individuals under section 
1860D–14(c)(1)(C). 
‘‘(E) PAYMENT OF REBATE FOR PLANS WITH BIDS BELOW 

BENCHMARK.—In the case of a plan for which there are av-
erage per capita monthly savings described in section 
1854(b)(3)(C) or 1854(b)(4)(C), as the case may be, the 
amount specified in this subparagraph is the amount of the 
monthly rebate computed under section 1854(b)(1)(C)(i) for 
that plan and year (as reduced by the amount of any credit 
provided under section 1854(b)(1)(C)(iv)). 

‘‘(F) ADJUSTMENT FOR INTRA-AREA VARIATIONS.—
‘‘(i) INTRA-REGIONAL VARIATIONS.—In the case of 

payment with respect to an MA regional plan for an 
MA region, the Secretary shall also adjust the amounts 
specified under subparagraphs (B)(i) and (B)(ii) in a 
manner to take into account variations in MA local 
payment rates under this part among the different MA 
local areas included in such region. 

‘‘(ii) INTRA-SERVICE AREA VARIATIONS.—In the case 
of payment with respect to an MA local plan for a serv-
ice area that covers more than one MA local area, the 
Secretary shall also adjust the amounts specified under 
subparagraphs (B)(i) and (B)(ii) in a manner to take 
into account variations in MA local payment rates 
under this part among the different MA local areas in-
cluded in such service area. 
‘‘(G) ADJUSTMENT RELATING TO RISK ADJUSTMENT.—

The Secretary shall adjust payments with respect to MA 
plans as necessary to ensure that—

‘‘(i) the sum of—
‘‘(I) the monthly payment made under sub-

paragraph (A)(ii); and 
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‘‘(II) the MA monthly basic beneficiary pre-
mium under section 1854(b)(2)(A); equals 
‘‘(ii) the unadjusted MA statutory non-drug month-

ly bid amount, adjusted in the manner described in 
subparagraph (C) and, for an MA regional plan, sub-
paragraph (F).’’. 

(f) CONFORMING CHANGES TO ANNUAL ANNOUNCEMENT PROC-
ESS.—Section 1853(b) (42 U.S.C. 1395w–23(b)(1)) is amended—

(1) by amending paragraph (1) to read as follows: 
‘‘(1) ANNUAL ANNOUNCEMENTS.—

‘‘(A) FOR 2005.—The Secretary shall determine, and 
shall announce (in a manner intended to provide notice to 
interested parties), not later than the second Monday in 
May of 2004, with respect to each MA payment area, the 
following: 

‘‘(i) MA CAPITATION RATES.—The annual MA capi-
tation rate for each MA payment area for 2005. 

‘‘(ii) ADJUSTMENT FACTORS.—The risk and other 
factors to be used in adjusting such rates under sub-
section (a)(1)(C) for payments for months in 2005. 
‘‘(B) FOR 2006 AND SUBSEQUENT YEARS.—For a year 

after 2005—
‘‘(i) INITIAL ANNOUNCEMENT.—The Secretary shall 

determine, and shall announce (in a manner intended 
to provide notice to interested parties), not later than 
the first Monday in April before the calendar year con-
cerned, with respect to each MA payment area, the fol-
lowing: 

‘‘(I) MA CAPITATION RATES; MA LOCAL AREA 
BENCHMARK.—The annual MA capitation rate for 
each MA payment area for the year. 

‘‘(II) ADJUSTMENT FACTORS.—The risk and 
other factors to be used in adjusting such rates 
under subsection (a)(1)(C) for payments for months 
in such year. 
‘‘(ii) REGIONAL BENCHMARK ANNOUNCEMENT.—The 

Secretary shall determine, and shall announce (in a 
manner intended to provide notice to interested par-
ties), on a timely basis before the calendar year con-
cerned, with respect to each MA region and each MA 
regional plan for which a bid was submitted under sec-
tion 1854, the MA region-specific non-drug monthly 
benchmark amount for that region for the year in-
volved.’’; and 

(2) in paragraph (3), by striking ‘‘in the announcement’’ 
and all that follows and inserting ‘‘in such announcement.’’. 
(g) OTHER AMENDMENTS RELATING TO PREMIUMS AND BID 

AMOUNTS.—
(1) IN GENERAL.—Section 1854 (42 U.S.C. 1395w–24) is 

amended—
(A) by amending the section heading to read as follows: 

‘‘PREMIUMS AND BID AMOUNTS’’; 

(B) in the heading of subsection (a), by inserting ‘‘, BID 
AMOUNTS,’’ after ‘‘PREMIUMS’’; 
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(C) in subsection (a)(2)—
(i) by inserting ‘‘BEFORE 2006’’ after ‘‘FOR COORDI-

NATED CARE PLANS’’; and 
(ii) by inserting ‘‘for a year before 2006’’ after ‘‘sec-

tion 1851(a)(2)(A)’’; 
(D) in subsection (a)(3), by striking ‘‘described’’ and in-

serting ‘‘for any year’’; 
(E) in subsection (a)(4)—

(i) by inserting ‘‘BEFORE 2006’’ after ‘‘FOR PRIVATE 
FEE-FOR-SERVICE PLANS’’; and 

(ii) by inserting ‘‘for a year before 2006’’ after ‘‘sec-
tion 1852(a)(1)(A)’’; 
(F) in subsection (a)(5)(A), by inserting ‘‘paragraphs (2) 

and (4) of’’ after ‘‘filed under’’; 
(G) in subsection (a)(5)(B), by inserting after ‘‘para-

graph (3) or’’ the following: ‘‘, in the case of an MA private 
fee-for-service plan,’’; and 

(H) in subsection (b)(1)(A) by striking ‘‘and’’ and insert-
ing a comma and by inserting before the period at the end 
the following: ‘‘, and, if the plan provides qualified pre-
scription drug coverage, the MA monthly prescription drug 
beneficiary premium’’. 
(2) UNIFORMITY.—Section 1854(c) (42 U.S.C. 1395w–24(c)) 

is amended to read as follows: 
‘‘(c) UNIFORM PREMIUM AND BID AMOUNTS.—Except as per-

mitted under section 1857(i), the MA monthly bid amount submitted 
under subsection (a)(6), the amounts of the MA monthly basic, pre-
scription drug, and supplemental beneficiary premiums, and the 
MA monthly MSA premium charged under subsection (b) of an MA 
organization under this part may not vary among individuals en-
rolled in the plan.’’. 

(3) PREMIUMS.—Section 1854(d)(1) (42 U.S.C. 1395w–
24(d)(1)), as amended by subsection (c)(1), is amended by insert-
ing ‘‘, prescription drug,’’ after ‘‘basic’’. 

(4) LIMITATION ON ENROLLEE LIABILITY.—Section 1854(e) 
(42 U.S.C. 1395w–24(e)) is amended—

(A) in paragraph (1), by striking ‘‘.—In’’ and inserting 
‘‘BEFORE 2006.—For periods before 2006, in’’; 

(B) in paragraph (2), by striking ‘‘.—If’’ and insert ‘‘BE-
FORE 2006.—For periods before 2006, if’’; 

(C) in paragraph (3), by striking ‘‘or (2)’’ and inserting 
‘‘, (2), or (4)’’; and 

(D) in paragraph (4)—
(i) by inserting ‘‘AND FOR BASIC BENEFITS BEGIN-

NING IN 2006’’ after ‘‘PLANS’’; 
(ii) in the matter before subparagraph (A), by in-

serting ‘‘and for periods beginning with 2006, with re-
spect to an MA plan described in section 1851(a)(2)(A)’’ 
after ‘‘MSA plan)’’; 

(iii) in subparagraph (A), by striking ‘‘required 
benefits described in section 1852(a)(1)’’ and inserting 
‘‘benefits under the original medicare fee-for-service 
program option’’; and 

(iv) in subparagraph (B), by inserting ‘‘with respect 
to such benefits’’ after ‘‘would be applicable’’.
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(5) MODIFICATION OF ACR PROCESS.—Section 1854(f) (42 
U.S.C. 1395w–24(f)) is amended—

(A) in the heading, by inserting ‘‘BEFORE 2006’’ after 
‘‘ADDITIONAL BENEFITS’’; and 

(B) in paragraph (1)(A), by striking ‘‘Each’’ and insert-
ing ‘‘For years before 2006, each’’. 

(h) PLAN INCENTIVES.—Section 1852(j)(4) (42 U.S.C. 1395w–
22(j)(4)) is amended—

(1) by inserting ‘‘the organization provides assurances satis-
factory to the Secretary that’’ after ‘‘unless’’; 

(2) in clause (ii)—
(A) by striking ‘‘the organization—’’ and all that fol-

lows through ‘‘(I) provides’’ and inserting ‘‘the organization 
provides’’; 

(B) by striking ‘‘, and’’ and inserting a period; and 
(C) by striking subclause (II); and 

(3) by striking clause (iii). 
(i) CONTINUATION OF TREATMENT OF ENROLLEES WITH END-

STAGE RENAL DISEASE.—Section 1853(a)(1)(H), as redesignated 
under subsection (d)(1)(A), is amended—

(1) by amending the second sentence to read as follows: 
‘‘Such rates of payment shall be actuarially equivalent to rates 
that would have been paid with respect to other enrollees in the 
MA payment area (or such other area as specified by the Sec-
retary) under the provisions of this section as in effect before the 
date of the enactment of the Medicare Prescription Drug, Im-
provement, and Modernization Act of 2003.’’; and 

(2) by adding at the end the following new sentence: ‘‘The 
Secretary may apply the competitive bidding methodology pro-
vided for in this section, with appropriate adjustments to ac-
count for the risk adjustment methodology applied to end stage 
renal disease payments.’’. 
(j) FACILITATION OF EMPLOYER SPONSORSHIP OF MA PLANS.—

Section 1857(i) (42 U.S.C. 1395w–27(i)) is amended—
(1) by designating the matter following the heading as a 

paragraph (1) with the heading ‘‘CONTRACTS WITH MA ORGANI-
ZATIONS.—’’ and appropriate indentation; and 

(2) by adding at the end the following new paragraph: 
‘‘(2) EMPLOYER SPONSORED MA PLANS.—To facilitate the of-

fering of MA plans by employers, labor organizations, or the 
trustees of a fund established by one or more employers or labor 
organizations (or combination thereof ) to furnish benefits to the 
entity’s employees, former employees (or combination thereof ) or 
members or former members (or combination thereof ) of the 
labor organizations, the Secretary may waive or modify require-
ments that hinder the design of, the offering of, or the enroll-
ment in such MA plans. Notwithstanding section 1851(g), an 
MA plan described in the previous sentence may restrict the en-
rollment of individuals under this part to individuals who are 
beneficiaries and participants in such plan.’’. 
(k) EXPANSION OF MEDICARE BENEFICIARY EDUCATION AND IN-

FORMATION CAMPAIGN.—Section 1857(e)(2) (42 U.S.C. 1395w–
27(e)(2)) is amended—

(1) in subparagraph (A) by inserting ‘‘and a PDP sponsor 
under part D’’ after ‘‘organization’’; 
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(2) in subparagraph (B)—
(A) by inserting ‘‘and each PDP sponsor with a contract 

under part D’’ after ‘‘contract under this part’’; 
(B) by inserting ‘‘or sponsor’s’’ after ‘‘organization’s’’; 

and 
(C) by inserting ‘‘, section 1860D–1(c),’’ after ‘‘informa-

tion)’’; 
(3) in subparagraph (C)—

(A) by inserting ‘‘and ending with fiscal year 2005’’ 
after ‘‘beginning with fiscal year 2001’’; 

(B) by inserting ‘‘and for each fiscal year beginning 
with fiscal year 2006 an amount equal to $200,000,000,’’ 
after ‘‘$100,000,000,’’; and 

(C) by inserting ‘‘and section 1860D–12(b)(3)(D)’’ after 
‘‘under this paragraph’’; 
(4) in subparagraph (D)—

(A) in clause (i) by inserting ‘‘and section 1860D–1(c)’’ 
after ‘‘section 1851’’; 

(B) in clause (ii)(III), by striking ‘‘and’’ at the end of 
subclause (III); 

(C) in clause (ii)(IV), by striking ‘‘each succeeding fiscal 
year.’’ and inserting ‘‘each succeeding fiscal year before fis-
cal year 2006; and’’; and 

(D) in clause (ii), by adding at the end the following 
new subclause: 

‘‘(V) the applicable portion (as defined in subpara-
graph (F)) of $200,000,000 in fiscal year 2006 and each 
succeeding fiscal year.’’; and 

(5) by adding at the end the following new subparagraph: 
‘‘(F) APPLICABLE PORTION DEFINED.—In this para-

graph, the term ‘applicable portion’ means, for a fiscal 
year—

‘‘(i) with respect to MA organizations, the Sec-
retary’s estimate of the total proportion of expenditures 
under this title that are attributable to expenditures 
made under this part (including payments under part 
D that are made to such organizations); or 

‘‘(ii) with respect to PDP sponsors, the Secretary’s 
estimate of the total proportion of expenditures under 
this title that are attributable to expenditures made to 
such sponsors under part D.’’. 

(l) CONFORMING AMENDMENTS.—
(1) PROTECTION AGAINST BENEFICIARY SELECTION.—Section 

1852(b)(1)(A) (42 U.S.C. 1395w–22(b)(1)(A)) is amended by add-
ing at the end the following: ‘‘The Secretary shall not approve 
a plan of an organization if the Secretary determines that the 
design of the plan and its benefits are likely to substantially 
discourage enrollment by certain MA eligible individuals with 
the organization.’’. 

(2) RELATING TO REBATES.—
(A) Section 1839(a)(2) (42 U.S.C. 1395r(a)(2)) is 

amended by striking ‘‘80 percent of any reduction elected 
under section 1854(f )(1)(E)’’ and inserting ‘‘any credit pro-
vided under section 1854(b)(1)(C)(ii)(III)’’. 
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(B) The first sentence of section 1840(i) (42 U.S.C. 
1395s(i)) is amended by inserting ‘‘and to reflect any credit 
provided under section 1854(b)(1)(C)(iv)’’ after ‘‘section 
1854(f )(1)(E)’’. 

(C) Section 1844(c) (42 U.S.C. 1395w(c)) is amended by 
inserting ‘‘or any credits provided under section 
1854(b)(1)(C)(iv)’’ after ‘‘section 1854(f )(1)(E)’’. 
(3) OTHER CONFORMING AND TECHNICAL AMENDMENTS.—

(A) Section 1851(b)(1) (42 U.S.C. 1395w–21(b)(1)) is 
amended—

(i) in subparagraph (B), by striking ‘‘a plan’’ and 
inserting ‘‘an MA local plan’’; 

(ii) in subparagraph (B), by striking ‘‘basic benefits 
described in section 1852(a)(1)(A)’’ and inserting ‘‘bene-
fits under the original medicare fee-for-service program 
option’’; and 

(iii) in subparagraph (C), by striking ‘‘in a 
Medicare+Choice plan’’ and inserting ‘‘in an MA local 
plan’’. 
(B) Section 1851(d) (42 U.S.C. 1395w–21(d)) is amend-

ed—
(i) in paragraph (3), by adding at the end the fol-

lowing new subparagraph: 
‘‘(F) CATASTROPHIC COVERAGE AND SINGLE DEDUCT-

IBLE.—In the case of an MA regional plan, a description of 
the catastrophic coverage and single deductible applicable 
under the plan.’’; 

(ii) in paragraph (4)(A)(ii), by inserting ‘‘, includ-
ing information on the single deductible (if applicable) 
under section 1858(b)(1)’’ after ‘‘cost sharing’’; 

(iii) in paragraph (4)(B)(i), by striking 
‘‘Medicare+Choice monthly basic’’ and all that follows 
and inserting ‘‘monthly amount of the premium 
charged to an individual.’’; and 

(iv) by amending subparagraph (E) of subsection 
(d)(4) to read as follows: 
‘‘(E) SUPPLEMENTAL BENEFITS.—Supplemental health 

care benefits, including any reductions in cost-sharing 
under section 1852(a)(3) and the terms and conditions (in-
cluding premiums) for such benefits.’’. 

(C) Section 1857(d)(1) (42 U.S.C. 1395w–27(d)(1)) is 
amended by striking ‘‘, costs, and computation of the ad-
justed community rate’’ and inserting ‘‘and costs, including 
allowable costs under section 1858(c)’’. 

(D) Section 1851(a)(3)(B)(ii) (42 U.S.C. 1395w–
21(a)(3)(B)(ii)) is amended by striking ‘‘section 
1851(e)(4)(A)’’ and inserting ‘‘subsection (e)(4)(A)’’. 

(E) Section 1851(f)(1) (42 U.S.C. 1395w–21(f)(1)) is 
amended by striking ‘‘subsection (e)(1)(A)’’ and inserting 
‘‘subsection (e)(1)’’. 

SEC. 223. EFFECTIVE DATE. 
(a) EFFECTIVE DATE.—The amendments made by this subtitle 

shall apply with respect to plan years beginning on or after January 
1, 2006. 
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(b) ISSUANCE OF REGULATIONS.—The Secretary shall revise the 
regulations previously promulgated to carry out part C of title XVIII 
of the Social Security Act to carry out the provisions of this Act.

Subtitle D—Additional Reforms 

SEC. 231. SPECIALIZED MA PLANS FOR SPECIAL NEEDS INDIVIDUALS. 
(a) TREATMENT AS COORDINATED CARE PLAN.—Section 

1851(a)(2)(A) (42 U.S.C. 1395w–21(a)(2)(A)), as amended by section 
221(a), is amended by adding at the end the following new clause: 

‘‘(ii) SPECIALIZED MA PLANS FOR SPECIAL NEEDS IN-
DIVIDUALS.—Specialized MA plans for special needs in-
dividuals (as defined in section 1859(b)(6)) may be any 
type of coordinated care plan.’’. 

(b) SPECIALIZED MA PLAN FOR SPECIAL NEEDS INDIVIDUALS 
DEFINED.—Section 1859(b) (42 U.S.C. 1395w–29(b)), as amended by 
section 221(b), is amended by adding at the end the following new 
paragraph: 

‘‘(6) SPECIALIZED MA PLANS FOR SPECIAL NEEDS INDIVID-
UALS.—

‘‘(A) IN GENERAL.—The term ‘specialized MA plan for 
special needs individuals’ means an MA plan that exclu-
sively serves special needs individuals (as defined in sub-
paragraph (B)). 

‘‘(B) SPECIAL NEEDS INDIVIDUAL.—The term ‘special 
needs individual’ means an MA eligible individual who—

‘‘(i) is institutionalized (as defined by the Sec-
retary); 

‘‘(ii) is entitled to medical assistance under a State 
plan under title XIX; or 

‘‘(iii) meets such requirements as the Secretary may 
determine would benefit from enrollment in such a spe-
cialized MA plan described in subparagraph (A) for in-
dividuals with severe or disabling chronic conditions. 

The Secretary may waive application of section 
1851(a)(3)(B) in the case of an individual described in 
clause (i), (ii), or (iii) of this subparagraph and may apply 
rules similar to the rules of section 1894(c)(4) for continued 
eligibility of special needs individuals.’’. 

(c) RESTRICTION ON ENROLLMENT PERMITTED.—Section 1859 
(42 U.S.C. 1395w–29) is amended by adding at the end the fol-
lowing new subsection: 

‘‘(f) RESTRICTION ON ENROLLMENT FOR SPECIALIZED MA PLANS 
FOR SPECIAL NEEDS INDIVIDUALS.—In the case of a specialized MA 
plan for special needs individuals (as defined in subsection (b)(6)), 
notwithstanding any other provision of this part and in accordance 
with regulations of the Secretary and for periods before January 1, 
2009, the plan may restrict the enrollment of individuals under the 
plan to individuals who are within one or more classes of special 
needs individuals.’’. 

(d) AUTHORITY TO DESIGNATE OTHER PLANS AS SPECIALIZED 
MA PLANS.—In promulgating regulations to carry out section 
1851(a)(2)(A)(ii) of the Social Security Act (as added by subsection 
(a)) and section 1859(b)(6) of such Act (as added by subsection (b)), 
the Secretary may provide (notwithstanding section 1859(b)(6)(A) of 
such Act) for the offering of specialized MA plans for special needs 
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individuals by MA plans that disproportionately serve special needs 
individuals. 

(e) REPORT TO CONGRESS.—Not later than December 31, 2007, 
the Secretary shall submit to Congress a report that assesses the im-
pact of specialized MA plans for special needs individuals on the 
cost and quality of services provided to enrollees. Such report shall 
include an assessment of the costs and savings to the medicare pro-
gram as a result of amendments made by subsections (a), (b), and 
(c). 

(f) EFFECTIVE DATES.—
(1) IN GENERAL.—The amendments made by subsections 

(a), (b), and (c) shall take effect upon the date of the enactment 
of this Act. 

(2) DEADLINE FOR ISSUANCE OF REQUIREMENTS FOR SPE-
CIAL NEEDS INDIVIDUALS; TRANSITION.—No later than 1 year 
after the date of the enactment of this Act, the Secretary shall 
issue final regulations to establish requirements for special 
needs individuals under section 1859(b)(6)(B)(iii) of the Social 
Security Act, as added by subsection (b). 

SEC. 232. AVOIDING DUPLICATIVE STATE REGULATION. 
(a) IN GENERAL.—Section 1856(b)(3) (42 U.S.C. 1395w–26(b)(3)) 

is amended to read as follows: 
‘‘(3) RELATION TO STATE LAWS.—The standards established 

under this part shall supersede any State law or regulation 
(other than State licensing laws or State laws relating to plan 
solvency) with respect to MA plans which are offered by MA or-
ganizations under this part.’’. 
(b) CONFORMING AMENDMENT.—Section 1854(g) (42 U.S.C. 

1395w–24(g)) is amended by inserting ‘‘or premiums paid to such 
organizations under this part’’ after ‘‘section 1853’’. 

(c) EFFECTIVE DATE.—The amendments made by this subsection 
shall take effect on the date of the enactment of this Act. 
SEC. 233. MEDICARE MSAS. 

(a) EXEMPTION FROM REPORTING REQUIREMENT.—
(1) IN GENERAL.—Section 1852(e)(1) (42 U.S.C. 1395w–

22(e)(1)) is amended by inserting ‘‘(other than MSA plans)’’ 
after ‘‘plans’’. 

(2) CONFORMING AMENDMENTS.—Section 1852 (42 U.S.C. 
1395w–22) is amended—

(A) in subsection (c)(1)(I), by inserting before the period 
at the end the following: ‘‘, if required under such section’’; 
and 

(B) in subsection (e)(2)(A), by striking ‘‘, a non-network 
MSA plan,’’; and 

(C) in subsection (e)(2)(B), by striking ‘‘, NON-NETWORK 
MSA PLANS,’’ and ‘‘, a non-network MSA plan,’’. 
(3) EFFECTIVE DATE.—The amendments made by this sub-

section shall apply on and after the date of the enactment of 
this Act but shall not apply to contract years beginning on or 
after January 1, 2006. 
(b) MAKING PROGRAM PERMANENT AND ELIMINATING CAP.—Sec-

tion 1851(b)(4) (42 U.S.C. 1395w–21(b)(4)) is amended—
(1) in the heading, by striking ‘‘ON A DEMONSTRATION 

BASIS’’; 
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(2) by striking the first sentence of subparagraph (A); and 
(3) by striking the second sentence of subparagraph (C). 

(c) APPLYING LIMITATIONS ON BALANCE BILLING.—Section 
1852(k)(1) (42 U.S.C. 1395w–22(k)(1)) is amended by inserting ‘‘or 
with an organization offering an MSA plan’’ after ‘‘section 
1851(a)(2)(A)’’. 

(d) ADDITIONAL AMENDMENT.—Section 1851(e)(5)(A) (42 U.S.C. 
1395w–21(e)(5)(A)) is amended—

(1) by adding ‘‘or’’ at the end of clause (i); 
(2) by striking ‘‘, or’’ at the end of clause (ii) and inserting 

a semicolon; and 
(3) by striking clause (iii). 

SEC. 234. EXTENSION OF REASONABLE COST CONTRACTS. 
Subparagraph (C) of section 1876(h)(5) (42 U.S.C. 

1395mm(h)(5)) is amended to read as follows: 
‘‘(C)(i) Subject to clause (ii), a reasonable cost reimbursement 

contract under this subsection may be extended or renewed indefi-
nitely. 

‘‘(ii) For any period beginning on or after January 1, 2008, a 
reasonable cost reimbursement contract under this subsection may 
not be extended or renewed for a service area insofar as such area 
during the entire previous year was within the service area of—

‘‘(I) 2 or more MA regional plans described in clause (iii); 
or 

‘‘(II) 2 or more MA local plans described in clause (iii). 
‘‘(iii) A plan described in this clause for a year for a service area 

is a plan described in section 1851(a)(2)(A)(i) if the service area for 
the year meets the following minimum enrollment requirements: 

‘‘(I) With respect to any portion of the area involved that is 
within a Metropolitan Statistical Area with a population of 
more than 250,000 and counties contiguous to such Metropoli-
tan Statistical Area, 5,000 individuals. 

‘‘(II) With respect to any other portion of such area, 1,500 
individuals.’’. 

SEC. 235. 2-YEAR EXTENSION OF MUNICIPAL HEALTH SERVICE DEM-
ONSTRATION PROJECTS. 

The last sentence of section 9215(a) of the Consolidated Omni-
bus Budget Reconciliation Act of 1985 (42 U.S.C. 1395b–1 note), as 
amended by section 6135 of the Omnibus Budget Reconciliation Act 
of 1989, section 13557 of the Omnibus Budget Reconciliation Act of 
1993, section 4017 of BBA, section 534 of BBRA (113 Stat. 1501A–
390), and section 633 of BIPA, is amended by striking ‘‘December 
31, 2004’’ and inserting ‘‘December 31, 2006’’. 
SEC. 236. PAYMENT BY PACE PROVIDERS FOR MEDICARE AND MED-

ICAID SERVICES FURNISHED BY NONCONTRACT PRO-
VIDERS. 

(a) MEDICARE SERVICES.—
(1) MEDICARE SERVICES FURNISHED BY PROVIDERS OF SERV-

ICES.—Section 1866(a)(1)(O) (42 U.S.C. 1395cc(a)(1)(O)) is 
amended—

(A) by striking ‘‘part C or’’ and inserting ‘‘part C, with 
a PACE provider under section 1894 or 1934, or’’; 

(B) by striking ‘‘(i)’’; 
(C) by striking ‘‘and (ii)’’; 
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(D) by inserting ‘‘(or, in the case of a PACE provider, 
contract or other agreement)’’ after ‘‘have a contract’’; and 

(E) by striking ‘‘members of the organization’’ and in-
serting ‘‘members of the organization or PACE program eli-
gible individuals enrolled with the PACE provider,’’.
(2) MEDICARE SERVICES FURNISHED BY PHYSICIANS AND 

OTHER ENTITIES.—Section 1894(b) (42 U.S.C. 1395eee(b)) is 
amended by adding at the end the following new paragraphs: 

‘‘(3) TREATMENT OF MEDICARE SERVICES FURNISHED BY 
NONCONTRACT PHYSICIANS AND OTHER ENTITIES.—

‘‘(A) APPLICATION OF MEDICARE ADVANTAGE REQUIRE-
MENT WITH RESPECT TO MEDICARE SERVICES FURNISHED BY 
NONCONTRACT PHYSICIANS AND OTHER ENTITIES.—Section 
1852(k)(1) (relating to limitations on balance billing 
against MA organizations for noncontract physicians and 
other entities with respect to services covered under this 
title) shall apply to PACE providers, PACE program eligi-
ble individuals enrolled with such PACE providers, and 
physicians and other entities that do not have a contract or 
other agreement establishing payment amounts for services 
furnished to such an individual in the same manner as 
such section applies to MA organizations, individuals en-
rolled with such organizations, and physicians and other 
entities referred to in such section. 

‘‘(B) REFERENCE TO RELATED PROVISION FOR NONCON-
TRACT PROVIDERS OF SERVICES.—For the provision relating 
to limitations on balance billing against PACE providers 
for services covered under this title furnished by noncon-
tract providers of services, see section 1866(a)(1)(O). 
‘‘(4) REFERENCE TO RELATED PROVISION FOR SERVICES COV-

ERED UNDER TITLE XIX BUT NOT UNDER THIS TITLE.—For provi-
sions relating to limitations on payments to providers partici-
pating under the State plan under title XIX that do not have 
a contract or other agreement with a PACE provider estab-
lishing payment amounts for services covered under such plan 
(but not under this title) when such services are furnished to en-
rollees of that PACE provider, see section 1902(a)(66).’’. 
(b) MEDICAID SERVICES.—

(1) REQUIREMENT UNDER STATE PLAN.—Section 1902(a) (42 
U.S.C. 1396a(a)), as amended by section 103(a), is amended—

(A) in paragraph (65), by striking ‘‘and’’ at the end; 
(B) in paragraph (66), by striking the period at the end 

and inserting ‘‘; and’’; and 
(C) by inserting after paragraph (66) the following new 

paragraph: 
‘‘(67) provide, with respect to services covered under the 

State plan (but not under title XVIII) that are furnished to a 
PACE program eligible individual enrolled with a PACE pro-
vider by a provider participating under the State plan that does 
not have a contract or other agreement with the PACE provider 
that establishes payment amounts for such services, that such 
participating provider may not require the PACE provider to 
pay the participating provider an amount greater than the 
amount that would otherwise be payable for the service to the 
participating provider under the State plan for the State where 
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the PACE provider is located (in accordance with regulations 
issued by the Secretary).’’. 

(2) APPLICATION UNDER MEDICAID.—Section 1934(b) (42 
U.S.C. 1396u–4(b)) is amended by adding at the end the fol-
lowing new paragraphs: 

‘‘(3) TREATMENT OF MEDICARE SERVICES FURNISHED BY 
NONCONTRACT PHYSICIANS AND OTHER ENTITIES.—

‘‘(A) APPLICATION OF MEDICARE ADVANTAGE REQUIRE-
MENT WITH RESPECT TO MEDICARE SERVICES FURNISHED BY 
NONCONTRACT PHYSICIANS AND OTHER ENTITIES.—Section 
1852(k)(1) (relating to limitations on balance billing 
against MA organizations for noncontract physicians and 
other entities with respect to services covered under title 
XVIII) shall apply to PACE providers, PACE program eligi-
ble individuals enrolled with such PACE providers, and 
physicians and other entities that do not have a contract or 
other agreement establishing payment amounts for services 
furnished to such an individual in the same manner as 
such section applies to MA organizations, individuals en-
rolled with such organizations, and physicians and other 
entities referred to in such section. 

‘‘(B) REFERENCE TO RELATED PROVISION FOR NONCON-
TRACT PROVIDERS OF SERVICES.—For the provision relating 
to limitations on balance billing against PACE providers 
for services covered under title XVIII furnished by noncon-
tract providers of services, see section 1866(a)(1)(O). 
‘‘(4) REFERENCE TO RELATED PROVISION FOR SERVICES COV-

ERED UNDER THIS TITLE BUT NOT UNDER TITLE XVIII.—For pro-
visions relating to limitations on payments to providers partici-
pating under the State plan under this title that do not have 
a contract or other agreement with a PACE provider estab-
lishing payment amounts for services covered under such plan 
(but not under title XVIII) when such services are furnished to 
enrollees of that PACE provider, see section 1902(a)(67).’’. 
(c) EFFECTIVE DATE.—The amendments made by this section 

shall apply to services furnished on or after January 1, 2004. 
SEC. 237. REIMBURSEMENT FOR FEDERALLY QUALIFIED HEALTH CEN-

TERS PROVIDING SERVICES UNDER MA PLANS. 
(a) REIMBURSEMENT.—Section 1833(a)(3) (42 U.S.C. 

1395l(a)(3)) is amended to read as follows: 
‘‘(3) in the case of services described in section 

1832(a)(2)(D)—
‘‘(A) except as provided in subparagraph (B), the costs 

which are reasonable and related to the cost of furnishing 
such services or which are based on such other tests of rea-
sonableness as the Secretary may prescribe in regulations, 
including those authorized under section 1861(v)(1)(A), less 
the amount a provider may charge as described in clause 
(ii) of section 1866(a)(2)(A), but in no case may the payment 
for such services (other than for items and services de-
scribed in section 1861(s)(10)(A)) exceed 80 percent of such 
costs; or 

‘‘(B) with respect to the services described in clause (ii) 
of section 1832(a)(2)(D) that are furnished to an individual 
enrolled with a MA plan under part C pursuant to a writ-
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ten agreement described in section 1853(a)(4), the amount 
(if any) by which—

‘‘(i) the amount of payment that would have other-
wise been provided under subparagraph (A) (calculated 
as if ‘100 percent’ were substituted for ‘80 percent’ in 
such subparagraph) for such services if the individual 
had not been so enrolled; exceeds 

‘‘(ii) the amount of the payments received under 
such written agreement for such services (not including 
any financial incentives provided for in such agreement 
such as risk pool payments, bonuses, or withholds), 

less the amount the Federally qualified health center may 
charge as described in section 1857(e)(3)(B);’’. 

(b) CONTINUATION OF MONTHLY PAYMENTS.—
(1) IN GENERAL.—Section 1853(a) (42 U.S.C. 1395w–23(a)) 

is amended by adding at the end the following new paragraph: 
‘‘(4) PAYMENT RULE FOR FEDERALLY QUALIFIED HEALTH 

CENTER SERVICES.—If an individual who is enrolled with an 
MA plan under this part receives a service from a Federally 
qualified health center that has a written agreement with the 
MA organization that offers such plan for providing such a 
service (including any agreement required under section 
1857(e)(3))—

‘‘(A) the Secretary shall pay the amount determined 
under section 1833(a)(3)(B) directly to the Federally quali-
fied health center not less frequently than quarterly; and 

‘‘(B) the Secretary shall not reduce the amount of the 
monthly payments under this subsection as a result of the 
application of subparagraph (A).’’. 
(2) CONFORMING AMENDMENTS.—

(A) Section 1851(i) (42 U.S.C. 1395w–21(i)) is amend-
ed—

(i) in paragraph (1), by inserting ‘‘1853(a)(4),’’ after 
‘‘Subject to sections 1852(a)(5),’’; and 

(ii) in paragraph (2), by inserting ‘‘1853(a)(4),’’ 
after ‘‘Subject to sections’’. 
(B) Section 1853(c)(5) is amended by striking ‘‘sub-

sections (a)(3)(C)(iii) and (i)’’ and inserting ‘‘subsections 
(a)(3)(C)(iii), (a)(4), and (i)’’. 

(c) ADDITIONAL CONTRACT REQUIREMENTS.—Section 1857(e) (42 
U.S.C. 1395w–27(e)) is amended by adding at the end the following 
new paragraph: 

‘‘(3) AGREEMENTS WITH FEDERALLY QUALIFIED HEALTH CEN-
TERS.—

‘‘(A) PAYMENT LEVELS AND AMOUNTS.—A contract 
under this section with an MA organization shall require 
the organization to provide, in any written agreement de-
scribed in section 1853(a)(4) between the organization and 
a Federally qualified health center, for a level and amount 
of payment to the Federally qualified health center for serv-
ices provided by such health center that is not less than the 
level and amount of payment that the plan would make for 
such services if the services had been furnished by a entity 
providing similar services that was not a Federally quali-
fied health center. 
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‘‘(B) COST-SHARING.—Under the written agreement re-
ferred to in subparagraph (A), a Federally qualified health 
center must accept the payment amount referred to in such 
subparagraph plus the Federal payment provided for in 
section 1833(a)(3)(B) as payment in full for services covered 
by the agreement, except that such a health center may col-
lect any amount of cost-sharing permitted under the con-
tract under this section, so long as the amounts of any de-
ductible, coinsurance, or copayment comply with the re-
quirements under section 1854(e).’’. 

(d) SAFE HARBOR.—Section 1128B(b)(3) (42 U.S.C. 1320a–
7b(b)(3)), as amended by section 101(f)(2), is amended—

(1) in subparagraph (F), by striking ‘‘and’’ after the semi-
colon at the end; 

(2) in subparagraph (G), by striking the period at the end 
and inserting ‘‘; and’’; and 

(3) by adding at the end the following new subparagraph: 
‘‘(H) any remuneration between a Federally qualified 

health center (or an entity controlled by such a health cen-
ter) and an MA organization pursuant to a written agree-
ment described in section 1853(a)(4).’’. 

(e) EFFECTIVE DATE.—The amendments made by this section 
shall apply to services provided on or after January 1, 2006, and 
contract years beginning on or after such date. 
SEC. 238. INSTITUTE OF MEDICINE EVALUATION AND REPORT ON 

HEALTH CARE PERFORMANCE MEASURES. 
(a) EVALUATION.—

(1) IN GENERAL.—Not later than the date that is 2 months 
after the date of the enactment of this Act, the Secretary shall 
enter into an arrangement under which the Institute of Medi-
cine of the National Academy of Sciences (in this section re-
ferred to as the ‘‘Institute’’) shall conduct an evaluation of lead-
ing health care performance measures in the public and private 
sectors and options to implement policies that align perform-
ance with payment under the medicare program under title 
XVIII of the Social Security Act (42 U.S.C. 1395 et seq.). 

(2) SPECIFIC MATTERS EVALUATED.—In conducting the eval-
uation under paragraph (1), the Institute shall—

(A) catalogue, review, and evaluate the validity of lead-
ing health care performance measures; 

(B) catalogue and evaluate the success and utility of al-
ternative performance incentive programs in public or pri-
vate sector settings; and 

(C) identify and prioritize options to implement policies 
that align performance with payment under the medicare 
program that indicate— 

(i) the performance measurement set to be used 
and how that measurement set will be updated; 

(ii) the payment policy that will reward perform-
ance; and 

(iii) the key implementation issues (such as data 
and information technology requirements) that must be 
addressed. 

(3) SCOPE OF HEALTH CARE PERFORMANCE MEASURES.—The 
health care performance measures described in paragraph 
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(2)(A) shall encompass a variety of perspectives, including phy-
sicians, hospitals, other health care providers, health plans, 
purchasers, and patients. 

(4) CONSULTATION WITH MEDPAC.—In evaluating the mat-
ters described in paragraph (2)(C), the Institute shall consult 
with the Medicare Payment Advisory Commission established 
under section 1805 of the Social Security Act (42 U.S.C. 1395b–
6). 
(b) REPORT.—Not later than the date that is 18 months after 

the date of enactment of this Act, the Institute shall submit to the 
Secretary and appropriate committees of jurisdiction of the Senate 
and House of Representatives a report on the evaluation conducted 
under subsection (a)(1) describing the findings of such evaluation 
and recommendations for an overall strategy and approach for 
aligning payment with performance, including options for updating 
performance measures, in the original medicare fee-for-service pro-
gram under parts A and B of title XVIII of the Social Security Act, 
the Medicare Advantage program under part C of such title, and 
any other programs under such title XVIII. 

(c) AUTHORIZATION OF APPROPRIATIONS.—There are authorized 
to be appropriated such sums as may be necessary for purposes of 
conducting the evaluation and preparing the report required by this 
section. 

Subtitle E—Comparative Cost Adjustment (CCA) Program 

SEC. 241. COMPARATIVE COST ADJUSTMENT (CCA) PROGRAM. 
(a) IN GENERAL.—Part C of title XVIII is amended by adding 

at the end the following new section: 

‘‘COMPARATIVE COST ADJUSTMENT (CCA) PROGRAM 

‘‘SEC. 1860C–1. (a) ESTABLISHMENT OF PROGRAM.—
‘‘(1) IN GENERAL.—The Secretary shall establish a program 

under this section (in this section referred to as the ‘CCA pro-
gram’) for the application of comparative cost adjustment in 
CCA areas selected under this section. 

‘‘(2) DURATION.—The CCA program shall begin January 1, 
2010, and shall extend over a period of 6 years, and end on De-
cember 31, 2015. 

‘‘(3) REPORT.—Upon the completion of the CCA program, 
the Secretary shall submit a report to Congress. Such report 
shall include the following, with respect to both this part and 
the original medicare fee-for-service program: 

‘‘(A) An evaluation of the financial impact of the CCA 
program. 

‘‘(B) An evaluation of changes in access to physicians 
and other health care providers. 

‘‘(C) Beneficiary satisfaction. 
‘‘(D) Recommendations regarding any extension or ex-

pansion of the CCA program. 
‘‘(b) REQUIREMENTS FOR SELECTION OF CCA AREAS.—

‘‘(1) CCA AREA DEFINED.—
‘‘(A) IN GENERAL.—For purposes of this section, the 

term ‘CCA area’ means an MSA that meets the require-
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ments of paragraph (2) and is selected by the Secretary 
under subsection (c). 

‘‘(B) MSA DEFINED.—For purposes of this section, the 
term ‘MSA’ means a Metropolitan Statistical Area (or such 
similar area as the Secretary recognizes). 
‘‘(2) REQUIREMENTS FOR CCA AREAS.—The requirements of 

this paragraph for an MSA to be a CCA area are as follows: 
‘‘(A) MA ENROLLMENT REQUIREMENT.—For the ref-

erence month (as defined under section 1858(f)(4)(B)) with 
respect to 2010, at least 25 percent of the total number of 
MA eligible individuals who reside in the MSA were en-
rolled in an MA local plan described in section 
1851(a)(2)(A)(i). 

‘‘(B) 2 PLAN REQUIREMENT.—There will be offered in 
the MSA during the annual, coordinated election period 
under section 1851(e)(3)(B) before the beginning of 2010 at 
least 2 MA local plans described in section 1851(a)(2)(A)(i) 
(in addition to the fee-for-service program under parts A 
and B), each offered by a different MA organization and 
each of which met the minimum enrollment requirements of 
paragraph (1) of section 1857(b) (as applied without regard 
to paragraph (3) thereof) as of the reference month. 

‘‘(c) SELECTION OF CCA AREAS.—
‘‘(1) GENERAL SELECTION CRITERIA.—The Secretary shall se-

lect CCA areas from among those MSAs qualifying under sub-
section (b) in a manner that—

‘‘(A) seeks to maximize the opportunity to test the appli-
cation of comparative cost adjustment under this title; 

‘‘(B) does not seek to maximize the number of MA eligi-
ble individuals who reside in such areas; and 

‘‘(C) provides for geographic diversity consistent with 
the criteria specified in paragraph (2). 
‘‘(2) SELECTION CRITERIA.—With respect to the selection of 

MSAs that qualify to be CCA areas under subsection (b), the 
following rules apply, to the maximum extent feasible: 

‘‘(A) MAXIMUM NUMBER.—The number of such MSAs 
selected may not exceed the lesser of (i) 6, or (ii) 25 percent 
of the number of MSAs that meet the requirement of sub-
section (b)(2)(A). 

‘‘(B) ONE OF 4 LARGEST AREAS BY POPULATION.—At 
least one such qualifying MSA shall be selected from 
among the 4 such qualifying MSAs with the largest total 
population of MA eligible individuals. 

‘‘(C) ONE OF 4 AREAS WITH LOWEST POPULATION DEN-
SITY.—At least one such qualifying MSA shall be selected 
from among the 4 such qualifying MSAs with the lowest 
population density (as measured by residents per square 
mile or similar measure of density). 

‘‘(D) MULTISTATE AREA.—At least one such qualifying 
MSA shall be selected that includes a multi-State area. 
Such an MSA may be an MSA described in subparagraph 
(B) or (C). 

‘‘(E) LIMITATION WITHIN SAME GEOGRAPHIC REGION.—
No more than 2 such MSAs shall be selected that are, in 
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whole or in part, within the same geographic region (as 
specified by the Secretary) of the United States. 

‘‘(F) PRIORITY TO AREAS NOT WITHIN CERTAIN DEM-
ONSTRATION PROJECTS.—Priority shall be provided for 
those qualifying MSAs that do not have a demonstration 
project in effect as of the date of the enactment of this sec-
tion for medicare preferred provider organization plans 
under this part. 

‘‘(d) APPLICATION OF COMPARATIVE COST ADJUSTMENT.—
‘‘(1) IN GENERAL.—In the case of a CCA area for a year—

‘‘(A) for purposes of applying this part with respect to 
payment for MA local plans, any reference to an MA area-
specific non-drug monthly benchmark amount shall be 
treated as a reference to such benchmark computed as if the 
CCA area-specific non-drug monthly benchmark amount 
(as defined in subsection (e)(1)) were substituted for the 
amount described in section 1853(j)(1)(A) for the CCA area 
and year involved, as phased in under paragraph (3); and 

‘‘(B) with respect to months in the year for individuals 
residing in the CCA area who are not enrolled in an MA 
plan, the amount of the monthly premium under section 
1839 is subject to adjustment under subsection (f). 
‘‘(2) EXCLUSION OF MA LOCAL AREAS WITH FEWER THAN 2 

ORGANIZATIONS OFFERING MA PLANS.—
‘‘(A) IN GENERAL.—In no case shall an MA local area 

that is within an MSA be included as part of a CCA area 
unless for 2010 (and, except as provided in subparagraph 
(B), for a subsequent year) there is offered in each part of 
such MA local area at least 2 MA local plans described in 
section 1851(a)(2)(A)(i) each of which is offered by a dif-
ferent MA organization. 

‘‘(B) CONTINUATION.—If an MA local area meets the re-
quirement of subparagraph (A) and is included in a CCA 
area for 2010, such local area shall continue to be included 
in such CCA area for a subsequent year notwithstanding 
that it no longer meets such requirement so long as there 
is at least one MA local plan described in section 
1851(a)(2)(A)(i) that is offered in such local area. 
‘‘(3) PHASE-IN OF CCA BENCHMARK.—

‘‘(A) IN GENERAL.—In applying this section for a year 
before 2013, paragraph (1)(A) shall be applied as if the 
phase-in fraction under subparagraph (B) of the CCA non-
drug monthly benchmark amount for the year were sub-
stituted for such fraction of the MA area-specific non-drug 
monthly benchmark amount. 

‘‘(B) PHASE-IN FRACTION.—The phase-in fraction under 
this subparagraph is—

‘‘(i) for 2010 1⁄4; and 
‘‘(ii) for a subsequent year is the phase-in fraction 

under this subparagraph for the previous year in-
creased by 1⁄4, but in no case more than 1. 

‘‘(e) COMPUTATION OF CCA BENCHMARK AMOUNT.—
‘‘(1) CCA NON-DRUG MONTHLY BENCHMARK AMOUNT.—For 

purposes of this section, the term ‘CCA non-drug monthly 
benchmark amount’ means, with respect to a CCA area for a 
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month in a year, the sum of the 2 components described in 
paragraph (2) for the area and year. The Secretary shall com-
pute such benchmark amount for each such CCA area before 
the beginning of each annual, coordinated election period under 
section 1851(e)(3)(B) for each year (beginning with 2010) in 
which the CCA area is so selected. 

‘‘(2) 2 COMPONENTS.—For purposes of paragraph (1), the 2 
components described in this paragraph for a CCA area and a 
year are the following: 

‘‘(A) MA LOCAL COMPONENT.—The product of the fol-
lowing: 

‘‘(i) WEIGHTED AVERAGE OF MEDICARE ADVANTAGE 
PLAN BIDS IN AREA.—The weighted average of the plan 
bids for the area and year (as determined under para-
graph (3)(A)). 

‘‘(ii) NON-FFS MARKET SHARE.—1 minus the fee-for-
service market share percentage, determined under 
paragraph (4) for the area and year. 
‘‘(B) FEE-FOR-SERVICE COMPONENT.—The product of the 

following: 
‘‘(i) FEE-FOR-SERVICE AREA-SPECIFIC NON-DRUG 

AMOUNT.—The fee-for-service area-specific non-drug 
amount (as defined in paragraph (5)) for the area and 
year. 

‘‘(ii) FEE-FOR-SERVICE MARKET SHARE.—The fee-for-
service market share percentage, determined under 
paragraph (4) for the area and year. 

‘‘(3) DETERMINATION OF WEIGHTED AVERAGE MA BIDS FOR A 
CCA AREA.—

‘‘(A) IN GENERAL.—For purposes of paragraph (2)(A)(i), 
the weighted average of plan bids for a CCA area and a 
year is, subject to subparagraph (D), the sum of the fol-
lowing products for MA local plans described in subpara-
graph (C) in the area and year: 

‘‘(i) MONTHLY MEDICARE ADVANTAGE STATUTORY 
NON-DRUG BID AMOUNT.—The accepted unadjusted MA 
statutory non-drug monthly bid amount. 

‘‘(ii) PLAN’S SHARE OF MEDICARE ADVANTAGE EN-
ROLLMENT IN AREA.—The number of individuals de-
scribed in subparagraph (B), divided by the total num-
ber of such individuals for all MA plans described in 
subparagraph (C) for that area and year. 
‘‘(B) COUNTING OF INDIVIDUALS.—The Secretary shall 

count, for each MA local plan described in subparagraph 
(C) for an area and year, the number of individuals who 
reside in the area and who were enrolled under such plan 
under this part during the reference month for that year. 

‘‘(C) EXCLUSION OF PLANS NOT OFFERED IN PREVIOUS 
YEAR.—For an area and year, the MA local plans described 
in this subparagraph are MA local plans described in sec-
tion 1851(a)(2)(A)(i) that are offered in the area and year 
and were offered in the CCA area in the reference month. 

‘‘(D) COMPUTATION OF WEIGHTED AVERAGE OF PLAN 
BIDS.—In calculating the weighted average of plan bids for 
a CCA area under subparagraph (A)—
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‘‘(i) in the case of an MA local plan that has a 
service area only part of which is within such CCA 
area, the MA organization offering such plan shall 
submit a separate bid for such plan for the portion 
within such CCA area; and 

‘‘(ii) the Secretary shall adjust such separate bid 
(or, in the case of an MA local plan that has a service 
area entirely within such CCA area, the plan bid) as 
may be necessary to take into account differences be-
tween the service area of such plan within the CCA 
area and the entire CCA area and the distribution of 
plan enrollees of all MA local plans offered within the 
CCA area. 

‘‘(4) COMPUTATION OF FEE-FOR-SERVICE MARKET SHARE PER-
CENTAGE.—The Secretary shall determine, for a year and a 
CCA area, the proportion (in this subsection referred to as the 
‘fee-for-service market share percentage’) equal to—

‘‘(A) the total number of MA eligible individuals resid-
ing in such area who during the reference month for the 
year were not enrolled in any MA plan; divided by 

‘‘(B) the sum of such number and the total number of 
MA eligible individuals residing in such area who during 
such reference month were enrolled in an MA local plan de-
scribed in section 1851(a)(2)(A)(i), 

or, if greater, such proportion determined for individuals na-
tionally. 

‘‘(5) FEE-FOR-SERVICE AREA-SPECIFIC NON-DRUG AMOUNT.—
‘‘(A) IN GENERAL.—For purposes of paragraph (2)(B)(i) 

and subsection (f)(2)(A), subject to subparagraph (C), the 
term ‘fee-for-service area-specific non-drug amount’ means, 
for a CCA area and a year, the adjusted average per capita 
cost for such area and year involved, determined under sec-
tion 1876(a)(4) and adjusted as appropriate for the purpose 
of risk adjustment for benefits under the original medicare 
fee-for-service program option for individuals entitled to 
benefits under part A and enrolled under part B who are 
not enrolled in an MA plan for the year, but adjusted to ex-
clude costs attributable to payments under section 1886(h). 

‘‘(B) USE OF FULL RISK ADJUSTMENT TO STANDARDIZE 
FEE-FOR-SERVICE COSTS TO TYPICAL BENEFICIARY.—In de-
termining the adjusted average per capita cost for an area 
and year under subparagraph (A), such costs shall be ad-
justed to fully take into account the demographic and 
health status risk factors established under section 
1853(a)(1)(A)(iv) so that such per capita costs reflect the av-
erage costs for a typical beneficiary residing in the CCA 
area. 

‘‘(C) INCLUSION OF COSTS OF VA AND DOD MILITARY FA-
CILITY SERVICES TO MEDICARE-ELIGIBLE BENEFICIARIES.—In 
determining the adjusted average per capita cost under 
subparagraph (A) for a year, such cost shall be adjusted to 
include the Secretary’s estimate, on a per capita basis, of 
the amount of additional payments that would have been 
made in the area involved under this title if individuals en-
titled to benefits under this title had not received services 
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from facilities of the Department of Veterans Affairs or the 
Department of Defense. 

‘‘(f) PREMIUM ADJUSTMENT.—
‘‘(1) APPLICATION.—

‘‘(A) IN GENERAL.—Except as provided in subparagraph 
(B), in the case of an individual who is enrolled under part 
B, who resides in a CCA area, and who is not enrolled in 
an MA plan under this part, the monthly premium other-
wise applied under part B (determined without regard to 
subsections (b), (f), and (i) of section 1839 or any adjust-
ment under this subsection) shall be adjusted in accordance 
with paragraph (2), but only in the case of premiums for 
months during the period in which the CCA program under 
this section for such area is in effect. 

‘‘(B) NO PREMIUM ADJUSTMENT FOR SUBSIDY ELIGIBLE 
BENEFICIARIES.—No premium adjustment shall be made 
under this subsection for a premium for a month if the in-
dividual is determined to be a subsidy eligible individual 
(as defined in section 1860D–14(a)(3)(A)) for the month. 
‘‘(2) AMOUNT OF ADJUSTMENT.—

‘‘(A) IN GENERAL.—Under this paragraph, subject to 
the exemption under paragraph (1)(B) and the limitation 
under subparagraph (B), if the fee-for-service area-specific 
non-drug amount (as defined in section (e)(5)) for a CCA 
area in which an individual resides for a month—

‘‘(i) does not exceed the CCA non-drug monthly 
benchmark amount (as determined under subsection 
(e)(1)) for such area and month, the amount of the pre-
mium for the individual for the month shall be re-
duced, by an amount equal to 75 percent of the amount 
by which such CCA benchmark exceeds such fee-for-
service area-specific non-drug amount; or 

‘‘(ii) exceeds such CCA non-drug benchmark, the 
amount of the premium for the individual for the 
month shall be adjusted to ensure, that—

‘‘(I) the sum of the amount of the adjusted pre-
mium and the CCA non-drug benchmark for the 
area; is equal to 

‘‘(II) the sum of the unadjusted premium plus 
the amount of such fee-for-service area-specific 
non-drug amount for the area. 

‘‘(B) LIMITATION.—In no case shall the actual amount 
of an adjustment under subparagraph (A) for an area and 
month in a year result in an adjustment that exceeds the 
maximum adjustment permitted under subparagraph (C) 
for the area and year, or, if less, the maximum annual ad-
justment permitted under subparagraph (D) for the area 
and year. 

‘‘(C) PHASE-IN OF ADJUSTMENT.—The amount of an ad-
justment under subparagraph (A) for a CCA area and year 
may not exceed the product of the phase-in fraction for the 
year under subsection (d)(3)(B) multiplied by the amount of 
the adjustment otherwise computed under subparagraph 
(A) for the area and year, determined without regard to this 
subparagraph and subparagraph (D). 
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‘‘(D) 5-PERCENT LIMITATION ON ADJUSTMENT.—The 
amount of the adjustment under this subsection for months 
in a year shall not exceed 5 percent of the amount of the 
monthly premium amount determined for months in the 
year under section 1839 without regard to subsections (b), 
(f), and (i) of such section and this subsection.’’. 

(b) CONFORMING AMENDMENTS.—
(1) MA LOCAL PLANS.—

(A) Section 1853(j)(1)(A) (42 U.S.C. 1395w–23(j)(1)(A)), 
as added by section 222(d), is amended by inserting ‘‘sub-
ject to section 1860C–1(d)(2)(A),’’ after ‘‘within an MA local 
area,’’. 

(B) Section 1853(b)(1)(B), as amended by section 
222(f)(1), is amended by adding at the end the following 
new clause: 

‘‘(iii) BENCHMARK ANNOUNCEMENT FOR CCA LOCAL 
AREAS.—The Secretary shall determine, and shall an-
nounce (in a manner intended to provide notice to in-
terested parties), on a timely basis before the calendar 
year concerned, with respect to each CCA area (as de-
fined in section 1860C–1(b)(1)(A)), the CCA non-drug 
monthly benchmark amount under section 1860C–
1(e)(1) for that area for the year involved.’’. 

(2) PREMIUM ADJUSTMENT.—
(A) Section 1839 (42 U.S.C. 1395r) is amended by add-

ing at the end the following new subsection: 
‘‘(h) POTENTIAL APPLICATION OF COMPARATIVE COST ADJUST-

MENT IN CCA AREAS.—
‘‘(1) IN GENERAL.—Certain individuals who are residing in 

a CCA area under section 1860C–1 who are not enrolled in an 
MA plan under part C may be subject to a premium adjustment 
under subsection (f) of such section for months in which the 
CCA program under such section is in effect in such area. 

‘‘(2) NO EFFECT ON LATE ENROLLMENT PENALTY OR INCOME-
RELATED ADJUSTMENT IN SUBSIDIES.—Nothing in this sub-
section or section 1860C–1(f) shall be construed as affecting the 
amount of any premium adjustment under subsection (b) or (i). 
Subsection (f) shall be applied without regard to any premium 
adjustment referred to in paragraph (1). 

‘‘(3) IMPLEMENTATION.—In order to carry out a premium 
adjustment under this subsection and section 1860C–1(f) (inso-
far as it is effected through the manner of collection of pre-
miums under section 1840(a)), the Secretary shall transmit to 
the Commissioner of Social Security—

‘‘(A) at the beginning of each year, the name, social se-
curity account number, and the amount of the premium ad-
justment (if any) for each individual enrolled under this 
part for each month during the year; and 

‘‘(B) periodically throughout the year, information to 
update the information previously transmitted under this 
paragraph for the year.’’. 

(B) Section 1844(c) (42 U.S.C. 1395w(c)) is amended by 
inserting ‘‘and without regard to any premium adjustment 
effected under sections 1839(h) and 1860C–1(f)’’ before the 
period at the end. 
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(c) NO CHANGE IN MEDICARE’S DEFINED BENEFIT PACKAGE.—
Nothing in this part (or the amendments made by this part) shall 
be construed as changing the entitlement to defined benefits under 
parts A and B of title XVIII of the Social Security Act. 

TITLE III—COMBATTING WASTE, FRAUD, AND ABUSE 

SEC. 301. MEDICARE SECONDARY PAYOR (MSP) PROVISIONS. 
(a) TECHNICAL AMENDMENT CONCERNING SECRETARY’S AU-

THORITY TO MAKE CONDITIONAL PAYMENT WHEN CERTAIN PRIMARY 
PLANS DO NOT PAY PROMPTLY.—Section 1862(b)(2) (42 U.S.C. 
1395y(b)(2)) is amended—

(1) in subparagraph (A)(ii), by striking ‘‘promptly (as deter-
mined in accordance with regulations)’’; and 

(2) in subparagraph (B)—
(A) by redesignating clauses (i) through (v) as clauses 

(ii) through (vi), respectively; and 
(B) by inserting before clause (ii), as so redesignated, 

the following new clause: 
‘‘(i) AUTHORITY TO MAKE CONDITIONAL PAYMENT.—

The Secretary may make payment under this title with 
respect to an item or service if a primary plan de-
scribed in subparagraph (A)(ii) has not made or cannot 
reasonably be expected to make payment with respect to 
such item or service promptly (as determined in accord-
ance with regulations). Any such payment by the Sec-
retary shall be conditioned on reimbursement to the ap-
propriate Trust Fund in accordance with the suc-
ceeding provisions of this subsection.’’. 

(b) CLARIFYING AMENDMENTS TO CONDITIONAL PAYMENT PROVI-
SIONS.—Section 1862(b)(2) (42 U.S.C. 1395y(b)(2)), as amended by 
subsection (a), is amended—

(1) in subparagraph (A), in the matter following clause (ii), 
by inserting the following sentence at the end: ‘‘An entity that 
engages in a business, trade, or profession shall be deemed to 
have a self-insured plan if it carries its own risk (whether by 
a failure to obtain insurance, or otherwise) in whole or in 
part.’’; 

(2) in subparagraph (B)(ii), as redesignated by subsection 
(a)(2)(A)—

(A) by striking the first sentence and inserting the fol-
lowing: ‘‘A primary plan, and an entity that receives pay-
ment from a primary plan, shall reimburse the appropriate 
Trust Fund for any payment made by the Secretary under 
this title with respect to an item or service if it is dem-
onstrated that such primary plan has or had a responsi-
bility to make payment with respect to such item or service. 
A primary plan’s responsibility for such payment may be 
demonstrated by a judgment, a payment conditioned upon 
the recipient’s compromise, waiver, or release (whether or 
not there is a determination or admission of liability) of 
payment for items or services included in a claim against 
the primary plan or the primary plan’s insured, or by other 
means.’’; and 

(B) in the final sentence, by striking ‘‘on the date such 
notice or other information is received’’ and inserting ‘‘on 
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the date notice of, or information related to, a primary 
plan’s responsibility for such payment or other information 
is received’’; and 
(3) in subparagraph (B)(iii), as redesignated by subsection 

(a)(2)(A), by striking the first sentence and inserting the fol-
lowing: ‘‘In order to recover payment made under this title for 
an item or service, the United States may bring an action 
against any or all entities that are or were required or respon-
sible (directly, as an insurer or self-insurer, as a third-party ad-
ministrator, as an employer that sponsors or contributes to a 
group health plan, or large group health plan, or otherwise) to 
make payment with respect to the same item or service (or any 
portion thereof) under a primary plan. The United States may, 
in accordance with paragraph (3)(A) collect double damages 
against any such entity. In addition, the United States may re-
cover under this clause from any entity that has received pay-
ment from a primary plan or from the proceeds of a primary 
plan’s payment to any entity.’’. 
(c) CLERICAL AMENDMENTS.—Section 1862(b) (42 U.S.C. 

1395y(b)) is amended—
(1) in paragraph (1)(A), by moving the indentation of 

clauses (ii) through (v) 2 ems to the left; and 
(2) in paragraph (3)(A), by striking ‘‘such’’ before ‘‘para-

graphs’’. 
(d) EFFECTIVE DATES.—The amendments made by this section 

shall be effective—
(1) in the case of subsection (a), as if included in the enact-

ment of title III of the Medicare and Medicaid Budget Rec-
onciliation Amendments of 1984 (Public Law 98–369); and 

(2) in the case of subsections (b) and (c), as if included in 
the enactment of section 953 of the Omnibus Reconciliation Act 
of 1980 (Public Law 96–499; 94 Stat. 2647). 

SEC. 302. PAYMENT FOR DURABLE MEDICAL EQUIPMENT; COMPETI-
TIVE ACQUISITION OF CERTAIN ITEMS AND SERVICES. 

(a) QUALITY ENHANCEMENT AND FRAUD REDUCTION.—
(1) ESTABLISHMENT OF QUALITY STANDARDS AND ACCREDI-

TATION REQUIREMENTS FOR DURABLE MEDICAL EQUIPMENT SUP-
PLIERS.—Section 1834(a) (42 U.S.C. 1395m(a)) is amended—

(A) by transferring paragraph (17), as added by section 
4551(c)(1) of the Balanced Budget Act of 1997 (111 Stat. 
458), to the end of such section and redesignating such 
paragraph as paragraph (19); and 

(B) by adding at the end the following new paragraph: 
‘‘(20) IDENTIFICATION OF QUALITY STANDARDS.—

‘‘(A) IN GENERAL.—Subject to subparagraph (C), the 
Secretary shall establish and implement quality standards 
for suppliers of items and services described in subpara-
graph (D) to be applied by recognized independent accredi-
tation organizations (as designated under subparagraph 
(B)) and with which such suppliers shall be required to 
comply in order to—

‘‘(i) furnish any such item or service for which pay-
ment is made under this part; and 

‘‘(ii) receive or retain a provider or supplier num-
ber used to submit claims for reimbursement for any 
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such item or service for which payment may be made 
under this title. 
‘‘(B) DESIGNATION OF INDEPENDENT ACCREDITATION OR-

GANIZATIONS.—Not later than the date that is 1 year after 
the date on which the Secretary implements the quality 
standards under subparagraph (A), notwithstanding sec-
tion 1865(b), the Secretary shall designate and approve one 
or more independent accreditation organizations for pur-
poses of such subparagraph. 

‘‘(C) QUALITY STANDARDS.—The quality standards de-
scribed in subparagraph (A) may not be less stringent than 
the quality standards that would otherwise apply if this 
paragraph did not apply and shall include consumer serv-
ices standards. 

‘‘(D) ITEMS AND SERVICES DESCRIBED.—The items and 
services described in this subparagraph are the following 
items and services, as the Secretary determines appropriate: 

‘‘(i) Covered items (as defined in paragraph (13)) 
for which payment may otherwise be made under this 
subsection. 

‘‘(ii) Prosthetic devices and orthotics and pros-
thetics described in section 1834(h)(4). 

‘‘(iii) Items and services described in section 
1842(s)(2). 
‘‘(E) IMPLEMENTATION.—The Secretary may establish 

by program instruction or otherwise the quality standards 
under this paragraph, after consultation with representa-
tives of relevant parties. Such standards shall be applied 
prospectively and shall be published on the Internet website 
of the Centers for Medicare & Medicaid Services.’’. 
(2) ESTABLISHMENT OF CLINICAL CONDITIONS OF COVERAGE 

STANDARDS FOR ITEMS OF DURABLE MEDICAL EQUIPMENT.—Sec-
tion 1834(a)(1) (42 U.S.C. 1395m(a)(1)) is amended by adding 
at the end the following new subparagraph: 

‘‘(E) CLINICAL CONDITIONS FOR COVERAGE.—
‘‘(i) IN GENERAL.—The Secretary shall establish 

standards for clinical conditions for payment for cov-
ered items under this subsection. 

‘‘(ii) REQUIREMENTS.—The standards established 
under clause (i) shall include the specification of types 
or classes of covered items that require, as a condition 
of payment under this subsection, a face-to-face exam-
ination of the individual by a physician (as defined in 
section 1861(r)(1)), a physician assistant, nurse practi-
tioner, or a clinical nurse specialist (as those terms are 
defined in section 1861(aa)(5)) and a prescription for 
the item. 

‘‘(iii) PRIORITY OF ESTABLISHMENT OF STAND-
ARDS.—In establishing the standards under this sub-
paragraph, the Secretary shall first establish stand-
ards for those covered items for which the Secretary de-
termines there has been a proliferation of use, con-
sistent findings of charges for covered items that are 
not delivered, or consistent findings of falsification of 
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documentation to provide for payment of such covered 
items under this part. 

‘‘(iv) STANDARDS FOR POWER WHEELCHAIRS.—Effec-
tive on the date of the enactment of this subparagraph, 
in the case of a covered item consisting of a motorized 
or power wheelchair for an individual, payment may 
not be made for such covered item unless a physician 
(as defined in section 1861(r)(1)), a physician assistant, 
nurse practitioner, or a clinical nurse specialist (as 
those terms are defined in section 1861(aa)(5)) has con-
ducted a face-to-face examination of the individual and 
written a prescription for the item. 

‘‘(v) LIMITATION ON PAYMENT FOR COVERED 
ITEMS.—Payment may not be made for a covered item 
under this subsection unless the item meets any stand-
ards established under this subparagraph for clinical 
condition of coverage.’’. 

(b) COMPETITIVE ACQUISITION.—
(1) IN GENERAL.—Section 1847 (42 U.S.C. 1395w–3) is 

amended to read as follows: 

‘‘COMPETITIVE ACQUISITION OF CERTAIN ITEMS AND SERVICES 

‘‘SEC. 1847. (a) ESTABLISHMENT OF COMPETITIVE ACQUISITION 
PROGRAMS.—

‘‘(1) IMPLEMENTATION OF PROGRAMS.—
‘‘(A) IN GENERAL.—The Secretary shall establish and 

implement programs under which competitive acquisition 
areas are established throughout the United States for con-
tract award purposes for the furnishing under this part of 
competitively priced items and services (described in para-
graph (2)) for which payment is made under this part. 
Such areas may differ for different items and services. 

‘‘(B) PHASED-IN IMPLEMENTATION.—The programs— 
‘‘(i) shall be phased in among competitive acquisi-

tion areas in a manner so that the competition under 
the programs occurs in—

‘‘(I) 10 of the largest metropolitan statistical 
areas in 2007; 

‘‘(II) 80 of the largest metropolitan statistical 
areas in 2009; and 

‘‘(III) additional areas after 2009; and 
‘‘(ii) may be phased in first among the highest cost 

and highest volume items and services or those items 
and services that the Secretary determines have the 
largest savings potential. 
‘‘(C) WAIVER OF CERTAIN PROVISIONS.—In carrying out 

the programs, the Secretary may waive such provisions of 
the Federal Acquisition Regulation as are necessary for the 
efficient implementation of this section, other than provi-
sions relating to confidentiality of information and such 
other provisions as the Secretary determines appropriate. 
‘‘(2) ITEMS AND SERVICES DESCRIBED.—The items and serv-

ices referred to in paragraph (1) are the following: 
‘‘(A) DURABLE MEDICAL EQUIPMENT AND MEDICAL SUP-

PLIES.—Covered items (as defined in section 1834(a)(13)) 
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for which payment would otherwise be made under section 
1834(a), including items used in infusion and drugs (other 
than inhalation drugs) and supplies used in conjunction 
with durable medical equipment, but excluding class III de-
vices under the Federal Food, Drug, and Cosmetic Act. 

‘‘(B) OTHER EQUIPMENT AND SUPPLIES.—Items and 
services described in section 1842(s)(2)(D), other than par-
enteral nutrients, equipment, and supplies. 

‘‘(C) OFF-THE-SHELF ORTHOTICS.—Orthotics described 
in section 1861(s)(9) for which payment would otherwise be 
made under section 1834(h) which require minimal self-ad-
justment for appropriate use and do not require expertise in 
trimming, bending, molding, assembling, or customizing to 
fit to the individual. 
‘‘(3) EXCEPTION AUTHORITY.—In carrying out the programs 

under this section, the Secretary may exempt—
‘‘(A) rural areas and areas with low population density 

within urban areas that are not competitive, unless there is 
a significant national market through mail order for a par-
ticular item or service; and 

‘‘(B) items and services for which the application of 
competitive acquisition is not likely to result in significant 
savings.
‘‘(4) SPECIAL RULE FOR CERTAIN RENTED ITEMS OF DURABLE 

MEDICAL EQUIPMENT AND OXYGEN.—In the case of a covered 
item for which payment is made on a rental basis under section 
1834(a) and in the case of payment for oxygen under section 
1834(a)(5), the Secretary shall establish a process by which 
rental agreements for the covered items and supply arrange-
ments with oxygen suppliers entered into before the application 
of the competitive acquisition program under this section for the 
item may be continued notwithstanding this section. In the case 
of any such continuation, the supplier involved shall provide for 
appropriate servicing and replacement, as required under sec-
tion 1834(a). 

‘‘(5) PHYSICIAN AUTHORIZATION.—
‘‘(A) IN GENERAL.—With respect to items or services in-

cluded within a particular HCPCS code, the Secretary may 
establish a process for certain items and services under 
which a physician may prescribe a particular brand or 
mode of delivery of an item or service within such code if 
the physician determines that use of the particular item or 
service would avoid an adverse medical outcome on the in-
dividual, as determined by the Secretary. 

‘‘(B) NO EFFECT ON PAYMENT AMOUNT.—A prescription 
under subparagraph (A) shall not affect the amount of pay-
ment otherwise applicable for the item or service under the 
code involved. 
‘‘(6) APPLICATION.—For each competitive acquisition area in 

which the program is implemented under this subsection with 
respect to items and services, the payment basis determined 
under the competition conducted under subsection (b) shall be 
substituted for the payment basis otherwise applied under sec-
tion 1834(a), section 1834(h), or section 1842(s), as appropriate. 
‘‘(b) PROGRAM REQUIREMENTS.—
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‘‘(1) IN GENERAL.—The Secretary shall conduct a competi-
tion among entities supplying items and services described in 
subsection (a)(2) for each competitive acquisition area in which 
the program is implemented under subsection (a) with respect 
to such items and services. 

‘‘(2) CONDITIONS FOR AWARDING CONTRACT.—
‘‘(A) IN GENERAL.—The Secretary may not award a con-

tract to any entity under the competition conducted in an 
competitive acquisition area pursuant to paragraph (1) to 
furnish such items or services unless the Secretary finds all 
of the following: 

‘‘(i) The entity meets applicable quality standards 
specified by the Secretary under section 1834(a)(20). 

‘‘(ii) The entity meets applicable financial stand-
ards specified by the Secretary, taking into account the 
needs of small providers. 

‘‘(iii) The total amounts to be paid to contractors in 
a competitive acquisition area are expected to be less 
than the total amounts that would otherwise be paid. 

‘‘(iv) Access of individuals to a choice of multiple 
suppliers in the area is maintained. 
‘‘(B) TIMELY IMPLEMENTATION OF PROGRAM.—Any 

delay in the implementation of quality standards under 
section 1834(a)(20) or delay in the receipt of advice from the 
program oversight committee established under subsection 
(c) shall not delay the implementation of the competitive ac-
quisition program under this section. 
‘‘(3) CONTENTS OF CONTRACT.—

‘‘(A) IN GENERAL.—A contract entered into with an enti-
ty under the competition conducted pursuant to paragraph 
(1) is subject to terms and conditions that the Secretary 
may specify. 

‘‘(B) TERM OF CONTRACTS.—The Secretary shall recom-
pete contracts under this section not less often than once 
every 3 years. 
‘‘(4) LIMIT ON NUMBER OF CONTRACTORS.—

‘‘(A) IN GENERAL.—The Secretary may limit the number 
of contractors in a competitive acquisition area to the num-
ber needed to meet projected demand for items and services 
covered under the contracts. In awarding contracts, the 
Secretary shall take into account the ability of bidding enti-
ties to furnish items or services in sufficient quantities to 
meet the anticipated needs of individuals for such items or 
services in the geographic area covered under the contract 
on a timely basis. 

‘‘(B) MULTIPLE WINNERS.—The Secretary shall award 
contracts to multiple entities submitting bids in each area 
for an item or service. 
‘‘(5) PAYMENT.—

‘‘(A) IN GENERAL.—Payment under this part for com-
petitively priced items and services described in subsection 
(a)(2) shall be based on bids submitted and accepted under 
this section for such items and services. Based on such bids 
the Secretary shall determine a single payment amount for 
each item or service in each competitive acquisition area. 
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‘‘(B) REDUCED BENEFICIARY COST-SHARING.—
‘‘(i) APPLICATION OF COINSURANCE.—Payment 

under this section for items and services shall be in an 
amount equal to 80 percent of the payment basis de-
scribed in subparagraph (A). 

‘‘(ii) APPLICATION OF DEDUCTIBLE.—Before apply-
ing clause (i), the individual shall be required to meet 
the deductible described in section 1833(b). 
‘‘(C) PAYMENT ON ASSIGNMENT-RELATED BASIS.—Pay-

ment for any item or service furnished by the entity may 
only be made under this section on an assignment-related 
basis. 

‘‘(D) CONSTRUCTION.—Nothing in this section shall be 
construed as precluding the use of an advanced beneficiary 
notice with respect to a competitively priced item and serv-
ice. 
‘‘(6) PARTICIPATING CONTRACTORS.—

‘‘(A) IN GENERAL.—Except as provided in subsection 
(a)(4), payment shall not be made for items and services de-
scribed in subsection (a)(2) furnished by a contractor and 
for which competition is conducted under this section un-
less—

‘‘(i) the contractor has submitted a bid for such 
items and services under this section; and 

‘‘(ii) the Secretary has awarded a contract to the 
contractor for such items and services under this sec-
tion. 
‘‘(B) BID DEFINED.—In this section, the term ‘bid’ 

means an offer to furnish an item or service for a par-
ticular price and time period that includes, where appro-
priate, any services that are attendant to the furnishing of 
the item or service. 

‘‘(C) RULES FOR MERGERS AND ACQUISITIONS.—In ap-
plying subparagraph (A) to a contractor, the contractor 
shall include a successor entity in the case of a merger or 
acquisition, if the successor entity assumes such contract 
along with any liabilities that may have occurred there-
under. 

‘‘(D) PROTECTION OF SMALL SUPPLIERS.—In developing 
procedures relating to bids and the awarding of contracts 
under this section, the Secretary shall take appropriate 
steps to ensure that small suppliers of items and services 
have an opportunity to be considered for participation in 
the program under this section. 
‘‘(7) CONSIDERATION IN DETERMINING CATEGORIES FOR 

BIDS.—The Secretary may consider the clinical efficiency and 
value of specific items within codes, including whether some 
items have a greater therapeutic advantage to individuals. 

‘‘(8) AUTHORITY TO CONTRACT FOR EDUCATION, MONI-
TORING, OUTREACH, AND COMPLAINT SERVICES.—The Secretary 
may enter into contracts with appropriate entities to address 
complaints from individuals who receive items and services 
from an entity with a contract under this section and to conduct 
appropriate education of and outreach to such individuals and 
monitoring quality of services with respect to the program. 
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‘‘(9) AUTHORITY TO CONTRACT FOR IMPLEMENTATION.—The 
Secretary may contract with appropriate entities to implement 
the competitive bidding program under this section. 

‘‘(10) NO ADMINISTRATIVE OR JUDICIAL REVIEW.—There 
shall be no administrative or judicial review under section 
1869, section 1878, or otherwise, of—

‘‘(A) the establishment of payment amounts under 
paragraph (5); 

‘‘(B) the awarding of contracts under this section; 
‘‘(C) the designation of competitive acquisition areas 

under subsection (a)(1)(A); 
‘‘(D) the phased-in implementation under subsection 

(a)(1)(B); 
‘‘(E) the selection of items and services for competitive 

acquisition under subsection (a)(2); or 
‘‘(F) the bidding structure and number of contractors 

selected under this section. 
‘‘(c) PROGRAM ADVISORY AND OVERSIGHT COMMITTEE.—

‘‘(1) ESTABLISHMENT.—The Secretary shall establish a Pro-
gram Advisory and Oversight Committee (hereinafter in this 
section referred to as the ‘Committee’). 

‘‘(2) MEMBERSHIP; TERMS.—The Committee shall consist of 
such members as the Secretary may appoint who shall serve for 
such term as the Secretary may specify. 

‘‘(3) DUTIES.—
‘‘(A) ADVICE.—The Committee shall provide advice to 

the Secretary with respect to the following functions: 
‘‘(i) The implementation of the program under this 

section. 
‘‘(ii) The establishment of financial standards for 

purposes of subsection (b)(2)(A)(ii).
‘‘(iii) The establishment of requirements for collec-

tion of data for the efficient management of the pro-
gram. 

‘‘(iv) The development of proposals for efficient 
interaction among manufacturers, providers of services, 
suppliers (as defined in section 1861(d)), and individ-
uals. 

‘‘(v) The establishment of quality standards under 
section 1834(a)(20). 
‘‘(B) ADDITIONAL DUTIES.—The Committee shall per-

form such additional functions to assist the Secretary in 
carrying out this section as the Secretary may specify. 
‘‘(4) INAPPLICABILITY OF FACA.—The provisions of the Fed-

eral Advisory Committee Act (5 U.S.C. App.) shall not apply. 
‘‘(5) TERMINATION.—The Committee shall terminate on De-

cember 31, 2009. 
‘‘(d) REPORT.—Not later than July 1, 2009, the Secretary shall 

submit to Congress a report on the programs under this section. The 
report shall include information on savings, reductions in cost-shar-
ing, access to and quality of items and services, and satisfaction of 
individuals. 

‘‘(e) DEMONSTRATION PROJECT FOR CLINICAL LABORATORY 
SERVICES.—
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‘‘(1) IN GENERAL.—The Secretary shall conduct a dem-
onstration project on the application of competitive acquisition 
under this section to clinical diagnostic laboratory tests—

‘‘(A) for which payment would otherwise be made 
under section 1833(h) (other than for pap smear laboratory 
tests under paragraph (7) of such section) or section 
1834(d)(1) (relating to colorectal cancer screening tests); 
and 

‘‘(B) which are furnished by entities that did not have 
a face-to-face encounter with the individual. 
‘‘(2) TERMS AND CONDITIONS.—

‘‘(A) IN GENERAL.—Except as provided in subparagraph 
(B), such project shall be under the same conditions as are 
applicable to items and services described in subsection 
(a)(2), excluding subsection (b)(5)(B) and other conditions 
as the Secretary determines to be appropriate. 

‘‘(B) APPLICATION OF CLIA QUALITY STANDARDS.—The 
quality standards established by the Secretary under sec-
tion 353 of the Public Health Service Act for clinical diag-
nostic laboratory tests shall apply to such tests under the 
demonstration project under this section in lieu of quality 
standards described in subsection (b)(2)(A)(i). 
‘‘(3) REPORT.—The Secretary shall submit to Congress—

‘‘(A) an initial report on the project not later than De-
cember 31, 2005; and 

‘‘(B) such progress and final reports on the project after 
such date as the Secretary determines appropriate.’’. 
(2) CONFORMING AMENDMENTS.—Section 1833(a)(1) (42 

U.S.C. 1395l(a)(1)) is amended—
(A) by striking ‘‘and (U)’’ and inserting ‘‘(U)’’; 
(B) by inserting before the semicolon at the end the fol-

lowing: ‘‘, and (V) notwithstanding subparagraphs (I) (re-
lating to durable medical equipment), (M) (relating to pros-
thetic devices and orthotics and prosthetics), and (Q) (relat-
ing to 1842(s) items), with respect to competitively priced 
items and services (described in section 1847(a)(2)) that are 
furnished in a competitive area, the amounts paid shall be 
the amounts described in section 1847(b)(5)’’; and 

(C) in clause (D)—
(i) by striking ‘‘or (ii)’’ and inserting ‘‘(ii)’’; and 
(ii) by adding at the end the following: ‘‘or (iii) on 

the basis of a rate established under a demonstration 
project under section 1847(e), the amount paid shall be 
equal to 100 percent of such rate,’’. 

(3) GAO REPORT ON IMPACT OF COMPETITIVE ACQUISITION 
ON SUPPLIERS.—

(A) STUDY.—The Comptroller General of the United 
States shall conduct a study on the impact of competitive 
acquisition of durable medical equipment under section 
1847 of the Social Security Act, as amended by paragraph 
(1), on suppliers and manufacturers of such equipment and 
on patients. Such study shall specifically examine the im-
pact of such competitive acquisition on access to, and qual-
ity of, such equipment and service related to such equip-
ment. 
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(B) REPORT.—Not later than January 1, 2009, the 
Comptroller General shall submit to Congress a report on 
the study conducted under subparagraph (A) and shall in-
clude in the report such recommendations as the Comp-
troller General determines appropriate. 

(c) TRANSITIONAL FREEZE.—
(1) DME.—

(A) IN GENERAL.—Section 1834(a)(14) (42 U.S.C. 
1395m(a)(14)) is amended—

(i) in subparagraph (E), by striking ‘‘and’’ at the 
end; 

(ii) in subparagraph (F)—
(I) by striking ‘‘a subsequent year’’ and insert-

ing ‘‘2003’’; and 
(II) by striking ‘‘the previous year.’’ and insert-

ing ‘‘2002;’’; and 
(iii) by adding at the end the following new sub-

paragraphs: 
‘‘(G) for 2004 through 2006—

‘‘(i) subject to clause (ii), in the case of class III 
medical devices described in section 513(a)(1)(C) of the 
Federal Food, Drug, and Cosmetic Act (21 U.S.C. 
360(c)(1)(C)), the percentage increase described in sub-
paragraph (B) for the year involved; and 

‘‘(ii) in the case of covered items not described in 
clause (i), 0 percentage points; 
‘‘(H) for 2007—

‘‘(i) subject to clause (ii), in the case of class III 
medical devices described in section 513(a)(1)(C) of the 
Federal Food, Drug, and Cosmetic Act (21 U.S.C. 
360(c)(1)(C)), the percentage change determined by the 
Secretary to be appropriate taking into account rec-
ommendations contained in the report of the Comp-
troller General of the United States under section 
302(c)(1)(B) of the Medicare Prescription Drug, Im-
provement, and Modernization Act of 2003; and 

‘‘(ii) in the case of covered items not described in 
clause (i), 0 percentage points; and 
‘‘(I) for 2008—

‘‘(i) subject to clause (ii), in the case of class III 
medical devices described in section 513(a)(1)(C) of the 
Federal Food, Drug, and Cosmetic Act (21 U.S.C. 
360(c)(1)(C)), the percentage increase described in sub-
paragraph (B) (as applied to the payment amount for 
2007 determined after the application of the percentage 
change under subparagraph (H)(i)); and 

‘‘(ii) in the case of covered items not described in 
clause (i), 0 percentage points; and 
‘‘(J) for a subsequent year, the percentage increase in 

the consumer price index for all urban consumers (U.S. 
urban average) for the 12-month period ending with June 
of the previous year.’’. 

(B) GAO REPORT ON CLASS III MEDICAL DEVICES.—Not 
later than March 1, 2006, the Comptroller General of the 
United States shall submit to Congress, and transmit to the 
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Secretary, a report containing recommendations on the ap-
propriate update percentage under section 1834(a)(14) of 
the Social Security Act (42 U.S.C. 1395m(a)(14)) for class 
III medical devices described in section 513(a)(1)(C) of the 
Federal Food, Drug, and Cosmetic Act (21 U.S.C. 
360(a)(1)(C)) furnished to medicare beneficiaries during 
2007 and 2008. 
(2) PAYMENT RULE FOR SPECIFIED ITEMS.—Section 1834(a) 

(42 U.S.C. 1395m(a)), as amended by subsection (a), is further 
amended by adding at the end the following new paragraph: 

‘‘(21) SPECIAL PAYMENT RULE FOR SPECIFIED ITEMS AND 
SUPPLIES.—

‘‘(A) IN GENERAL.—Notwithstanding the preceding pro-
visions of this subsection, for specified items and supplies 
(described in subparagraph (B)) furnished during 2005, the 
payment amount otherwise determined under this sub-
section for such specified items and supplies shall be re-
duced by the percentage difference between—

‘‘(i) the amount of payment otherwise determined 
for the specified item or supply under this subsection 
for 2002, and 

‘‘(ii) the amount of payment for the specified item 
or supply under chapter 89 of title 5, United States 
Code, as identified in the column entitled ‘Median 
FEHP Price’ in the table entitled ‘SUMMARY OF 
MEDICARE PRICES COMPARED TO VA, MED-
ICAID, RETAIL, AND FEHP PRICES FOR 16 
ITEMS’ included in the Testimony of the Inspector 
General before the Senate Committee on Appropria-
tions, June 12, 2002, or any subsequent report by the 
Inspector General. 
‘‘(B) SPECIFIED ITEM OR SUPPLY DESCRIBED.—For pur-

poses of subparagraph (A), a specified item or supply 
means oxygen and oxygen equipment, standard wheelchairs 
(including standard power wheelchairs), nebulizers, dia-
betic supplies consisting of lancets and testing strips, hos-
pital beds, and air mattresses, but only if the HCPCS code 
for the item or supply is identified in a table referred to in 
subparagraph (A)(ii). 

‘‘(C) APPLICATION OF UPDATE TO SPECIAL PAYMENT 
AMOUNT.—The covered item update under paragraph (14) 
for specified items and supplies for 2006 and each subse-
quent year shall be applied to the payment amount under 
subparagraph (A) unless payment is made for such items 
and supplies under section 1847.’’. 
(3) PROSTHETIC DEVICES AND ORTHOTICS AND PROS-

THETICS.—Section 1834(h)(4)(A) (42 U.S.C. 1395m(h)(4)(A)) is 
amended—

(A) in clause (vii), by striking ‘‘and’’ at the end; 
(B) in clause (viii), by striking ‘‘a subsequent year’’ and 

inserting ‘‘2003’’; and 
(C) by adding at the end the following new clauses: 

‘‘(ix) for 2004, 2005, and 2006, 0 percent; and 
‘‘(x) for a subsequent year, the percentage increase 

in the consumer price index for all urban consumers 
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(United States city average) for the 12-month period 
ending with June of the previous year;’’. 

(d) CONFORMING AMENDMENTS.—
(1) DURABLE MEDICAL EQUIPMENT; LIMITATION OF INHER-

ENT REASONABLENESS AUTHORITY.—Section 1834(a) (42 U.S.C. 
1395m(a)) is amended—

(A) in paragraph (1)(B), by striking ‘‘The payment 
basis’’ and inserting ‘‘Subject to subparagraph (F)(i), the 
payment basis’’; 

(B) in paragraph (1)(C), by striking ‘‘This subsection’’ 
and inserting ‘‘Subject to subparagraph (F)(ii), this sub-
section’’; 

(C) by adding at the end of paragraph (1) the following 
new subparagraph:

‘‘(F) APPLICATION OF COMPETITIVE ACQUISITION; LIMI-
TATION OF INHERENT REASONABLENESS AUTHORITY.—In the 
case of covered items furnished on or after January 1, 
2009, that are included in a competitive acquisition pro-
gram in a competitive acquisition area under section 
1847(a)—

‘‘(i) the payment basis under this subsection for 
such items and services furnished in such area shall be 
the payment basis determined under such competitive 
acquisition program; and 

‘‘(ii) the Secretary may use information on the pay-
ment determined under such competitive acquisition 
programs to adjust the payment amount otherwise rec-
ognized under subparagraph (B)(ii) for an area that is 
not a competitive acquisition area under section 1847 
and in the case of such adjustment, paragraph (10)(B) 
shall not be applied.’’; and 
(D) in paragraph (10)(B), by inserting ‘‘in an area and 

with respect to covered items and services for which the 
Secretary does not make a payment amount adjustment 
under paragraph (1)(F)’’ after ‘‘under this subsection’’. 
(2) OFF-THE-SHELF ORTHOTICS; LIMITATION OF INHERENT 

REASONABLENESS AUTHORITY.—Section 1834(h) (42 U.S.C. 
1395m(h)) is amended—

(A) in paragraph (1)(B), by striking ‘‘and (E)’’ and in-
serting ‘‘, (E), and (H)(i)’’; 

(B) in paragraph (1)(D), by striking ‘‘This subsection’’ 
and inserting ‘‘Subject to subparagraph (H)(ii), this sub-
section’’; and 

(C) by adding at the end of paragraph (1) the following 
new subparagraph: 

‘‘(H) APPLICATION OF COMPETITIVE ACQUISITION TO 
ORTHOTICS; LIMITATION OF INHERENT REASONABLENESS AU-
THORITY.—In the case of orthotics described in paragraph 
(2)(C) of section 1847(a) furnished on or after January 1, 
2009, that are included in a competitive acquisition pro-
gram in a competitive acquisition area under such sec-
tion—

‘‘(i) the payment basis under this subsection for 
such orthotics furnished in such area shall be the pay-
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ment basis determined under such competitive acquisi-
tion program; and 

‘‘(ii) the Secretary may use information on the pay-
ment determined under such competitive acquisition 
programs to adjust the payment amount otherwise rec-
ognized under subparagraph (B)(ii) for an area that is 
not a competitive acquisition area under section 1847, 
and in the case of such adjustment, paragraphs (8) 
and (9) of section 1842(b) shall not be applied.’’. 

(3) OTHER ITEMS AND SERVICES; LIMITATION OF INHERENT 
REASONABLENESS AUTHORITY.—Section 1842(s) (42 U.S.C. 
1395u(s)) is amended—

(A) in the first sentence of paragraph (1), by striking 
‘‘The Secretary’’ and inserting ‘‘Subject to paragraph (3), 
the Secretary’’; and 

(B) by adding at the end the following new paragraph: 
‘‘(3) In the case of items and services described in paragraph 

(2)(D) that are included in a competitive acquisition program in a 
competitive acquisition area under section 1847(a)—

‘‘(A) the payment basis under this subsection for such items 
and services furnished in such area shall be the payment basis 
determined under such competitive acquisition program; and 

‘‘(B) the Secretary may use information on the payment de-
termined under such competitive acquisition programs to adjust 
the payment amount otherwise applicable under paragraph (1) 
for an area that is not a competitive acquisition area under sec-
tion 1847, and in the case of such adjustment, paragraphs (8) 
and (9) of section 1842(b) shall not be applied.’’. 
(e) REPORT ON ACTIVITIES OF SUPPLIERS.—The Inspector Gen-

eral of the Department of Health and Human Services shall conduct 
a study to determine the extent to which (if any) suppliers of covered 
items of durable medical equipment that are subject to the competi-
tive acquisition program under section 1847 of the Social Security 
Act, as amended by subsection (a), are soliciting physicians to pre-
scribe certain brands or modes of delivery of covered items based on 
profitability. Not later than July 1, 2009, the Inspector General 
shall submit to Congress a report on such study. 
SEC. 303. PAYMENT REFORM FOR COVERED OUTPATIENT DRUGS AND 

BIOLOGICALS. 
(a) ADJUSTMENT TO PHYSICIAN FEE SCHEDULE.—

(1) ADJUSTMENT IN PRACTICE EXPENSE RELATIVE VALUE 
UNITS.—Section 1848(c)(2) (42 U.S.C. 1395w–4(c)(2)) is amend-
ed—

(A) in subparagraph (B)—
(i) in clause (ii)(II), by striking ‘‘The adjustments’’ 

and inserting ‘‘Subject to clause (iv), the adjustments’’; 
and 

(ii) by adding at the end of subparagraph (B), the 
following new clause: 

‘‘(iv) EXEMPTION FROM BUDGET NEUTRALITY.—The 
additional expenditures attributable to—

‘‘(I) subparagraph (H) shall not be taken into 
account in applying clause (ii)(II) for 2004; 

‘‘(II) subparagraph (I) insofar as it relates to a 
physician fee schedule for 2005 or 2006 shall not 
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be taken into account in applying clause (ii)(II) for 
drug administration services under the fee sched-
ule for such year for a specialty described in sub-
paragraph (I)(ii)(II); and 

‘‘(III) subparagraph (J) insofar as it relates to 
a physician fee schedule for 2005 or 2006 shall not 
be taken into account in applying clause (ii)(II) for 
drug administration services under the fee sched-
ule for such year.’’; and 

(B) by adding at the end the following new subpara-
graphs: 

‘‘(H) ADJUSTMENTS IN PRACTICE EXPENSE RELATIVE 
VALUE UNITS FOR CERTAIN DRUG ADMINISTRATION SERVICES 
BEGINNING IN 2004.—

‘‘(i) USE OF SURVEY DATA.—In establishing the 
physician fee schedule under subsection (b) with respect 
to payments for services furnished on or after January 
1, 2004, the Secretary shall, in determining practice ex-
pense relative value units under this subsection, utilize 
a survey submitted to the Secretary as of January 1, 
2003, by a physician specialty organization pursuant to 
section 212 of the Medicare, Medicaid, and SCHIP 
Balanced Budget Refinement Act of 1999 if the sur-
vey—

‘‘(I) covers practice expenses for oncology drug 
administration services; and 

‘‘(II) meets criteria established by the Secretary 
for acceptance of such surveys. 
‘‘(ii) PRICING OF CLINICAL ONCOLOGY NURSES IN 

PRACTICE EXPENSE METHODOLOGY.—If the survey de-
scribed in clause (i) includes data on wages, salaries, 
and compensation of clinical oncology nurses, the Sec-
retary shall utilize such data in the methodology for 
determining practice expense relative value units under 
subsection (c). 

‘‘(iii) WORK RELATIVE VALUE UNITS FOR CERTAIN 
DRUG ADMINISTRATION SERVICES.—In establishing the 
relative value units under this paragraph for drug ad-
ministration services described in clause (iv) furnished 
on or after January 1, 2004, the Secretary shall estab-
lish work relative value units equal to the work relative 
value units for a level 1 office medical visit for an es-
tablished patient.

‘‘(iv) DRUG ADMINISTRATION SERVICES DE-
SCRIBED.—The drug administration services described 
in this clause are physicians’ services—

‘‘(I) which are classified as of October 1, 2003, 
within any of the following groups of procedures: 
therapeutic or diagnostic infusions (excluding 
chemotherapy); chemotherapy administration serv-
ices; and therapeutic, prophylactic, or diagnostic 
injections; 

‘‘(II) for which there are no work relative value 
units assigned under this subsection as of such 
date; and 
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‘‘(III) for which national relative value units 
have been assigned under this subsection as of 
such date. 

‘‘(I) ADJUSTMENTS IN PRACTICE EXPENSE RELATIVE 
VALUE UNITS FOR CERTAIN DRUG ADMINISTRATION SERVICES 
BEGINNING WITH 2005.—

‘‘(i) IN GENERAL.—In establishing the physician fee 
schedule under subsection (b) with respect to payments 
for services furnished on or after January 1, 2005 or 
2006, the Secretary shall adjust the practice expense 
relative value units for such year consistent with clause 
(ii). 

‘‘(ii) USE OF SUPPLEMENTAL SURVEY DATA.—
‘‘(I) IN GENERAL.—Subject to subclause (II), if 

a specialty submits to the Secretary by not later 
than March 1, 2004, for 2005, or March 1, 2005, 
for 2006, data that includes expenses for the ad-
ministration of drugs and biologicals for which the 
payment amount is determined pursuant to section 
1842(o), the Secretary shall use such supplemental 
survey data in carrying out this subparagraph for 
the years involved insofar as they are collected and 
provided by entities and organizations consistent 
with the criteria established by the Secretary pur-
suant to section 212(a) of the Medicare, Medicaid, 
and SCHIP Balanced Budget Refinement Act of 
1999. 

‘‘(II) LIMITATION ON SPECIALTY.—Subclause (I) 
shall apply to a specialty only insofar as not less 
than 40 percent of payments for the specialty 
under this title in 2002 are attributable to the ad-
ministration of drugs and biologicals, as deter-
mined by the Secretary. 

‘‘(III) APPLICATION.—This clause shall not 
apply with respect to a survey to which subpara-
graph (H)(i) applies. 

‘‘(J) PROVISIONS FOR APPROPRIATE REPORTING AND 
BILLING FOR PHYSICIANS’ SERVICES ASSOCIATED WITH THE 
ADMINISTRATION OF COVERED OUTPATIENT DRUGS AND 
BIOLOGICALS.—

‘‘(i) EVALUATION OF CODES.—The Secretary shall 
promptly evaluate existing drug administration codes 
for physicians’ services to ensure accurate reporting 
and billing for such services, taking into account levels 
of complexity of the administration and resource con-
sumption. 

‘‘(ii) USE OF EXISTING PROCESSES.—In carrying out 
clause (i), the Secretary shall use existing processes for 
the consideration of coding changes and, to the extent 
coding changes are made, shall use such processes in 
establishing relative values for such services. 

‘‘(iii) IMPLEMENTATION.—In carrying out clause (i), 
the Secretary shall consult with representatives of phy-
sician specialties affected by the implementation of sec-
tion 1847A or section 1847B, and shall take such steps 
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within the Secretary’s authority to expedite such con-
siderations under clause (ii). 

‘‘(iv) SUBSEQUENT, BUDGET NEUTRAL ADJUSTMENTS 
PERMITTED.—Nothing in subparagraph (H) or (I) or 
this subparagraph shall be construed as preventing the 
Secretary from providing for adjustments in practice 
expense relative value units under (and consistent 
with) subparagraph (B) for years after 2004, 2005, or 
2006, respectively.’’. 

(2) TREATMENT OF OTHER SERVICES CURRENTLY IN THE 
NONPHYSICIAN WORK POOL.—The Secretary shall make adjust-
ments to the nonphysician work pool methodology (as such term 
is used in the final rule promulgated by the Secretary in the 
Federal Register on December 31, 2002 (67 Fed. Reg. 251)), for 
the determination of practice expense relative value units under 
the physician fee schedule under section 1848(c)(2)(C)(ii) of the 
Social Security Act (42 U.S.C. 1395w–4(c)(2)(C)(ii)), so that the 
practice expense relative value units for services determined 
under such methodology are not affected relative to the practice 
expense relative value units of services not determined under 
such methodology, as a result of the amendments made by 
paragraph (1). 

(3) PAYMENT FOR MULTIPLE CHEMOTHERAPY AGENTS FUR-
NISHED ON A SINGLE DAY THROUGH THE PUSH TECHNIQUE.—

(A) REVIEW OF POLICY.—The Secretary shall review the 
policy, as in effect on October 1, 2003, with respect to pay-
ment under section 1848 of the Social Security Act (42 
U.S.C. 1395w–4) for the administration of more than 1 
drug or biological to an individual on a single day through 
the push technique. 

(B) MODIFICATION OF POLICY.—After conducting the re-
view under subparagraph (A), the Secretary shall modify 
such payment policy as the Secretary determines to be ap-
propriate. 

(C) EXEMPTION FROM BUDGET NEUTRALITY UNDER PHY-
SICIAN FEE SCHEDULE.—If the Secretary modifies such pay-
ment policy pursuant to subparagraph (B), any increased 
expenditures under title XVIII of the Social Security Act re-
sulting from such modification shall be treated as addi-
tional expenditures attributable to subparagraph (H) of sec-
tion 1848(c)(2) of the Social Security Act (42 U.S.C. 1395w–
4(c)(2)), as added by paragraph (1)(B), for purposes of ap-
plying the exemption to budget neutrality under subpara-
graph (B)(iv) of such section, as added by paragraph (1)(A). 
(4) TRANSITIONAL ADJUSTMENT.—

(A) IN GENERAL.—In order to provide for a transition 
during 2004 and 2005 to the payment system established 
under the amendments made by this section, in the case of 
physicians’ services consisting of drug administration serv-
ices described in subparagraph (H)(iv) of section 1848(c)(2) 
of the Social Security Act (42 U.S.C. 1395w–4(c)(2)), as 
added by paragraph (1)(B), furnished on or after January 
1, 2004, and before January 1, 2006, in addition to the 
amount determined under the fee schedule under section 
1848(b) of such Act (42 U.S.C. 1395w–4(b)) there also shall 
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be paid to the physician from the Federal Supplementary 
Medical Insurance Trust Fund an amount equal to the ap-
plicable percentage specified in subparagraph (B) of such 
fee schedule amount for the services so determined. 

(B) APPLICABLE PERCENTAGE.—The applicable percent-
age specified in this subparagraph for services furnished—

(i) during 2004, is 32 percent; and 
(ii) during 2005, is 3 percent. 

(5) MEDPAC REVIEW AND REPORTS; SECRETARIAL RE-
SPONSE.—

(A) REVIEW.—The Medicare Payment Advisory Com-
mission shall review the payment changes made under this 
section insofar as they affect payment under part B of title 
XVIII of the Social Security Act—

(i) for items and services furnished by oncologists; 
and 

(ii) for drug administration services furnished by 
other specialists. 
(B) OTHER MATTERS STUDIED.—In conducting the re-

view under subparagraph (A), the Commission shall also 
review such changes as they affect—

(i) the quality of care furnished to individuals en-
rolled under part B and the satisfaction of such indi-
viduals with that care; 

(ii) the adequacy of reimbursement as applied in, 
and the availability in, different geographic areas and 
to different physician practice sizes; and 

(iii) the impact on physician practices. 
(C) REPORTS.—The Commission shall submit to the 

Secretary and Congress—
(i) not later than January 1, 2006, a report on the 

review conducted under subparagraph (A)(i); and 
(ii) not later than January 1, 2007, a report on the 

review conducted under subparagraph (A)(ii). 
Each such report may include such recommendations re-
garding further adjustments in such payments as the Com-
mission deems appropriate. 

(D) SECRETARIAL RESPONSE.—As part of the rule-
making with respect to payment for physicians services 
under section 1848 of the Social Security Act (42 U.S.C. 
1395w–4) for 2007, the Secretary may make appropriate 
adjustments to payment for items and services described in 
subparagraph (A)(i), taking into account the report sub-
mitted under such subparagraph (C)(i). 

(b) APPLICATION OF MARKET-BASED PAYMENT SYSTEMS.—Sec-
tion 1842(o) (42 U.S.C. 1395u(o)) is amended—

(1) in paragraph (1), by striking ‘‘equal to 95 percent of the 
average wholesale price.’’ and inserting ‘‘equal to the following:

‘‘(A) In the case of any of the following drugs or biologicals, 
95 percent of the average wholesale price: 

‘‘(i) A drug or biological furnished before January 1, 
2004. 

‘‘(ii) Blood clotting factors furnished during 2004. 
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‘‘(iii) A drug or biological furnished during 2004 that 
was not available for payment under this part as of April 
1, 2003. 

‘‘(iv) A vaccine described in subparagraph (A) or (B) of 
section 1861(s)(10) furnished on or after January 1, 2004. 

‘‘(v) A drug or biological furnished during 2004 in con-
nection with the furnishing of renal dialysis services if sep-
arately billed by renal dialysis facilities. 
‘‘(B) In the case of a drug or biological furnished during 

2004 that is not described in—
‘‘(i) clause (ii), (iii), (iv), or (v) of subparagraph (A), 
‘‘(ii) subparagraph (D)(i), or 
‘‘(iii) subparagraph (F), 

the amount determined under paragraph (4). 
‘‘(C) In the case of a drug or biological that is not described 

in subparagraph (A)(iv), (D)(i), or (F) furnished on or after Jan-
uary 1, 2005, the amount provided under section 1847, section 
1847A, section 1847B, or section 1881(b)(13), as the case may 
be for the drug or biological. 

‘‘(D)(i) Except as provided in clause (ii), in the case of infu-
sion drugs furnished through an item of durable medical equip-
ment covered under section 1861(n) on or after January 1, 
2004, 95 percent of the average wholesale price for such drug 
in effect on October 1, 2003. 

‘‘(ii) In the case of such infusion drugs furnished in a com-
petitive acquisition area under section 1847 on or after January 
1, 2007, the amount provided under section 1847. 

‘‘(E) In the case of a drug or biological, consisting of intra-
venous immune globulin, furnished—

‘‘(i) in 2004, the amount of payment provided under 
paragraph (4); and 

‘‘(ii) in 2005 and subsequent years, the amount of pay-
ment provided under section 1847A. 
‘‘(F) In the case of blood and blood products (other than 

blood clotting factors), the amount of payment shall be deter-
mined in the same manner as such amount of payment was de-
termined on October 1, 2003. 

‘‘(G) The provisions of subparagraphs (A) through (F) of 
this paragraph shall not apply to an inhalation drug or biologi-
cal furnished through durable medical equipment covered 
under section 1861(n).’’; and 

(2) by adding at the end the following new paragraph: 
‘‘(4)(A) Subject to the succeeding provisions of this paragraph, 

the amount of payment for a drug or biological under this para-
graph furnished in 2004 is equal to 85 percent of the average whole-
sale price (determined as of April 1, 2003) for the drug or biological. 

‘‘(B) The Secretary shall substitute for the percentage under 
subparagraph (A) for a drug or biological the percentage that would 
apply to the drug or biological under the column entitled ‘Average 
of GAO and OIG data (percent)’ in the table entitled ‘Table 3.—
Medicare Part B Drugs in the Most Recent GAO and OIG Studies’ 
published on August 20, 2003, in the Federal Register (68 Fed. Reg. 
50445). 

‘‘(C)(i) The Secretary may substitute for the percentage under 
subparagraph (A) a percentage that is based on data and informa-
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tion submitted by the manufacturer of the drug or biological by Oc-
tober 15, 2003. 

‘‘(ii) The Secretary may substitute for the percentage under sub-
paragraph (A) with respect to drugs and biologicals furnished dur-
ing 2004 on or after April 1, 2004, a percentage that is based on 
data and information submitted by the manufacturer of the drug or 
biological after October 15, 2003, and before January 1, 2004. 

‘‘(D) In no case may the percentage substituted under subpara-
graph (B) or (C) be less than 80 percent.’’. 

(c) APPLICATION OF AVERAGE SALES PRICE METHODS BEGIN-
NING IN 2005.—

(1) IN GENERAL.—Title XVIII is amended by inserting after 
section 1847 (42 U.S.C. 1395w–3), as amended by section 
302(b), the following new section: 

‘‘USE OF AVERAGE SALES PRICE PAYMENT METHODOLOGY 

‘‘SEC. 1847A. (a) APPLICATION.—
‘‘(1) IN GENERAL.—Except as provided in paragraph (2), 

this section shall apply to payment for drugs and biologicals 
that are described in section 1842(o)(1)(C) and that are fur-
nished on or after January 1, 2005. 

‘‘(2) ELECTION.—This section shall not apply in the case of 
a physician who elects under subsection (a)(1)(A)(ii) of section 
1847B for that section to apply instead of this section for the 
payment for drugs and biologicals. 
‘‘(b) PAYMENT AMOUNT.—

‘‘(1) IN GENERAL.—Subject to subsections (d)(3)(C) and (e), 
the amount of payment determined under this section for the 
billing and payment code for a drug or biological (based on a 
minimum dosage unit) is, subject to applicable deductible and 
coinsurance—

‘‘(A) in the case of a multiple source drug (as defined 
in subsection (c)(6)(C)), 106 percent of the amount deter-
mined under paragraph (3); or 

‘‘(B) in the case of a single source drug or biological (as 
defined in subsection (c)(6)(D)), 106 percent of the amount 
determined under paragraph (4). 
‘‘(2) SPECIFICATION OF UNIT.—

‘‘(A) SPECIFICATION BY MANUFACTURER.—The manufac-
turer of a drug or biological shall specify the unit associ-
ated with each National Drug Code (including package 
size) as part of the submission of data under section 
1927(b)(3)(A)(iii). 

‘‘(B) UNIT DEFINED.—In this section, the term ‘unit’ 
means, with respect to each National Drug Code (including 
package size) associated with a drug or biological, the low-
est identifiable quantity (such as a capsule or tablet, milli-
gram of molecules, or grams) of the drug or biological that 
is dispensed, exclusive of any diluent without reference to 
volume measures pertaining to liquids. For years after 
2004, the Secretary may establish the unit for a manufac-
turer to report and methods for counting units as the Sec-
retary determines appropriate to implement this section. 
‘‘(3) MULTIPLE SOURCE DRUG.—For all drug products in-

cluded within the same multiple source drug billing and pay-
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ment code, the amount specified in this paragraph is the vol-
ume-weighted average of the average sales prices reported under 
section 1927(b)(3)(A)(iii) determined by—

‘‘(A) computing the sum of the products (for each Na-
tional Drug Code assigned to such drug products) of—

‘‘(i) the manufacturer’s average sales price (as de-
fined in subsection (c)); and 

‘‘(ii) the total number of units specified under 
paragraph (2) sold; and 
‘‘(B) dividing the sum determined under subparagraph 

(A) by the sum of the total number of units under subpara-
graph (A)(ii) for all National Drug Codes assigned to such 
drug products. 
‘‘(4) SINGLE SOURCE DRUG OR BIOLOGICAL.—The amount 

specified in this paragraph for a single source drug or biologi-
cal is the lesser of the following: 

‘‘(A) AVERAGE SALES PRICE.—The average sales price as 
determined using the methodology applied under para-
graph (3) for all National Drug Codes assigned to such 
drug or biological product. 

‘‘(B) WHOLESALE ACQUISITION COST (WAC).—The whole-
sale acquisition cost (as defined in subsection (c)(6)(B)) 
using the methodology applied under paragraph (3) for all 
National Drug Codes assigned to such drug or biological 
product. 
‘‘(5) BASIS FOR PAYMENT AMOUNT.—The payment amount 

shall be determined under this subsection based on information 
reported under subsection (f) and without regard to any special 
packaging, labeling, or identifiers on the dosage form or prod-
uct or package. 
‘‘(c) MANUFACTURER’S AVERAGE SALES PRICE.—

‘‘(1) IN GENERAL.—For purposes of this section, subject to 
paragraphs (2) and (3), the manufacturer’s ‘average sales price’ 
means, of a drug or biological for a National Drug Code for a 
calendar quarter for a manufacturer for a unit—

‘‘(A) the manufacturer’s sales to all purchasers (exclud-
ing sales exempted in paragraph (2)) in the United States 
for such drug or biological in the calendar quarter; divided 
by 

‘‘(B) the total number of such units of such drug or bio-
logical sold by the manufacturer in such quarter. 
‘‘(2) CERTAIN SALES EXEMPTED FROM COMPUTATION.—In 

calculating the manufacturer’s average sales price under this 
subsection, the following sales shall be excluded: 

‘‘(A) SALES EXEMPT FROM BEST PRICE.—Sales exempt 
from the inclusion in the determination of ‘best price’ under 
section 1927(c)(1)(C)(i). 

‘‘(B) SALES AT NOMINAL CHARGE.—Such other sales as 
the Secretary identifies as sales to an entity that are merely 
nominal in amount (as applied for purposes of section 
1927(c)(1)(C)(ii)(III), except as the Secretary may otherwise 
provide). 
‘‘(3) SALE PRICE NET OF DISCOUNTS.—In calculating the 

manufacturer’s average sales price under this subsection, such 
price shall include volume discounts, prompt pay discounts, 
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cash discounts, free goods that are contingent on any purchase 
requirement, chargebacks, and rebates (other than rebates 
under section 1927). For years after 2004, the Secretary may in-
clude in such price other price concessions, which may be based 
on recommendations of the Inspector General, that would result 
in a reduction of the cost to the purchaser. 

‘‘(4) PAYMENT METHODOLOGY IN CASES WHERE AVERAGE 
SALES PRICE DURING FIRST QUARTER OF SALES IS UNAVAIL-
ABLE.—In the case of a drug or biological during an initial pe-
riod (not to exceed a full calendar quarter) in which data on the 
prices for sales for the drug or biological is not sufficiently 
available from the manufacturer to compute an average sales 
price for the drug or biological, the Secretary may determine the 
amount payable under this section for the drug or biological 
based on—

‘‘(A) the wholesale acquisition cost; or 
‘‘(B) the methodologies in effect under this part on No-

vember 1, 2003, to determine payment amounts for drugs 
or biologicals. 
‘‘(5) FREQUENCY OF DETERMINATIONS.—

‘‘(A) IN GENERAL ON A QUARTERLY BASIS.—The manu-
facturer’s average sales price, for a drug or biological of a 
manufacturer, shall be calculated by such manufacturer 
under this subsection on a quarterly basis. In making such 
calculation insofar as there is a lag in the reporting of the 
information on rebates and chargebacks under paragraph 
(3) so that adequate data are not available on a timely 
basis, the manufacturer shall apply a methodology based 
on a 12-month rolling average for the manufacturer to esti-
mate costs attributable to rebates and chargebacks. For 
years after 2004, the Secretary may establish a uniform 
methodology under this subparagraph to estimate and 
apply such costs. 

‘‘(B) UPDATES IN PAYMENT AMOUNTS.—The payment 
amounts under subsection (b) shall be updated by the Sec-
retary on a quarterly basis and shall be applied based 
upon the manufacturer’s average sales price calculated for 
the most recent calendar quarter for which data is avail-
able.

‘‘(C) USE OF CONTRACTORS; IMPLEMENTATION.—The 
Secretary may contract with appropriate entities to cal-
culate the payment amount under subsection (b). Notwith-
standing any other provision of law, the Secretary may im-
plement, by program instruction or otherwise, any of the 
provisions of this section. 
‘‘(6) DEFINITIONS AND OTHER RULES.—In this section: 

‘‘(A) MANUFACTURER.—The term ‘manufacturer’ means, 
with respect to a drug or biological, the manufacturer (as 
defined in section 1927(k)(5)). 

‘‘(B) WHOLESALE ACQUISITION COST.—The term ‘whole-
sale acquisition cost’ means, with respect to a drug or bio-
logical, the manufacturer’s list price for the drug or biologi-
cal to wholesalers or direct purchasers in the United States, 
not including prompt pay or other discounts, rebates or re-
ductions in price, for the most recent month for which the 

VerDate jul 14 2003 06:29 Nov 24, 2003 Jkt 090299 PO 00000 Frm 00183 Fmt 6659 Sfmt 6603 E:\HR\OC\HR391.XXX HR391



182

information is available, as reported in wholesale price 
guides or other publications of drug or biological pricing 
data. 

‘‘(C) MULTIPLE SOURCE DRUG.—
‘‘(i) IN GENERAL.—The term ‘multiple source drug’ 

means, for a calendar quarter, a drug for which there 
are 2 or more drug products which—

‘‘(I) are rated as therapeutically equivalent 
(under the Food and Drug Administration’s most 
recent publication of ‘Approved Drug Products 
with Therapeutic Equivalence Evaluations’), 

‘‘(II) except as provided in subparagraph (E), 
are pharmaceutically equivalent and bioequiva-
lent, as determined under subparagraph (F) and 
as determined by the Food and Drug Administra-
tion, and 

‘‘(III) are sold or marketed in the United 
States during the quarter. 
‘‘(ii) EXCEPTION.—With respect to single source 

drugs or biologicals that are within the same billing 
and payment code as of October 1, 2003, the Secretary 
shall treat such single source drugs or biologicals as if 
the single source drugs or biologicals were multiple 
source drugs. 
‘‘(D) SINGLE SOURCE DRUG OR BIOLOGICAL.—The term 

‘single source drug or biological’ means—
‘‘(i) a biological; or 
‘‘(ii) a drug which is not a multiple source drug 

and which is produced or distributed under a new 
drug application approved by the Food and Drug Ad-
ministration, including a drug product marketed by 
any cross-licensed producers or distributors operating 
under the new drug application. 
‘‘(E) EXCEPTION FROM PHARMACEUTICAL EQUIVALENCE 

AND BIOEQUIVALENCE REQUIREMENT.—Subparagraph (C)(ii) 
shall not apply if the Food and Drug Administration 
changes by regulation the requirement that, for purposes of 
the publication described in subparagraph (C)(i), in order 
for drug products to be rated as therapeutically equivalent, 
they must be pharmaceutically equivalent and bioequiva-
lent, as defined in subparagraph (F). 

‘‘(F) DETERMINATION OF PHARMACEUTICAL EQUIVA-
LENCE AND BIOEQUIVALENCE.—For purposes of this para-
graph—

‘‘(i) drug products are pharmaceutically equivalent 
if the products contain identical amounts of the same 
active drug ingredient in the same dosage form and 
meet compendial or other applicable standards of 
strength, quality, purity, and identity; and 

‘‘(ii) drugs are bioequivalent if they do not present 
a known or potential bioequivalence problem, or, if they 
do present such a problem, they are shown to meet an 
appropriate standard of bioequivalence. 
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‘‘(G) INCLUSION OF VACCINES.—In applying provisions 
of section 1927 under this section, ‘other than a vaccine’ is 
deemed deleted from section 1927(k)(2)(B). 

‘‘(d) MONITORING OF MARKET PRICES.—
‘‘(1) IN GENERAL.—The Inspector General of the Department 

of Health and Human Services shall conduct studies, which 
may include surveys, to determine the widely available market 
prices of drugs and biologicals to which this section applies, as 
the Inspector General, in consultation with the Secretary, deter-
mines to be appropriate. 

‘‘(2) COMPARISON OF PRICES.—Based upon such studies and 
other data for drugs and biologicals, the Inspector General 
shall compare the average sales price under this section for 
drugs and biologicals with—

‘‘(A) the widely available market price for such drugs 
and biologicals (if any); and 

‘‘(B) the average manufacturer price (as determined 
under section 1927(k)(1)) for such drugs and biologicals. 
‘‘(3) LIMITATION ON AVERAGE SALES PRICE.—

‘‘(A) IN GENERAL.—The Secretary may disregard the 
average sales price for a drug or biological that exceeds the 
widely available market price or the average manufacturer 
price for such drug or biological by the applicable threshold 
percentage (as defined in subparagraph (B)). 

‘‘(B) APPLICABLE THRESHOLD PERCENTAGE DEFINED.—
In this paragraph, the term ‘applicable threshold percent-
age’ means—

‘‘(i) in 2005, in the case of an average sales price 
for a drug or biological that exceeds widely available 
market price or the average manufacturer price, 5 per-
cent; and 

‘‘(ii) in 2006 and subsequent years, the percentage 
applied under this subparagraph subject to such ad-
justment as the Secretary may specify for the widely 
available market price or the average manufacturer 
price, or both. 
‘‘(C) AUTHORITY TO ADJUST AVERAGE SALES PRICE.—If 

the Inspector General finds that the average sales price for 
a drug or biological exceeds such widely available market 
price or average manufacturer price for such drug or bio-
logical by the applicable threshold percentage, the Inspector 
General shall inform the Secretary (at such times as the 
Secretary may specify to carry out this subparagraph) and 
the Secretary shall, effective as of the next quarter, sub-
stitute for the amount of payment otherwise determined 
under this section for such drug or biological the lesser of—

‘‘(i) the widely available market price for the drug 
or biological (if any); or 

‘‘(ii) 103 percent of the average manufacturer price 
(as determined under section 1927(k)(1)) for the drug 
or biological. 

‘‘(4) CIVIL MONEY PENALTY.—
‘‘(A) IN GENERAL.—If the Secretary determines that a 

manufacturer has made a misrepresentation in the report-
ing of the manufacturer’s average sales price for a drug or 
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biological, the Secretary may apply a civil money penalty in 
an amount of up to $10,000 for each such price misrepre-
sentation and for each day in which such price misrepre-
sentation was applied. 

‘‘(B) PROCEDURES.—The provisions of section 1128A 
(other than subsections (a) and (b)) shall apply to civil 
money penalties under subparagraph (B) in the same man-
ner as they apply to a penalty or proceeding under section 
1128A(a). 
‘‘(5) WIDELY AVAILABLE MARKET PRICE.—

‘‘(A) IN GENERAL.—In this subsection, the term ‘widely 
available market price’ means the price that a prudent phy-
sician or supplier would pay for the drug or biological. In 
determining such price, the Inspector General shall take 
into account the discounts, rebates, and other price conces-
sions routinely made available to such prudent physicians 
or suppliers for such drugs or biologicals. 

‘‘(B) CONSIDERATIONS.—In determining the price under 
subparagraph (A), the Inspector General shall consider in-
formation from one or more of the following sources: 

‘‘(i) Manufacturers. 
‘‘(ii) Wholesalers. 
‘‘(iii) Distributors. 
‘‘(iv) Physician supply houses. 
‘‘(v) Specialty pharmacies. 
‘‘(vi) Group purchasing arrangements. 
‘‘(vii) Surveys of physicians. 
‘‘(viii) Surveys of suppliers. 
‘‘(ix) Information on such market prices from in-

surers. 
‘‘(x) Information on such market prices from pri-

vate health plans. 
‘‘(e) AUTHORITY TO USE ALTERNATIVE PAYMENT IN RESPONSE 

TO PUBLIC HEALTH EMERGENCY.—In the case of a public health 
emergency under section 319 of the Public Health Service Act in 
which there is a documented inability to access drugs and 
biologicals, and a concomitant increase in the price, of a drug or bi-
ological which is not reflected in the manufacturer’s average sales 
price for one or more quarters, the Secretary may use the wholesale 
acquisition cost (or other reasonable measure of drug or biological 
price) instead of the manufacturer’s average sales price for such 
quarters and for subsequent quarters until the price and avail-
ability of the drug or biological has stabilized and is substantially 
reflected in the applicable manufacturer’s average sales price. 

‘‘(f) QUARTERLY REPORT ON AVERAGE SALES PRICE.—For re-
quirements for reporting the manufacturer’s average sales price 
(and, if required to make payment, the manufacturer’s wholesale ac-
quisition cost) for the drug or biological under this section, see sec-
tion 1927(b)(3). 

‘‘(g) JUDICIAL REVIEW.—There shall be no administrative or ju-
dicial review under section 1869, section 1878, or otherwise, of—

‘‘(1) determinations of payment amounts under this section, 
including the assignment of National Drug Codes to billing and 
payment codes; 
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‘‘(2) the identification of units (and package size) under 
subsection (b)(2); 

‘‘(3) the method to allocate rebates, chargebacks, and other 
price concessions to a quarter if specified by the Secretary; 

‘‘(4) the manufacturer’s average sales price when it is used 
for the determination of a payment amount under this section; 
and 

‘‘(5) the disclosure of the average manufacturer price by 
reason of an adjustment under subsection (d)(3)(C) or (e).’’. 

(2) REPORT ON SALES TO PHARMACY BENEFIT MANAGERS.—
(A) STUDY.—The Secretary shall conduct a study on 

sales of drugs and biologicals to large volume purchasers, 
such as pharmacy benefit managers and health mainte-
nance organizations, for purposes of determining whether 
the price at which such drugs and biologicals are sold to 
such purchasers does not represent the price such drugs 
and biologicals are made available for purchase to prudent 
physicians. 

(B) REPORT.—Not later than January 1, 2006, the Sec-
retary shall submit to Congress a report on the study con-
ducted under paragraph (1), and shall include rec-
ommendations on whether such sales to large volume pur-
chasers should be excluded from the computation of a man-
ufacturer’s average sales price under section 1847A of the 
Social Security Act, as added by paragraph (1). 
(3) INSPECTOR GENERAL REPORT ON ADEQUACY OF REIM-

BURSEMENT RATE UNDER AVERAGE SALES PRICE METHOD-
OLOGY.—

(A) STUDY.—The Inspector General of the Department 
of Health and Human Services shall conduct a study on 
the ability of physician practices in the specialties of hema-
tology, hematology/oncology, and medical oncology of dif-
ferent sizes, especially particularly large practices, to obtain 
drugs and biologicals for the treatment of cancer patients 
at 106 percent of the average sales price for the drugs and 
biologicals. In conducting the study, the Inspector General 
shall conduct an audit of a representative sample of such 
practices to determine the adequacy of reimbursement 
under section 1847A of the Social Security Act, as added by 
paragraph (1). 

(B) REPORT.—Not later October 1, 2005, the Inspector 
General shall submit to Congress a report on the study con-
ducted under subparagraph (A), and shall include rec-
ommendations on the adequacy of reimbursement for such 
drugs and biologicals under such section 1847A. 

(d) PAYMENT BASED ON COMPETITION.—
(1) IN GENERAL.—Title XVIII is amended by inserting after 

section 1847A, as added by subsection (c), the following new 
section: 

‘‘COMPETITIVE ACQUISITION OF OUTPATIENT DRUGS AND BIOLOGICALS 

‘‘SEC. 1847B. (a) IMPLEMENTATION OF COMPETITIVE ACQUISI-
TION.—

‘‘(1) IMPLEMENTATION OF PROGRAM.—
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‘‘(A) IN GENERAL.—The Secretary shall establish and 
implement a competitive acquisition program under 
which—

‘‘(i) competitive acquisition areas are established 
for contract award purposes for acquisition of and pay-
ment for categories of competitively biddable drugs and 
biologicals (as defined in paragraph (2)) under this 
part; 

‘‘(ii) each physician is given the opportunity annu-
ally to elect to obtain drugs and biologicals under the 
program, rather than under section 1847A; and 

‘‘(iii) each physician who elects to obtain drugs and 
biologicals under the program makes an annual selec-
tion under paragraph (5) of the contractor through 
which drugs and biologicals within a category of drugs 
and biologicals will be acquired and delivered to the 
physician under this part. 

This section shall not apply in the case of a physician who 
elects section 1847A to apply. 

‘‘(B) IMPLEMENTATION.—For purposes of implementing 
the program, the Secretary shall establish categories of 
competitively biddable drugs and biologicals. The Secretary 
shall phase in the program with respect to those categories 
beginning in 2006 in such manner as the Secretary deter-
mines to be appropriate. 

‘‘(C) WAIVER OF CERTAIN PROVISIONS.—In order to pro-
mote competition, in carrying out the program the Sec-
retary may waive such provisions of the Federal Acquisition 
Regulation as are necessary for the efficient implementation 
of this section, other than provisions relating to confiden-
tiality of information and such other provisions as the Sec-
retary determines appropriate. 

‘‘(D) EXCLUSION AUTHORITY.—The Secretary may ex-
clude competitively biddable drugs and biologicals (includ-
ing a class of such drugs and biologicals) from the competi-
tive bidding system under this section if the application of 
competitive bidding to such drugs or biologicals—

‘‘(i) is not likely to result in significant savings; or 
‘‘(ii) is likely to have an adverse impact on access 

to such drugs or biologicals. 
‘‘(2) COMPETITIVELY BIDDABLE DRUGS AND BIOLOGICALS AND 

PROGRAM DEFINED.—For purposes of this section—
‘‘(A) COMPETITIVELY BIDDABLE DRUGS AND BIOLOGICALS 

DEFINED.—The term ‘competitively biddable drugs and 
biologicals’ means a drug or biological described in section 
1842(o)(1)(C) and furnished on or after January 1, 2006. 

‘‘(B) PROGRAM.—The term ‘program’ means the com-
petitive acquisition program under this section. 

‘‘(C) COMPETITIVE ACQUISITION AREA; AREA.—The terms 
‘competitive acquisition area’ and ‘area’ mean an appro-
priate geographic region established by the Secretary under 
the program. 

‘‘(D) CONTRACTOR.—The term ‘contractor’ means an en-
tity that has entered into a contract with the Secretary 
under this section. 
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‘‘(3) APPLICATION OF PROGRAM PAYMENT METHODOLOGY.—
‘‘(A) IN GENERAL.—With respect to competitively bid-

dable drugs and biologicals which are supplied under the 
program in an area and which are prescribed by a physi-
cian who has elected this section to apply—

‘‘(i) the claim for such drugs and biologicals shall 
be submitted by the contractor that supplied the drugs 
and biologicals; 

‘‘(ii) collection of amounts of any deductible and 
coinsurance applicable with respect to such drugs and 
biologicals shall be the responsibility of such contractor 
and shall not be collected unless the drug or biological 
is administered to the individual involved; and 

‘‘(iii) the payment under this section (and related 
amounts of any applicable deductible and coinsurance) 
for such drugs and biologicals—

‘‘(I) shall be made only to such contractor; and 
‘‘(II) shall be conditioned upon the administra-

tion of such drugs and biologicals. 
‘‘(B) PROCESS FOR ADJUSTMENTS.—The Secretary shall 

provide a process for adjustments to payments in the case 
in which payment is made for drugs and biologicals which 
were billed at the time of dispensing but which were not ac-
tually administered. 

‘‘(C) INFORMATION FOR PURPOSES OF COST-SHARING.—
The Secretary shall provide a process by which physicians 
submit information to contractors for purposes of the collec-
tion of any applicable deductible or coinsurance amounts 
under subparagraph (A)(ii). 
‘‘(4) CONTRACT REQUIRED.—Payment may not be made 

under this part for competitively biddable drugs and biologicals 
prescribed by a physician who has elected this section to apply 
within a category and a competitive acquisition area with re-
spect to which the program applies unless—

‘‘(A) the drugs or biologicals are supplied by a con-
tractor with a contract under this section for such category 
of drugs and biologicals and area; and 

‘‘(B) the physician has elected such contractor under 
paragraph (5) for such category and area. 
‘‘(5) CONTRACTOR SELECTION PROCESS.—

‘‘(A) ANNUAL SELECTION.—
‘‘(i) IN GENERAL.—The Secretary shall provide a 

process for the selection of a contractor, on an annual 
basis and in such exigent circumstances as the Sec-
retary may provide and with respect to each category 
of competitively biddable drugs and biologicals for an 
area by selecting physicians. 

‘‘(ii) TIMING OF SELECTION.—The selection of a con-
tractor under clause (i) shall be made at the time of the 
election described in section 1847A(a) for this section to 
apply and shall be coordinated with agreements en-
tered into under section 1842(h). 
‘‘(B) INFORMATION ON CONTRACTORS.—The Secretary 

shall make available to physicians on an ongoing basis, 
through a directory posted on the Internet website of the 
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Centers for Medicare & Medicaid Services or otherwise and 
upon request, a list of the contractors under this section in 
the different competitive acquisition areas. 

‘‘(C) SELECTING PHYSICIAN DEFINED.—For purposes of 
this section, the term ‘selecting physician’ means, with re-
spect to a contractor and category and competitive acquisi-
tion area, a physician who has elected this section to apply 
and has selected to apply under this section such contractor 
for such category and area. 

‘‘(b) PROGRAM REQUIREMENTS.—
‘‘(1) CONTRACT FOR COMPETITIVELY BIDDABLE DRUGS AND 

BIOLOGICALS.—The Secretary shall conduct a competition 
among entities for the acquisition of competitively biddable 
drugs and biologicals. Notwithstanding any other provision of 
this title, in the case of a multiple source drug, the Secretary 
shall conduct such competition among entities for the acquisi-
tion of at least one competitively biddable drug and biological 
within each billing and payment code within each category for 
each competitive acquisition area. 

‘‘(2) CONDITIONS FOR AWARDING CONTRACT.—
‘‘(A) IN GENERAL.—The Secretary may not award a con-

tract to any entity under the competition conducted in a 
competitive acquisition area pursuant to paragraph (1) 
with respect to the acquisition of competitively biddable 
drugs and biologicals within a category unless the Sec-
retary finds that the entity meets all of the following with 
respect to the contract period involved: 

‘‘(i) CAPACITY TO SUPPLY COMPETITIVELY BIDDABLE 
DRUG OR BIOLOGICAL WITHIN CATEGORY.—

‘‘(I) IN GENERAL.—The entity has sufficient ar-
rangements to acquire and to deliver competitively 
biddable drugs and biologicals within such cat-
egory in the area specified in the contract. 

‘‘(II) SHIPMENT METHODOLOGY.—The entity 
has arrangements in effect for the shipment at 
least 5 days each week of competitively biddable 
drugs and biologicals under the contract and for 
the timely delivery (including for emergency situa-
tions) of such drugs and biologicals in the area 
under the contract. 
‘‘(ii) QUALITY, SERVICE, FINANCIAL PERFORMANCE 

AND SOLVENCY STANDARDS.—The entity meets quality, 
service, financial performance, and solvency standards 
specified by the Secretary, including—

‘‘(I) the establishment of procedures for the 
prompt response and resolution of complaints of 
physicians and individuals and of inquiries re-
garding the shipment of competitively biddable 
drugs and biologicals; and 

‘‘(II) a grievance and appeals process for the 
resolution of disputes. 

‘‘(B) ADDITIONAL CONSIDERATIONS.—The Secretary may 
refuse to award a contract under this section, and may ter-
minate such a contract, with an entity based upon—
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‘‘(i) the suspension or revocation, by the Federal 
Government or a State government, of the entity’s li-
cense for the distribution of drugs or biologicals (in-
cluding controlled substances); or

‘‘(ii) the exclusion of the entity under section 1128 
from participation under this title. 
‘‘(C) APPLICATION OF MEDICARE PROVIDER OMBUDS-

MAN.—For provision providing for a program-wide Medi-
care Provider Ombudsman to review complaints, see section 
1868(b), as added by section 923 of the Medicare Prescrip-
tion Drug, Improvement, and Modernization Act of 2003. 
‘‘(3) AWARDING MULTIPLE CONTRACTS FOR A CATEGORY AND 

AREA.—The Secretary may limit (but not below 2) the number 
of qualified entities that are awarded such contracts for any 
category and area. The Secretary shall select among qualified 
entities based on the following: 

‘‘(A) The bid prices for competitively biddable drugs 
and biologicals within the category and area. 

‘‘(B) Bid price for distribution of such drugs and 
biologicals. 

‘‘(C) Ability to ensure product integrity. 
‘‘(D) Customer service. 
‘‘(E) Past experience in the distribution of drugs and 

biologicals, including controlled substances. 
‘‘(F) Such other factors as the Secretary may specify. 

‘‘(4) TERMS OF CONTRACTS.—
‘‘(A) IN GENERAL.—A contract entered into with an enti-

ty under the competition conducted pursuant to paragraph 
(1) is subject to terms and conditions that the Secretary 
may specify consistent with this section. 

‘‘(B) PERIOD OF CONTRACTS.—A contract under this sec-
tion shall be for a term of 3 years, but may be terminated 
by the Secretary or the entity with appropriate, advance no-
tice. 

‘‘(C) INTEGRITY OF DRUG AND BIOLOGICAL DISTRIBUTION 
SYSTEM.—A contractor (as defined in subsection (a)(2)(D)) 
shall—

‘‘(i) acquire all drug and biological products it dis-
tributes directly from the manufacturer or from a dis-
tributor that has acquired the products directly from 
the manufacturer; and 

‘‘(ii) comply with any product integrity safeguards 
as may be determined to be appropriate by the Sec-
retary. 

Nothing in this subparagraph shall be construed to relieve 
or exempt any contractor from the provisions of the Federal 
Food, Drug, and Cosmetic Act that relate to the wholesale 
distribution of prescription drugs or biologicals. 

‘‘(D) COMPLIANCE WITH CODE OF CONDUCT AND FRAUD 
AND ABUSE RULES.—Under the contract—

‘‘(i) the contractor shall comply with a code of con-
duct, specified or recognized by the Secretary, that in-
cludes standards relating to conflicts of interest; and 

‘‘(ii) the contractor shall comply with all applicable 
provisions relating to prevention of fraud and abuse, 
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including compliance with applicable guidelines of the 
Department of Justice and the Inspector General of the 
Department of Health and Human Services. 
‘‘(E) DIRECT DELIVERY OF DRUGS AND BIOLOGICALS TO 

PHYSICIANS.—Under the contract the contractor shall only 
supply competitively biddable drugs and biologicals di-
rectly to the selecting physicians and not directly to indi-
viduals, except under circumstances and settings where an 
individual currently receives a drug or biological in the in-
dividual’s home or other non-physician office setting as the 
Secretary may provide. The contractor shall not deliver 
drugs and biologicals to a selecting physician except upon 
receipt of a prescription for such drugs and biologicals, and 
such necessary data as may be required by the Secretary to 
carry out this section. This section does not—

‘‘(i) require a physician to submit a prescription for 
each individual treatment; or 

‘‘(ii) change a physician’s flexibility in terms of 
writing a prescription for drugs or biologicals for a sin-
gle treatment or a course of treatment. 

‘‘(5) PERMITTING ACCESS TO DRUGS AND BIOLOGICALS.—The 
Secretary shall establish rules under this section under which 
drugs and biologicals which are acquired through a contractor 
under this section may be used to resupply inventories of such 
drugs and biologicals which are administered consistent with 
safe drug practices and with adequate safeguards against fraud 
and abuse. The previous sentence shall apply if the physicians 
can demonstrate to the Secretary all of the following: 

‘‘(A) The drugs or biologicals are required immediately. 
‘‘(B) The physician could not have reasonably antici-

pated the immediate requirement for the drugs or 
biologicals. 

‘‘(C) The contractor could not deliver to the physician 
the drugs or biologicals in a timely manner. 

‘‘(D) The drugs or biologicals were administered in an 
emergency situation. 
‘‘(6) CONSTRUCTION.—Nothing in this section shall be con-

strued as waiving applicable State requirements relating to li-
censing of pharmacies. 
‘‘(c) BIDDING PROCESS.—

‘‘(1) IN GENERAL.—In awarding a contract for a category of 
drugs and biologicals in an area under the program, the Sec-
retary shall consider with respect to each entity seeking to be 
awarded a contract the bid price and the other factors referred 
to in subsection (b)(3). 

‘‘(2) BID DEFINED.—In this section, the term ‘bid’ means an 
offer to furnish a competitively biddable drug or biological for 
a particular price and time period. 

‘‘(3) BIDDING ON A NATIONAL OR REGIONAL BASIS.—Nothing 
in this section shall be construed as precluding a bidder from 
bidding for contracts in all areas of the United States or as re-
quiring a bidder to submit a bid for all areas of the United 
States. 

‘‘(4) UNIFORMITY OF BIDS WITHIN AREA.—The amount of the 
bid submitted under a contract offer for any competitively bid-
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dable drug or biological for an area shall be the same for that 
drug or biological for all portions of that area. 

‘‘(5) CONFIDENTIALITY OF BIDS.—The provisions of subpara-
graph (D) of section 1927(b)(3) shall apply to periods during 
which a bid is submitted with respect to a competitively bid-
dable drug or biological under this section in the same manner 
as it applies to information disclosed under such section, except 
that any reference—

‘‘(A) in that subparagraph to a ‘manufacturer or whole-
saler’ is deemed a reference to a ‘bidder’ under this section; 

‘‘(B) in that section to ‘prices charged for drugs’ is 
deemed a reference to a ‘bid’ submitted under this section; 
and 

‘‘(C) in clause (i) of that section to ‘this section’, is 
deemed a reference to ‘part B of title XVIII’. 
‘‘(6) INCLUSION OF COSTS.—The bid price submitted in a 

contract offer for a competitively biddable drug or biological 
shall—

‘‘(A) include all costs related to the delivery of the drug 
or biological to the selecting physician (or other point of de-
livery); and 

‘‘(B) include the costs of dispensing (including ship-
ping) of such drug or biological and management fees, but 
shall not include any costs related to the administration of 
the drug or biological, or wastage, spillage, or spoilage. 
‘‘(7) PRICE ADJUSTMENTS DURING CONTRACT PERIOD; DIS-

CLOSURE OF COSTS.—Each contract awarded shall provide for—
‘‘(A) disclosure to the Secretary the contractor’s reason-

able, net acquisition costs for periods specified by the Sec-
retary, not more often than quarterly, of the contract; and 

‘‘(B) appropriate price adjustments over the period of 
the contract to reflect significant increases or decreases in 
a contractor’s reasonable, net acquisition costs, as so dis-
closed. 

‘‘(d) COMPUTATION OF PAYMENT AMOUNTS.—
‘‘(1) IN GENERAL.—Payment under this section for competi-

tively biddable drugs or biologicals shall be based on bids sub-
mitted and accepted under this section for such drugs or 
biologicals in an area. Based on such bids the Secretary shall 
determine a single payment amount for each competitively bid-
dable drug or biological in the area. 

‘‘(2) SPECIAL RULES.—The Secretary shall establish rules 
regarding the use under this section of the alternative payment 
amount provided under section 1847A to the use of a price for 
specific competitively biddable drugs and biologicals in the fol-
lowing cases: 

‘‘(A) NEW DRUGS AND BIOLOGICALS.—A competitively 
biddable drug or biological for which a payment and bill-
ing code has not been established. 

‘‘(B) OTHER CASES.—Such other exceptional cases as 
the Secretary may specify in regulations. 

‘‘(e) COST-SHARING.—
‘‘(1) APPLICATION OF COINSURANCE.—Payment under this 

section for competitively biddable drugs and biologicals shall be 
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in an amount equal to 80 percent of the payment basis de-
scribed in subsection (d)(1). 

‘‘(2) DEDUCTIBLE.—Before applying paragraph (1), the indi-
vidual shall be required to meet the deductible described in sec-
tion 1833(b). 

‘‘(3) COLLECTION.—Such coinsurance and deductible shall 
be collected by the contractor that supplies the drug or biologi-
cal involved. Subject to subsection (a)(3)(B), such coinsurance 
and deductible may be collected in a manner similar to the 
manner in which the coinsurance and deductible are collected 
for durable medical equipment under this part. 
‘‘(f) SPECIAL PAYMENT RULES.—

‘‘(1) USE IN EXCLUSION CASES.—If the Secretary excludes a 
drug or biological (or class of drugs or biologicals) under sub-
section (a)(1)(D), the Secretary may provide for payment to be 
made under this part for such drugs and biologicals (or class) 
using the payment methodology under section 1847A. 

‘‘(2) APPLICATION OF REQUIREMENT FOR ASSIGNMENT.—For 
provision requiring assignment of claims for competitively bid-
dable drugs and biologicals, see section 1842(o)(3). 

‘‘(3) PROTECTION FOR BENEFICIARY IN CASE OF MEDICAL NE-
CESSITY DENIAL.—For protection of individuals against liability 
in the case of medical necessity determinations, see section 
1842(b)(3)(B)(ii)(III). 
‘‘(g) JUDICIAL REVIEW.—There shall be no administrative or ju-

dicial review under section 1869, section 1878, or otherwise, of—
‘‘(1) the establishment of payment amounts under sub-

section (d)(1); 
‘‘(2) the awarding of contracts under this section; 
‘‘(3) the establishment of competitive acquisition areas 

under subsection (a)(2)(C); 
‘‘(4) the phased-in implementation under subsection 

(a)(1)(B); 
‘‘(5) the selection of categories of competitively biddable 

drugs and biologicals for competitive acquisition under such 
subsection or the selection of a drug in the case of multiple 
source drugs; or 

‘‘(6) the bidding structure and number of contractors se-
lected under this section.’’. 

(2) REPORT.—Not later than July 1, 2008, the Secretary 
shall submit to Congress a report on the program conducted 
under section 1847B of the Social Security Act, as added by 
paragraph (1). Such report shall include information on sav-
ings, reductions in cost-sharing, access to competitively bid-
dable drugs and biologicals, the range of choices of contractors 
available to physicians, the satisfaction of physicians and of in-
dividuals enrolled under this part, and information comparing 
prices for drugs and biologicals under such section and section 
1847A of such Act, as added by subsection (c). 
(e) ADJUSTMENTS TO PAYMENT AMOUNTS FOR ADMINISTRATION 

OF DRUGS AND BIOLOGICALS.—
(1) ITEMS AND SERVICES RELATING TO FURNISHING OF 

BLOOD CLOTTING FACTORS.—Section 1842(o) (42 U.S.C. 
1395u(o)), as amended by subsection (b)(2), is amended by add-
ing at the end the following new paragraph: 
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‘‘(5)(A) Subject to subparagraph (B), in the case of clotting fac-
tors furnished on or after January 1, 2005, the Secretary shall, after 
reviewing the January 2003 report to Congress by the Comptroller 
General of the United States entitled ‘Payment for Blood Clotting 
Factor Exceeds Providers Acquisition Cost’, provide for a separate 
payment, to the entity which furnishes to the patient blood clotting 
factors, for items and services related to the furnishing of such fac-
tors in an amount that the Secretary determines to be appropriate. 
Such payment amount may take into account any or all of the fol-
lowing: 

‘‘(i) The mixing (if appropriate) and delivery of factors to an 
individual, including special inventory management and stor-
age requirements. 

‘‘(ii) Ancillary supplies and patient training necessary for 
the self-administration of such factors. 
‘‘(B) In determining the separate payment amount under sub-

paragraph (A) for blood clotting factors furnished in 2005, the Sec-
retary shall ensure that the total amount of payments under this 
part (as estimated by the Secretary) for such factors under para-
graph (1)(C) and such separate payments for such factors does not 
exceed the total amount of payments that would have been made for 
such factors under this part (as estimated by the Secretary) if the 
amendments made by section 303 of the Medicare Prescription 
Drug, Improvement, and Modernization Act of 2003 had not been 
enacted. 

‘‘(C) The separate payment amount under this subparagraph for 
blood clotting factors furnished in 2006 or a subsequent year shall 
be equal to the separate payment amount determined under this 
paragraph for the previous year increased by the percentage in-
crease in the consumer price index for medical care for the 12-month 
period ending with June of the previous year.’’. 

(2) PHARMACY SUPPLYING FEE FOR CERTAIN DRUGS AND 
BIOLOGICALS.—Section 1842(o) (42 U.S.C. 1395u(o)), as pre-
viously amended, is amended by adding at the end the fol-
lowing new paragraph: 
‘‘(6) In the case of an immunosuppressive drug described in 

subparagraph (J) of section 1861(s)(2) and an oral drug described 
in subparagraph (Q) or (T) of such section, the Secretary shall pay 
to the pharmacy a supplying fee for such a drug determined appro-
priate by the Secretary (less the applicable deductible and coinsur-
ance amounts).’’. 

(f) LINKAGE OF REVISED DRUG PAYMENTS AND INCREASES FOR 
DRUG ADMINISTRATION.—The Secretary shall not implement the re-
visions in payment amounts for drugs and biologicals administered 
by physicians as a result of the amendments made by subsection (b) 
with respect to 2004 unless the Secretary concurrently makes adjust-
ments to the practice expense payment adjustment under the amend-
ments made by subsection (a). 

(g) PROHIBITION OF ADMINISTRATIVE AND JUDICIAL REVIEW.—
(1) DRUGS.—Section 1842(o) (42 U.S.C. 1395u(o)), as pre-

viously amended, is amended by adding at the end the fol-
lowing new paragraph: 
‘‘(7) There shall be no administrative or judicial review under 

section 1869, section 1878, or otherwise, of determinations of pay-
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ment amounts, methods, or adjustments under paragraphs (4) 
through (6).’’.

(2) PHYSICIAN FEE SCHEDULE.—Section 1848(i)(1)(B) (42 
U.S.C. 1395w–4(i)(1)(B)) is amended by striking ‘‘subsection 
(c)(2)(F)’’ and inserting ‘‘subsections (c)(2)(F), (c)(2)(H), and 
(c)(2)(I)’’. 

(3) MULTIPLE CHEMOTHERAPY AGENTS, OTHER SERVICES 
CURRENTLY ON THE NON-PHYSICIAN WORK POOL, AND TRANSI-
TIONAL ADJUSTMENT.—There shall be no administrative or judi-
cial review under section 1869, section 1878, or otherwise, of de-
terminations of payment amounts, methods, or adjustments 
under paragraphs (2) through (4) of subsection (a). 
(h) CONTINUATION OF PAYMENT METHODOLOGY FOR RADIO-

PHARMACEUTICALS.—Nothing in the amendments made by this sec-
tion shall be construed as changing the payment methodology under 
part B of title XVIII of the Social Security Act for radiopharma-
ceuticals, including the use by carriers of invoice pricing method-
ology. 

(i) CONFORMING AMENDMENTS.—
(1) APPLICATION OF ASP AND COMPETITIVE BIDDING.—Sec-

tion 1842(o)(2) (42 U.S.C. 1395u(o)(2)) is amended by adding at 
the end the following: ‘‘This paragraph shall not apply in the 
case of payment under paragraph (1)(C).’’. 

(2) NO CHANGE IN COVERAGE BASIS.—Section 1861(s)(2)(A) 
(42 U.S.C. 1395x(s)(2)(A)) is amended by inserting ‘‘(or would 
have been so included but for the application of section 1847B)’’ 
after ‘‘included in the physicians’ bills’’. 

(3) PAYMENT.—(A) Section 1833(a)(1)(S) (42 U.S.C. 
1395l(a)(1)(S)) is amended by inserting ‘‘(or, if applicable, 
under section 1847, 1847A, or 1847B)’’ after ‘‘1842(o)’’. 

(B) Section 1862(a)(1) (42 U.S.C. 1395y(a)(1)) is amended—
(i) by striking ‘‘and’’ at the end of subparagraph (H); 
(ii) by striking the semicolon at the end of subpara-

graph (I) and inserting ‘‘, and’’; and 
(iii) by adding at the end the following new subpara-

graph: 
‘‘(J) in the case of a drug or biological specified in section 

1847A(c)(6)(C) for which payment is made under part B that is 
furnished in a competitive area under section 1847B, that is not 
furnished by an entity under a contract under such section;’’. 

(4) CONSOLIDATED REPORTING OF PRICING INFORMATION.—
Section 1927 (42 U.S.C. 1396r–8) is amended—

(A) in subsection (a)(1), by inserting ‘‘or under part B 
of title XVIII’’ after ‘‘section 1903(a)’’; 

(B) in subsection (b)(3)(A)—
(i) in clause (i), by striking ‘‘and’’ at the end and 

inserting a semicolon; 
(ii) in clause (ii), by striking the period and insert-

ing ‘‘; and’’; and 
(iii) by adding at the end the following: 
‘‘(iii) for calendar quarters beginning on or after 

January 1, 2004, in conjunction with reporting re-
quired under clause (i) and by National Drug Code (in-
cluding package size)—
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‘‘(I) the manufacturer’s average sales price (as 
defined in section 1847A(c)) and the total number 
of units specified under section 1847A(b)(2)(A); 

‘‘(II) if required to make payment under sec-
tion 1847A, the manufacturer’s wholesale acquisi-
tion cost, as defined in subsection (c)(6) of such 
section; and 

‘‘(III) information on those sales that were 
made at a nominal price or otherwise described in 
section 1847A(c)(2)(B); 

for a drug or biological described in subparagraph (C), 
(D), (E), or (G) of section 1842(o)(1) or section 
1881(b)(13)(A)(ii). 

Information reported under this subparagraph is subject to 
audit by the Inspector General of the Department of Health 
and Human Services.’’; 

(C) in subsection (b)(3)(B)—
(i) in the heading, by inserting ‘‘AND MANUFACTUR-

ER’S AVERAGE SALES PRICE’’ after ‘‘PRICE’’; and 
(ii) by inserting ‘‘and manufacturer’s average sales 

prices (including wholesale acquisition cost) if required 
to make payment’’ after ‘‘manufacturer prices’’; and 
(D) in subsection (b)(3)(D)—

(i) in the matter preceding clause (i), by inserting 
‘‘(other than the wholesale acquisition cost for purposes 
of carrying out section 1847A)’’ after ‘‘subsection 
(a)(6)(A)(ii)’’; and 

(ii) in clause (i), by inserting ‘‘, to carry out section 
1847A (including the determination and implementa-
tion of the payment amount), or to carry out section 
1847B’’ after ‘‘this section’’. 

(5) IMPLEMENTATION.—The provisions of chapter 8 of title 
5, United States Code, shall not apply with respect to regula-
tions implementing the amendments made by subsections (a), 
(b), and (e)(3), to regulations implementing section 304, and to 
regulations implementing the amendment made by section 
305(a), insofar as such regulations apply in 2004. 

(6) REPEAL OF STUDY.—Section 4556 of the Balanced Budg-
et Act of 1997 (42 U.S.C. 1395u note) is amended by striking 
subsection (c). 
(j) APPLICATION TO CERTAIN PHYSICIAN SPECIALTIES.—Insofar 

as the amendments made by this section apply to payments for 
drugs or biologicals and drug administration services furnished by 
physicians, such amendments shall only apply to physicians in the 
specialties of hematology, hematology/oncology, and medical oncol-
ogy under title XVIII of the Social Security Act. 
SEC. 304. EXTENSION OF APPLICATION OF PAYMENT REFORM FOR 

COVERED OUTPATIENT DRUGS AND BIOLOGICALS TO 
OTHER PHYSICIAN SPECIALTIES. 

Notwithstanding section 303(j), the amendments made by sec-
tion 303 shall also apply to payments for drugs or biologicals and 
drug administration services furnished by physicians in specialties 
other than the specialties of hematology, hematology/oncology, and 
medical oncology. 
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SEC. 305. PAYMENT FOR INHALATION DRUGS. 
(a) IN GENERAL.—Section 1842(o)(1)(G) (42 U.S.C. 

1395u(o)(1)(G)), as added by section 303(b), is amended to read as 
follows: 

‘‘(G) In the case of inhalation drugs or biologicals furnished 
through durable medical equipment covered under section 
1861(n) that are furnished—

‘‘(i) in 2004, the amount provided under paragraph (4) 
for the drug or biological; and 

‘‘(ii) in 2005 and subsequent years, the amount pro-
vided under section 1847A for the drug or biological.’’. 

(b) GAO STUDY OF MEDICARE PAYMENT FOR INHALATION THER-
APY.—

(1) STUDY.—The Comptroller General of the United States 
shall conduct a study to examine the adequacy of current reim-
bursements for inhalation therapy under the medicare program. 

(2) REPORT.—Not later than 1 year after the date of the en-
actment of this Act, the Comptroller General shall submit to 
Congress a report on the study conducted under paragraph (1). 

SEC. 306. DEMONSTRATION PROJECT FOR USE OF RECOVERY AUDIT 
CONTRACTORS. 

(a) IN GENERAL.—The Secretary shall conduct a demonstration 
project under this section (in this section referred to as the ‘‘project’’) 
to demonstrate the use of recovery audit contractors under the Medi-
care Integrity Program in identifying underpayments and overpay-
ments and recouping overpayments under the medicare program for 
services for which payment is made under part A or B of title XVIII 
of the Social Security Act. Under the project—

(1) payment may be made to such a contractor on a contin-
gent basis; 

(2) such percentage as the Secretary may specify of the 
amount recovered shall be retained by the Secretary and shall 
be available to the program management account of the Centers 
for Medicare & Medicaid Services; and 

(3) the Secretary shall examine the efficacy of such use with 
respect to duplicative payments, accuracy of coding, and other 
payment policies in which inaccurate payments arise. 
(b) SCOPE AND DURATION.—

(1) SCOPE.—The project shall cover at least 2 States that 
are among the States with—

(A) the highest per capita utilization rates of medicare 
services, and 

(B) at least 3 contractors. 
(2) DURATION.—The project shall last for not longer than 3 

years. 
(c) WAIVER.—The Secretary shall waive such provisions of title 

XVIII of the Social Security Act as may be necessary to provide for 
payment for services under the project in accordance with subsection 
(a). 

(d) QUALIFICATIONS OF CONTRACTORS.—
(1) IN GENERAL.—The Secretary shall enter into a recovery 

audit contract under this section with an entity only if the enti-
ty has staff that has the appropriate clinical knowledge of and 
experience with the payment rules and regulations under the 
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medicare program or the entity has or will contract with an-
other entity that has such knowledgeable and experienced staff. 

(2) INELIGIBILITY OF CERTAIN CONTRACTORS.—The Sec-
retary may not enter into a recovery audit contract under this 
section with an entity to the extent that the entity is a fiscal 
intermediary under section 1816 of the Social Security Act (42 
U.S.C. 1395h), a carrier under section 1842 of such Act (42 
U.S.C. 1395u), or a Medicare Administrative Contractor under 
section 1874A of such Act. 

(3) PREFERENCE FOR ENTITIES WITH DEMONSTRATED PRO-
FICIENCY.—In awarding contracts to recovery audit contractors 
under this section, the Secretary shall give preference to those 
risk entities that the Secretary determines have demonstrated 
more than 3 years direct management experience and a pro-
ficiency for cost control or recovery audits with private insurers, 
health care providers, health plans, or under the medicaid pro-
gram under title XIX of the Social Security Act. 
(e) CONSTRUCTION RELATING TO CONDUCT OF INVESTIGATION 

OF FRAUD.—A recovery of an overpayment to a provider by a recov-
ery audit contractor shall not be construed to prohibit the Secretary 
or the Attorney General from investigating and prosecuting, if ap-
propriate, allegations of fraud or abuse arising from such overpay-
ment. 

(f) REPORT.—The Secretary shall submit to Congress a report 
on the project not later than 6 months after the date of its comple-
tion. Such reports shall include information on the impact of the 
project on savings to the medicare program and recommendations 
on the cost-effectiveness of extending or expanding the 
project.information’ means information about a conviction for a rel-
evant crime or a finding of patient or resident abuse. 
SEC. 307. PILOT PROGRAM FOR NATIONAL AND STATE BACKGROUND 

CHECKS ON DIRECT PATIENT ACCESS EMPLOYEES OF 
LONG-TERM CARE FACILITIES OR PROVIDERS. 

(a) AUTHORITY TO CONDUCT PROGRAM.—The Secretary, in con-
sultation with the Attorney General, shall establish a pilot program 
to identify efficient, effective, and economical procedures for long 
term care facilities or providers to conduct background checks on 
prospective direct patient access employees.

(b) REQUIREMENTS.—
(1) IN GENERAL.—Under the pilot program, a long-term 

care facility or provider in a participating State, prior to em-
ploying a direct patient access employee that is first hired on 
or after the commencement date of the pilot program in the 
State, shall conduct a background check on the employee in ac-
cordance with such procedures as the participating State shall 
establish. 

(2) PROCEDURES.—
(A) IN GENERAL.—The procedures established by a par-

ticipating State under paragraph (1) should be designed 
to—

(i) give a prospective direct access patient employee 
notice that the long-term care facility or provider is re-
quired to perform background checks with respect to 
new employees; 
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(ii) require, as a condition of employment, that the 
employee—

(I) provide a written statement disclosing any 
disqualifying information; 

(II) provide a statement signed by the em-
ployee authorizing the facility to request national 
and State criminal history background checks; 

(III) provide the facility with a rolled set of the 
employee’s fingerprints; and 

(IV) provide any other identification informa-
tion the participating State may require; 
(iii) require the facility or provider to check any 

available registries that would be likely to contain dis-
qualifying information about a prospective employee of 
a long-term care facility or provider; and 

(iv) permit the facility or provider to obtain State 
and national criminal history background checks on 
the prospective employee through a 10-fingerprint check 
that utilizes State criminal records and the Integrated 
Automated Fingerprint Identification System of the 
Federal Bureau of Investigation. 
(B) ELIMINATION OF UNNECESSARY CHECKS.—The pro-

cedures established by a participating State under para-
graph (1) shall permit a long-term care facility or provider 
to terminate the background check at any stage at which 
the facility or provider obtains disqualifying information 
regarding a prospective direct patient access employee. 
(3) PROHIBITION ON HIRING OF ABUSIVE WORKERS.—

(A) IN GENERAL.—A long-term care facility or provider 
may not knowingly employ any direct patient access em-
ployee who has any disqualifying information. 

(B) PROVISIONAL EMPLOYMENT.—
(i) IN GENERAL.—Under the pilot program, a par-

ticipating State may permit a long-term care facility or 
provider to provide for a provisional period of employ-
ment for a direct patient access employee pending com-
pletion of a background check, subject to such super-
vision during the employee’s provisional period of em-
ployment as the participating State determines appro-
priate. 

(ii) SPECIAL CONSIDERATION FOR CERTAIN FACILI-
TIES AND PROVIDERS.—In determining what constitutes 
appropriate supervision of a provisional employee, a 
participating State shall take into account cost or other 
burdens that would be imposed on small rural long-
term care facilities or providers, as well as the nature 
of care delivered by such facilities or providers that are 
home health agencies or providers of hospice care. 

(4) USE OF INFORMATION; IMMUNITY FROM LIABILITY.—
(A) USE OF INFORMATION.—A participating State shall 

ensure that a long-term care facility or provider that ob-
tains information about a direct patient access employee 
pursuant to a background check uses such information only 
for the purpose of determining the suitability of the em-
ployee for employment. 
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(B) IMMUNITY FROM LIABILITY.—A participating State 
shall ensure that a long-term care facility or provider that, 
in denying employment for an individual selected for hire 
as a direct patient access employee (including during any 
period of provisional employment), reasonably relies upon 
information obtained through a background check of the in-
dividual, shall not be liable in any action brought by the 
individual based on the employment determination result-
ing from the information. 
(5) AGREEMENTS WITH EMPLOYMENT AGENCIES.—A partici-

pating State may establish procedures for facilitating the con-
duct of background checks on prospective direct patient access 
employees that are hired by a long-term care facility or provider 
through an employment agency (including a temporary employ-
ment agency). 

(6) PENALTIES.—A participating State may impose such 
penalties as the State determines appropriate to enforce the re-
quirements of the pilot program conducted in that State. 
(c) PARTICIPATING STATES.—

(1) IN GENERAL.—The Secretary shall enter into agreements 
with not more than 10 States to conduct the pilot program 
under this section in such States. 

(2) REQUIREMENTS FOR STATES.—An agreement entered 
into under paragraph (1) shall require that a participating 
State—

(A) be responsible for monitoring compliance with the 
requirements of the pilot program; 

(B) have procedures by which a provisional employee or 
an employee may appeal or dispute the accuracy of the in-
formation obtained in a background check performed under 
the pilot program; and 

(C) agree to—
(i) review the results of any State or national 

criminal history background checks conducted regard-
ing a prospective direct patient access employee to de-
termine whether the employee has any conviction for a 
relevant crime; 

(ii) immediately report to the entity that requested 
the criminal history background checks the results of 
such review; and 

(iii) in the case of an employee with a conviction 
for a relevant crime that is subject to reporting under 
section 1128E of the Social Security Act (42 U.S.C. 
1320a–7e), report the existence of such conviction to the 
database established under that section. 

(3) APPLICATION AND SELECTION CRITERIA.—
(A) APPLICATION.—A State seeking to participate in the 

pilot program established under this section, shall submit 
an application to the Secretary containing such information 
and at such time as the Secretary may specify. 

(B) SELECTION CRITERIA.—
(i) IN GENERAL.—In selecting States to participate 

in the pilot program, the Secretary shall establish cri-
teria to ensure—

(I) geographic diversity; 
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(II) the inclusion of a variety of long-term care 
facilities or providers; 

(III) the evaluation of a variety of payment 
mechanisms for covering the costs of conducting 
the background checks required under the pilot 
program; and 

(IV) the evaluation of a variety of penalties 
(monetary and otherwise) used by participating 
States to enforce the requirements of the pilot pro-
gram in such States. 
(ii) ADDITIONAL CRITERIA.—The Secretary shall, to 

the greatest extent practicable, select States to partici-
pate in the pilot program in accordance with the fol-
lowing: 

(I) At least one participating State should per-
mit long-term care facilities or providers to provide 
for a provisional period of employment pending 
completion of a background check and at least one 
such State should not permit such a period of em-
ployment. 

(II) At least one participating State should es-
tablish procedures under which employment agen-
cies (including temporary employment agencies) 
may contact the State directly to conduct back-
ground checks on prospective direct patient access 
employees. 

(III) At least one participating State should in-
clude patient abuse prevention training (including 
behavior training and interventions) for managers 
and employees of long-term care facilities and pro-
viders as part of the pilot program conducted in 
that State. 
(iii) INCLUSION OF STATES WITH EXISTING PRO-

GRAMS.—Nothing in this section shall be construed as 
prohibiting any State which, as of the date of the en-
actment of this Act, has procedures for conducting 
background checks on behalf of any entity described in 
subsection (g)(5) from being selected to participate in 
the pilot program conducted under this section. 

(d) PAYMENTS.—Of the amounts made available under sub-
section (f) to conduct the pilot program under this section, the Sec-
retary shall—

(1) make payments to participating States for the costs of 
conducting the pilot program in such States; and 

(2) reserve up to 4 percent of such amounts to conduct the 
evaluation required under subsection (e). 
(e) EVALUATION.—The Secretary, in consultation with the Attor-

ney General, shall conduct by grant, contract, or interagency agree-
ment an evaluation of the pilot program conducted under this sec-
tion. Such evaluation shall—

(1) review the various procedures implemented by partici-
pating States for long-term care facilities or providers to con-
duct background checks of direct patient access employees and 
identify the most efficient, effective, and economical procedures 
for conducting such background checks; 
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(2) assess the costs of conducting such background checks 
(including start-up and administrative costs); 

(3) consider the benefits and problems associated with re-
quiring employees or facilities or providers to pay the costs of 
conducting such background checks; 

(4) consider whether the costs of conducting such back-
ground checks should be allocated between the medicare and 
medicaid programs and if so, identify an equitable methodology 
for doing so; 

(5) determine the extent to which conducting such back-
ground checks leads to any unintended consequences, including 
a reduction in the available workforce for such facilities or pro-
viders; 

(6) review forms used by participating States in order to de-
velop, in consultation with the Attorney General, a model form 
for such background checks; 

(7) determine the effectiveness of background checks con-
ducted by employment agencies; and 

(8) recommend appropriate procedures and payment mech-
anisms for implementing a national criminal background check 
program for such facilities and providers. 
(f) FUNDING.—Out of any funds in the Treasury not otherwise 

appropriated, there are appropriated to the Secretary to carry out 
the pilot program under this section for the period of fiscal years 
2004 through 2007, $25,000,000. 

(g) DEFINITIONS.—In this section: 
(1) CONVICTION FOR A RELEVANT CRIME.—The term ‘‘convic-

tion for a relevant crime’’ means any Federal or State criminal 
conviction for—

(A) any offense described in section 1128(a) of the So-
cial Security Act (42 U.S.C. 1320a–7); and 

(B) such other types of offenses as a participating State 
may specify for purposes of conducting the pilot program in 
such State. 
(2) DISQUALIFYING INFORMATION.—The term ‘‘disqualifying 

information’’ means a conviction for a relevant crime or a find-
ing of patient or resident abuse. 

(3) FINDING OF PATIENT OR RESIDENT ABUSE.—The term 
‘‘finding of patient or resident abuse’’ means any substantiated 
finding by a State agency under section 1819(g)(1)(C) or 
1919(g)(1)(C) of the Social Security Act (42 U.S.C. 1395i–
3(g)(1)(C), 1396r(g)(1)(C)) or a Federal agency that a direct pa-
tient access employee has committed—

(A) an act of patient or resident abuse or neglect or a 
misappropriation of patient or resident property; or 

(B) such other types of acts as a participating State 
may specify for purposes of conducting the pilot program in 
such State. 
(4) DIRECT PATIENT ACCESS EMPLOYEE.—The term ‘‘direct 

patient access employee’’ means any individual (other than a 
volunteer) that has access to a patient or resident of a long-term 
care facility or provider through employment or through a con-
tract with such facility or provider, as determined by a partici-
pating State for purposes of conducting the pilot program in 
such State. 
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(5) LONG-TERM CARE FACILITY OR PROVIDER.—
(A) IN GENERAL.—The term ‘‘long-term care facility or 

provider’’ means the following facilities or providers which 
receive payment for services under title XVIII or XIX of the 
Social Security Act: 

(i) A skilled nursing facility (as defined in section 
1819(a) of the Social Security Act) (42 U.S.C. 1395i–
3(a)). 

(ii) A nursing facility (as defined in section 1919(a) 
in such Act) (42 U.S.C. 1396r(a)). 

(iii) A home health agency. 
(iv) A provider of hospice care (as defined in sec-

tion 1861(dd)(1) of such Act) (42 U.S.C. 1395x(dd)(1)). 
(v) A long-term care hospital (as described in sec-

tion 1886(d)(1)(B)(iv) of such Act) (42 U.S.C. 
1395ww(d)(1)(B)(iv)). 

(vi) A provider of personal care services. 
(vii) A residential care provider that arranges for, 

or directly provides, long-term care services. 
(viii) An intermediate care facility for the mentally 

retarded (as defined in section 1905(d) of such Act) 42 
U.S.C. 1396d(d)). 
(B) ADDITIONAL FACILITIES OR PROVIDERS.—During the 

first year in which a pilot program under this section is 
conducted in a participating State, the State may expand 
the list of facilities or providers under subparagraph (A) 
(on a phased-in basis or otherwise) to include such other fa-
cilities or providers of long-term care services under such ti-
tles as the participating State determines appropriate. 

(C) EXCEPTIONS.—Such term does not include—
(i) any facility or entity that provides, or is a pro-

vider of, services described in subparagraph (A) that 
are exclusively provided to an individual pursuant to 
a self-directed arrangement that meets such require-
ments as the participating State may establish in ac-
cordance with guidance from the Secretary; or 

(ii) any such arrangement that is obtained by a pa-
tient or resident functioning as an employer. 

(6) PARTICIPATING STATE.—The term ‘‘participating State’’ 
means a State with an agreement under subsection (c)(1). 

TITLE IV—RURAL PROVISIONS 

Subtitle A—Provisions Relating to Part A Only 

SEC. 401. EQUALIZING URBAN AND RURAL STANDARDIZED PAYMENT 
AMOUNTS UNDER THE MEDICARE INPATIENT HOSPITAL 
PROSPECTIVE PAYMENT SYSTEM. 

(a) IN GENERAL.—Section 1886(d)(3)(A)(iv) (42 U.S.C. 
1395ww(d)(3)(A)(iv)) is amended—

(1) by striking ‘‘(iv) For discharges’’ and inserting ‘‘(iv)(I) 
Subject to subclause (II), for discharges’’; and 

(2) by adding at the end the following new subclause: 
‘‘(II) For discharges occurring in a fiscal year (beginning 

with fiscal year 2004), the Secretary shall compute a standard-
ized amount for hospitals located in any area within the United 
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States and within each region equal to the standardized 
amount computed for the previous fiscal year under this sub-
paragraph for hospitals located in a large urban area (or, be-
ginning with fiscal year 2005, for all hospitals in the previous 
fiscal year) increased by the applicable percentage increase 
under subsection (b)(3)(B)(i) for the fiscal year involved.’’. 
(b) CONFORMING AMENDMENTS.—

(1) COMPUTING DRG-SPECIFIC RATES.—Section 1886(d)(3)(D) 
(42 U.S.C. 1395ww(d)(3)(D)) is amended—

(A) in the heading, by striking ‘‘IN DIFFERENT AREAS’’; 
(B) in the matter preceding clause (i), by striking ‘‘, 

each of’’; 
(C) in clause (i)—

(i) in the matter preceding subclause (I), by insert-
ing ‘‘for fiscal years before fiscal year 2004,’’ before ‘‘for 
hospitals’’; and 

(ii) in subclause (II), by striking ‘‘and’’ after the 
semicolon at the end; 
(D) in clause (ii)—

(i) in the matter preceding subclause (I), by insert-
ing ‘‘for fiscal years before fiscal year 2004,’’ before ‘‘for 
hospitals’’; and 

(ii) in subclause (II), by striking the period at the 
end and inserting ‘‘; and’’; and 
(E) by adding at the end the following new clause: 
‘‘(iii) for a fiscal year beginning after fiscal year 2003, 

for hospitals located in all areas, to the product of—
‘‘(I) the applicable standardized amount (computed 

under subparagraph (A)), reduced under subparagraph 
(B), and adjusted or reduced under subparagraph (C) 
for the fiscal year; and 

‘‘(II) the weighting factor (determined under para-
graph (4)(B)) for that diagnosis-related group.’’. 

(2) TECHNICAL CONFORMING SUNSET.—Section 1886(d)(3) 
(42 U.S.C. 1395ww(d)(3)) is amended—

(A) in the matter preceding subparagraph (A), by in-
serting ‘‘, for fiscal years before fiscal year 1997,’’ before ‘‘a 
regional adjusted DRG prospective payment rate’’; and 

(B) in subparagraph (D), in the matter preceding 
clause (i), by inserting ‘‘, for fiscal years before fiscal year 
1997,’’ before ‘‘a regional DRG prospective payment rate for 
each region,’’. 
(3) ADDITIONAL TECHNICAL AMENDMENT.—Section 

1886(d)(3)(A)(iii) (42 U.S.C. 1395ww(d)(3)(A)(iii)) is amended 
by striking ‘‘in an other urban area’’ and inserting ‘‘in an urban 
area’’. 
(c) EQUALIZING URBAN AND RURAL STANDARDIZED PAYMENT 

AMOUNTS UNDER THE MEDICARE INPATIENT HOSPITAL PROSPECTIVE 
PAYMENT SYSTEM FOR HOSPITALS IN PUERTO RICO.—

(1) IN GENERAL.—Section 1886(d)(9)(A) (42 U.S.C. 
1395ww(d)(9)(A)), as amended by section 504, is amended—

(A) in clause (i), by striking ‘‘and’’ after the comma at 
the end; and 

(B) by striking clause (ii) and inserting the following 
new clause: 
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‘‘(ii) the applicable Federal percentage (specified in sub-
paragraph (E)) of—

‘‘(I) for discharges beginning in a fiscal year beginning 
on or after October 1, 1997, and before October 1, 2003, the 
discharge-weighted average of—

‘‘(aa) the national adjusted DRG prospective pay-
ment rate (determined under paragraph (3)(D)) for hos-
pitals located in a large urban area, 

‘‘(bb) such rate for hospitals located in other urban 
areas, and 

‘‘(cc) such rate for hospitals located in a rural area, 
for such discharges, adjusted in the manner provided in 
paragraph (3)(E) for different area wage levels; and 

‘‘(II) for discharges in a fiscal year beginning on or 
after October 1, 2003, the national DRG prospective pay-
ment rate determined under paragraph (3)(D)(iii) for hos-
pitals located in any area for such discharges, adjusted in 
the manner provided in paragraph (3)(E) for different area 
wage levels. 

As used in this section, the term ‘subsection (d) Puerto Rico hospital’ 
means a hospital that is located in Puerto Rico and that would be 
a subsection (d) hospital (as defined in paragraph (1)(B)) if it were 
located in one of the 50 States.’’. 

(2) APPLICATION OF PUERTO RICO STANDARDIZED AMOUNT 
BASED ON LARGE URBAN AREAS.—Section 1886(d)(9)(C) (42 
U.S.C. 1395ww(d)(9)(C)) is amended— 

(A) in clause (i)—
(i) by striking ‘‘(i) The Secretary’’ and inserting 

‘‘(i)(I) For discharges in a fiscal year after fiscal year 
1988 and before fiscal year 2004, the Secretary’’; and

(ii) by adding at the end the following new sub-
clause: 

‘‘(II) For discharges occurring in a fiscal year (beginning 
with fiscal year 2004), the Secretary shall compute an average 
standardized amount for hospitals located in any area of Puerto 
Rico that is equal to the average standardized amount com-
puted under subclause (I) for fiscal year 2003 for hospitals in 
a large urban area (or, beginning with fiscal year 2005, for all 
hospitals in the previous fiscal year) increased by the applicable 
percentage increase under subsection (b)(3)(B) for the fiscal year 
involved.’’; 

(B) in clause (ii), by inserting ‘‘(or for fiscal year 2004 
and thereafter, the average standardized amount)’’ after 
‘‘each of the average standardized amounts’’; and 

(C) in clause (iii)(I), by striking ‘‘for hospitals located 
in an urban or rural area, respectively’’. 

(d) IMPLEMENTATION.—
(1) IN GENERAL.—The amendments made by subsections 

(a), (b), and (c)(1) of this section shall have no effect on the au-
thority of the Secretary, under subsection (b)(2) of section 402 
of Public Law 108–89, to delay implementation of the extension 
of provisions equalizing urban and rural standardized inpa-
tient hospital payments under subsection (a) of such section 
402. 
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(2) APPLICATION OF PUERTO RICO STANDARDIZED AMOUNT 
BASED ON LARGE URBAN AREAS.—The authority of the Secretary 
referred to in paragraph (1) shall apply with respect to the 
amendments made by subsection (c)(2) of this section in the 
same manner as that authority applies with respect to the ex-
tension of provisions equalizing urban and rural standardized 
inpatient hospital payments under subsection (a) of such section 
402, except that any reference in subsection (b)(2)(A) of such sec-
tion 402 is deemed to be a reference to April 1, 2004. 

SEC. 402. ENHANCED DISPROPORTIONATE SHARE HOSPITAL (DSH) 
TREATMENT FOR RURAL HOSPITALS AND URBAN HOS-
PITALS WITH FEWER THAN 100 BEDS. 

(a) DOUBLING THE CAP.—Section 1886(d)(5)(F) (42 U.S.C. 
1395ww(d)(5)(F)) is amended by adding at the end the following 
new clause: 

‘‘(xiv)(I) In the case of discharges occurring on or after April 1, 
2004, subject to subclause (II), there shall be substituted for the dis-
proportionate share adjustment percentage otherwise determined 
under clause (iv) (other than subclause (I)) or under clause (viii), 
(x), (xi), (xii), or (xiii), the disproportionate share adjustment per-
centage determined under clause (vii) (relating to large, urban hos-
pitals). 

‘‘(II) Under subclause (I), the disproportionate share adjustment 
percentage shall not exceed 12 percent for a hospital that is not clas-
sified as a rural referral center under subparagraph (C).’’. 

(b) CONFORMING AMENDMENTS.—Section 1886(d) (42 U.S.C. 
1395ww(d)) is amended—

(1) in paragraph (5)(F)—
(A) in each of subclauses (II), (III), (IV), (V), and (VI) 

of clause (iv), by inserting ‘‘subject to clause (xiv) and’’ be-
fore ‘‘for discharges occurring’’; 

(B) in clause (viii), by striking ‘‘The formula’’ and in-
serting ‘‘Subject to clause (xiv), the formula’’; and 

(C) in each of clauses (x), (xi), (xii), and (xiii), by strik-
ing ‘‘For purposes’’ and inserting ‘‘Subject to clause (xiv), 
for purposes’’; and 
(2) in paragraph (2)(C)(iv)—

(A) by striking ‘‘or’’ before ‘‘the enactment of section 
303’’; and 

(B) by inserting before the period at the end the fol-
lowing: ‘‘, or the enactment of section 402(a)(1) of the Medi-
care Prescription Drug, Improvement, and Modernization 
Act of 2003’’. 

SEC. 403. ADJUSTMENT TO THE MEDICARE INPATIENT HOSPITAL PRO-
SPECTIVE PAYMENT SYSTEM WAGE INDEX TO REVISE THE 
LABOR-RELATED SHARE OF SUCH INDEX. 

(a) ADJUSTMENT.—
(1) IN GENERAL.—Section 1886(d)(3)(E) (42 U.S.C. 

1395ww(d)(3)(E)) is amended—
(A) by striking ‘‘WAGE LEVELS.—The Secretary’’ and in-

serting ‘‘WAGE LEVELS.—
‘‘(i) IN GENERAL.—Except as provided in clause (ii), the 

Secretary’’; and 
(B) by adding at the end the following new clause: 
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‘‘(ii) ALTERNATIVE PROPORTION TO BE ADJUSTED BEGIN-
NING IN FISCAL YEAR 2005.—For discharges occurring on or 
after October 1, 2004, the Secretary shall substitute ‘62 per-
cent’ for the proportion described in the first sentence of 
clause (i), unless the application of this clause would result 
in lower payments to a hospital than would otherwise be 
made.’’. 
(2) WAIVING BUDGET NEUTRALITY.—Section 1886(d)(3)(E) 

(42 U.S.C. 1395ww(d)(3)(E)), as amended by subsection (a), is 
amended by adding at the end of clause (i) the following new 
sentence: ‘‘The Secretary shall apply the previous sentence for 
any period as if the amendments made by section 403(a)(1) of 
the Medicare Prescription Drug, Improvement, and Moderniza-
tion Act of 2003 had not been enacted.’’. 
(b) APPLICATION TO PUERTO RICO HOSPITALS.—Section 

1886(d)(9)(C)(iv) (42 U.S.C. 1395ww(d)(9)(C)(iv)) is amended—
(1) by inserting ‘‘(I)’’ after ‘‘(iv)’’; 
(2) by striking ‘‘paragraph (3)(E)’’ and inserting ‘‘paragraph 

(3)(E)(i)’’; and 
(3) by adding at the end the following new subclause: 
‘‘(II) For discharges occurring on or after October 1, 2004, 

the Secretary shall substitute ‘62 percent’ for the proportion de-
scribed in the first sentence of clause (i), unless the application 
of this subclause would result in lower payments to a hospital 
than would otherwise be made.’’. 

SEC. 404. MORE FREQUENT UPDATE IN WEIGHTS USED IN HOSPITAL 
MARKET BASKET. 

(a) MORE FREQUENT UPDATES IN WEIGHTS.—After revising the 
weights used in the hospital market basket under section 
1886(b)(3)(B)(iii) of the Social Security Act (42 U.S.C. 
1395ww(b)(3)(B)(iii)) to reflect the most current data available, the 
Secretary shall establish a frequency for revising such weights, in-
cluding the labor share, in such market basket to reflect the most 
current data available more frequently than once every 5 years. 

(b) INCORPORATION OF EXPLANATION IN RULEMAKING.—The 
Secretary shall include in the publication of the final rule for pay-
ment for inpatient hospital services under section 1886(d) of the So-
cial Security Act (42 U.S.C. 1395ww(d)) for fiscal year 2006, an ex-
planation of the reasons for, and options considered, in determining 
frequency established under subsection (a). 
SEC. 405. IMPROVEMENTS TO CRITICAL ACCESS HOSPITAL PROGRAM. 

(a) INCREASE IN PAYMENT AMOUNTS.—
(1) IN GENERAL.—Sections 1814(l), 1834(g)(1), and 

1883(a)(3) (42 U.S.C. 1395f(l), 1395m(g)(1), and 1395tt(a)(3)) 
are each amended by inserting ‘‘equal to 101 percent of ’’ before 
‘‘the reasonable costs’’. 

(2) EFFECTIVE DATE.—The amendments made by para-
graph (1) shall apply to payments for services furnished during 
cost reporting periods beginning on or after January 1, 2004. 
(b) COVERAGE OF COSTS FOR CERTAIN EMERGENCY ROOM ON-

CALL PROVIDERS.—
(1) IN GENERAL.—Section 1834(g)(5) (42 U.S.C. 

1395m(g)(5)) is amended—
(A) in the heading—
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(i) by inserting ‘‘CERTAIN’’ before ‘‘EMERGENCY’’; 
and 

(ii) by striking ‘‘PHYSICIANS’’ and inserting ‘‘PRO-
VIDERS’’; 
(B) by striking ‘‘emergency room physicians who are 

on-call (as defined by the Secretary)’’ and inserting ‘‘physi-
cians, physician assistants, nurse practitioners, and clin-
ical nurse specialists who are on-call (as defined by the 
Secretary) to provide emergency services’’; and 

(C) by striking ‘‘physicians’ services’’ and inserting 
‘‘services covered under this title’’. 
(2) EFFECTIVE DATE.—The amendments made by para-

graph (1) shall apply with respect to costs incurred for services 
furnished on or after January 1, 2005. 
(c) AUTHORIZATION OF PERIODIC INTERIM PAYMENT (PIP).—

(1) IN GENERAL.—Section 1815(e)(2) (42 U.S.C. 1395g(e)(2)) 
is amended—

(A) in the matter before subparagraph (A), by inserting 
‘‘, in the cases described in subparagraphs (A) through (D)’’ 
after ‘‘1986’’; 

(B) by striking ‘‘and’’ at the end of subparagraph (C); 
(C) by adding ‘‘and’’ at the end of subparagraph (D); 

and 
(D) by inserting after subparagraph (D) the following 

new subparagraph: 
‘‘(E) inpatient critical access hospital services;’’. 
(2) DEVELOPMENT OF ALTERNATIVE TIMING METHODS OF 

PERIODIC INTERIM PAYMENTS.—With respect to periodic interim 
payments to critical access hospitals for inpatient critical access 
hospital services under section 1815(e)(2)(E) of the Social Secu-
rity Act, as added by paragraph (1), the Secretary shall develop 
alternative methods for the timing of such payments. 

(3) AUTHORIZATION OF PIP.—The amendments made by 
paragraph (1) shall apply to payments made on or after July 
1, 2004.
(d) CONDITION FOR APPLICATION OF SPECIAL PROFESSIONAL 

SERVICE PAYMENT ADJUSTMENT.—
(1) IN GENERAL.—Section 1834(g)(2) (42 U.S.C. 

1395m(g)(2)) is amended by adding after and below subpara-
graph (B) the following: 
‘‘The Secretary may not require, as a condition for applying 
subparagraph (B) with respect to a critical access hospital, that 
each physician or other practitioner providing professional serv-
ices in the hospital must assign billing rights with respect to 
such services, except that such subparagraph shall not apply to 
those physicians and practitioners who have not assigned such 
billing rights.’’. 

(2) EFFECTIVE DATE.—
(A) IN GENERAL.—Except as provided in subparagraph 

(B), the amendment made by paragraph (1) shall apply to 
cost reporting periods beginning on or after July 1, 2004. 

(B) RULE OF APPLICATION.—In the case of a critical ac-
cess hospital that made an election under section 1834(g)(2) 
of the Social Security Act (42 U.S.C. 1395m(g)(2)) before 
November 1, 2003, the amendment made by paragraph (1) 
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shall apply to cost reporting periods beginning on or after 
July 1, 2001. 

(e) REVISION OF BED LIMITATION FOR HOSPITALS.—
(1) IN GENERAL.—Section 1820(c)(2)(B)(iii) (42 U.S.C. 

1395i–4(c)(2)(B)(iii)) is amended by striking ‘‘15 (or, in the case 
of a facility under an agreement described in subsection (f), 25)’’ 
and inserting ‘‘25’’. 

(2) CONFORMING AMENDMENT.—Section 1820(f) (42 U.S.C. 
1395i–4(f)) is amended by striking ‘‘and the number of beds 
used at any time for acute care inpatient services does not ex-
ceed 15 beds’’. 

(3) EFFECTIVE DATE.—The amendments made by this sub-
section shall apply to designations made before, on, or after 
January 1, 2004, but any election made pursuant to regulations 
promulgated to carry out such amendments shall only apply 
prospectively. 
(f) PROVISIONS RELATING TO FLEX GRANTS.—

(1) ADDITIONAL 4-YEAR PERIOD OF FUNDING.—Section 
1820(j) (42 U.S.C. 1395i–4(j)) is amended by inserting before 
the period at the end the following: ‘‘, and for making grants 
to all States under paragraphs (1) and (2) of subsection (g), 
$35,000,000 in each of fiscal years 2005 through 2008’’. 

(2) ADDITIONAL REQUIREMENTS AND ADMINISTRATION.—Sec-
tion 1820(g) (42 U.S.C. 1395i–4(g)) is amended by adding at the 
end the following new paragraphs: 

‘‘(4) ADDITIONAL REQUIREMENTS WITH RESPECT TO FLEX 
GRANTS.—With respect to grants awarded under paragraph (1) 
or (2) from funds appropriated for fiscal year 2005 and subse-
quent fiscal years—

‘‘(A) CONSULTATION WITH THE STATE HOSPITAL ASSO-
CIATION AND RURAL HOSPITALS ON THE MOST APPROPRIATE 
WAYS TO USE GRANTS.—A State shall consult with the hos-
pital association of such State and rural hospitals located 
in such State on the most appropriate ways to use the 
funds under such grant. 

‘‘(B) LIMITATION ON USE OF GRANT FUNDS FOR ADMINIS-
TRATIVE EXPENSES.—A State may not expend more than the 
lesser of—

‘‘(i) 15 percent of the amount of the grant for ad-
ministrative expenses; or 

‘‘(ii) the State’s federally negotiated indirect rate 
for administering the grant. 

‘‘(5) USE OF FUNDS FOR FEDERAL ADMINISTRATIVE EX-
PENSES.—Of the total amount appropriated for grants under 
paragraphs (1) and (2) for a fiscal year (beginning with fiscal 
year 2005), up to 5 percent of such amount shall be available 
to the Health Resources and Services Administration for pur-
poses of administering such grants.’’. 
(g) AUTHORITY TO ESTABLISH PSYCHIATRIC AND REHABILITA-

TION DISTINCT PART UNITS.—
(1) IN GENERAL.—Section 1820(c)(2) (42 U.S.C. 1395i–

4(c)(2)) is amended by adding at the end the following: 
‘‘(E) AUTHORITY TO ESTABLISH PSYCHIATRIC AND REHA-

BILITATION DISTINCT PART UNITS.—
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‘‘(i) IN GENERAL.—Subject to the succeeding provi-
sions of this subparagraph, a critical access hospital 
may establish—

‘‘(I) a psychiatric unit of the hospital that is a 
distinct part of the hospital; and 

‘‘(II) a rehabilitation unit of the hospital that 
is a distinct part of the hospital, 

if the distinct part meets the requirements (including 
conditions of participation) that would otherwise apply 
to the distinct part if the distinct part were established 
by a subsection (d) hospital in accordance with the 
matter following clause (v) of section 1886(d)(1)(B), in-
cluding any regulations adopted by the Secretary 
under such section. 

‘‘(ii) LIMITATION ON NUMBER OF BEDS.—The total 
number of beds that may be established under clause 
(i) for a distinct part unit may not exceed 10. 

‘‘(iii) EXCLUSION OF BEDS FROM BED COUNT.—In 
determining the number of beds of a critical access hos-
pital for purposes of applying the bed limitations re-
ferred to in subparagraph (B)(iii) and subsection (f), 
the Secretary shall not take into account any bed estab-
lished under clause (i). 

‘‘(iv) EFFECT OF FAILURE TO MEET REQUIRE-
MENTS.—If a psychiatric or rehabilitation unit estab-
lished under clause (i) does not meet the requirements 
described in such clause with respect to a cost report-
ing period, no payment may be made under this title 
to the hospital for services furnished in such unit dur-
ing such period. Payment to the hospital for services 
furnished in the unit may resume only after the hos-
pital has demonstrated to the Secretary that the unit 
meets such requirements.’’. 

(2) PAYMENT ON A PROSPECTIVE PAYMENT BASIS.—Section 
1814(l) (42 U.S.C. 1395f(l)) is amended—

(A) by striking ‘‘(l) The amount’’ and inserting ‘‘(l)(1) 
Except as provided in paragraph (2), the amount’’; and 

(B) by adding at the end the following new paragraph: 
‘‘(2) In the case of a distinct part psychiatric or rehabilitation 

unit of a critical access hospital described in section 1820(c)(2)(E), 
the amount of payment for inpatient critical access hospital services 
of such unit shall be equal to the amount of the payment that would 
otherwise be made if such services were inpatient hospital services 
of a distinct part psychiatric or rehabilitation unit, respectively, de-
scribed in the matter following clause (v) of section 1886(d)(1)(B).’’. 

(3) EFFECTIVE DATE.—The amendments made by this sub-
section shall apply to cost reporting periods beginning on or 
after October 1, 2004. 
(h) WAIVER AUTHORITY.—

(1) IN GENERAL.—Section 1820(c)(2)(B)(i)(II) (42 U.S.C. 
1395i–4(c)(2)(B)(i)(II)) is amended by inserting ‘‘before January 
1, 2006,’’ after ‘‘is certified’’. 

(2) GRANDFATHERING WAIVER AUTHORITY FOR CERTAIN FA-
CILITIES.—Section 1820(h) (42 U.S.C. 1395i–4(h)) is amended—
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(A) in the heading preceding paragraph (1), by striking 
‘‘OF CERTAIN FACILITIES’’ and inserting ‘‘PROVISIONS’’; and 

(B) by adding at the end the following new paragraph: 
‘‘(3) STATE AUTHORITY TO WAIVE 35-MILE RULE.—In the case 

of a facility that was designated as a critical access hospital be-
fore January 1, 2006, and was certified by the State as being 
a necessary provider of health care services to residents in the 
area under subsection (c)(2)(B)(i)(II), as in effect before such 
date, the authority under such subsection with respect to any re-
designation of such facility shall continue to apply notwith-
standing the amendment made by section 405(h)(1) of the Medi-
care Prescription Drug, Improvement, and Modernization Act of 
2003.’’. 

SEC. 406. MEDICARE INPATIENT HOSPITAL PAYMENT ADJUSTMENT 
FOR LOW-VOLUME HOSPITALS. 

(a) IN GENERAL.—Section 1886(d) (42 U.S.C. 1395ww(d)) is 
amended by adding at the end the following new paragraph: 

‘‘(12) PAYMENT ADJUSTMENT FOR LOW-VOLUME HOS-
PITALS.—

‘‘(A) IN GENERAL.—In addition to any payments cal-
culated under this section for a subsection (d) hospital, for 
discharges occurring during a fiscal year (beginning with 
fiscal year 2005), the Secretary shall provide for an addi-
tional payment amount to each low-volume hospital (as de-
fined in subparagraph (C)(i)) for discharges occurring dur-
ing that fiscal year that is equal to the applicable percent-
age increase (determined under subparagraph (B) for the 
hospital involved) in the amount paid to such hospital 
under this section for such discharges (determined without 
regard to this paragraph). 

‘‘(B) APPLICABLE PERCENTAGE INCREASE.—The Sec-
retary shall determine an applicable percentage increase for 
purposes of subparagraph (A) as follows: 

‘‘(i) The Secretary shall determine the empirical re-
lationship for subsection (d) hospitals between the 
standardized cost-per-case for such hospitals and the 
total number of discharges of such hospitals and the 
amount of the additional incremental costs (if any) 
that are associated with such number of discharges.

‘‘(ii) The applicable percentage increase shall be 
determined based upon such relationship in a manner 
that reflects, based upon the number of such discharges 
for a subsection (d) hospital, such additional incre-
mental costs. 

‘‘(iii) In no case shall the applicable percentage in-
crease exceed 25 percent. 
‘‘(C) DEFINITIONS.—

‘‘(i) LOW-VOLUME HOSPITAL.—For purposes of this 
paragraph, the term ‘low-volume hospital’ means, for a 
fiscal year, a subsection (d) hospital (as defined in 
paragraph (1)(B)) that the Secretary determines is lo-
cated more than 25 road miles from another subsection 
(d) hospital and has less than 800 discharges during 
the fiscal year. 
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‘‘(ii) DISCHARGE.—For purposes of subparagraph 
(B) and clause (i), the term ‘discharge’ means an inpa-
tient acute care discharge of an individual regardless 
of whether the individual is entitled to benefits under 
part A.’’. 

(b) JUDICIAL REVIEW.—Section 1886(d)(7)(A) (42 U.S.C. 
1395ww(d)(7)(A)) is amended by inserting after ‘‘to subsection (e)(1)’’ 
the following: ‘‘or the determination of the applicable percentage in-
crease under paragraph (12)(A)(ii)’’. 
SEC. 407. TREATMENT OF MISSING COST REPORTING PERIODS FOR 

SOLE COMMUNITY HOSPITALS. 
(a) IN GENERAL.—Section 1886(b)(3)(I) (42 U.S.C. 

1395ww(b)(3)(I)) is amended by adding at the end the following new 
clause: 

‘‘(iii) In no case shall a hospital be denied treatment as a sole 
community hospital or payment (on the basis of a target rate as 
such as a hospital) because data are unavailable for any cost report-
ing period due to changes in ownership, changes in fiscal inter-
mediaries, or other extraordinary circumstances, so long as data for 
at least one applicable base cost reporting period is available.’’. 

(b) EFFECTIVE DATE.—The amendment made by subsection (a) 
shall apply to cost reporting periods beginning on or after January 
1, 2004. 
SEC. 408. RECOGNITION OF ATTENDING NURSE PRACTITIONERS AS 

ATTENDING PHYSICIANS TO SERVE HOSPICE PATIENTS. 
(a) IN GENERAL.—Section 1861(dd)(3)(B) (42 U.S.C. 

1395x(dd)(3)(B)) is amended by inserting ‘‘or nurse practitioner (as 
defined in subsection (aa)(5))’’ after ‘‘the physician (as defined in 
subsection (r)(1))’’. 

(b) CLARIFICATION OF HOSPICE ROLE OF NURSE PRACTI-
TIONERS.—Section 1814(a)(7)(A)(i)(I) (42 U.S.C. 1395f(a)(7)(A)(i)(I)) 
is amended by inserting ‘‘(which for purposes of this subparagraph 
does not include a nurse practitioner)’’ after ‘‘attending physician 
(as defined in section 1861(dd)(3)(B))’’. 
SEC. 409. RURAL HOSPICE DEMONSTRATION PROJECT. 

(a) IN GENERAL.—The Secretary shall conduct a demonstration 
project for the delivery of hospice care to medicare beneficiaries in 
rural areas. Under the project medicare beneficiaries who are un-
able to receive hospice care in the facility for lack of an appropriate 
caregiver are provided such care in a facility of 20 or fewer beds 
which offers, within its walls, the full range of services provided by 
hospice programs under section 1861(dd) of the Social Security Act 
(42 U.S.C. 1395x(dd)). 

(b) SCOPE OF PROJECT.—The Secretary shall conduct the project 
under this section with respect to no more than 3 hospice programs 
over a period of not longer than 5 years each. 

(c) COMPLIANCE WITH CONDITIONS.—Under the demonstration 
project—

(1) the hospice program shall comply with otherwise appli-
cable requirements, except that it shall not be required to offer 
services outside of the home or to meet the requirements of sec-
tion 1861(dd)(2)(A)(iii) of the Social Security Act; and 

(2) payments for hospice care shall be made at the rates 
otherwise applicable to such care under title XVIII of such Act. 
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The Secretary may require the program to comply with such addi-
tional quality assurance standards for its provision of services in its 
facility as the Secretary deems appropriate. 

(d) REPORT.—Upon completion of the project, the Secretary 
shall submit a report to Congress on the project and shall include 
in the report recommendations regarding extension of such project 
to hospice programs serving rural areas. 
SEC. 410. EXCLUSION OF CERTAIN RURAL HEALTH CLINIC AND FEDER-

ALLY QUALIFIED HEALTH CENTER SERVICES FROM THE 
PROSPECTIVE PAYMENT SYSTEM FOR SKILLED NURSING 
FACILITIES. 

(a) IN GENERAL.—Section 1888(e)(2)(A) (42 U.S.C. 
1395yy(e)(2)(A)) is amended—

(1) in clause (i)(II), by striking ‘‘clauses (ii) and (iii)’’ and 
inserting ‘‘clauses (ii), (iii), and (iv)’’; and 

(2) by adding at the end the following new clause: 
‘‘(iv) EXCLUSION OF CERTAIN RURAL HEALTH CLINIC 

AND FEDERALLY QUALIFIED HEALTH CENTER SERV-
ICES.—Services described in this clause are—

‘‘(I) rural health clinic services (as defined in 
paragraph (1) of section 1861(aa)); and 

‘‘(II) Federally qualified health center services 
(as defined in paragraph (3) of such section); 

that would be described in clause (ii) if such services 
were furnished by an individual not affiliated with a 
rural health clinic or a Federally qualified health cen-
ter.’’. 

(b) EFFECTIVE DATE.—The amendments made by subsection (a) 
shall apply to services furnished on or after January 1, 2005. 
SEC. 410A. RURAL COMMUNITY HOSPITAL DEMONSTRATION PRO-

GRAM. 
(a) ESTABLISHMENT OF RURAL COMMUNITY HOSPITAL (RCH) 

DEMONSTRATION PROGRAM.—
(1) IN GENERAL.—The Secretary shall establish a dem-

onstration program to test the feasibility and advisability of the 
establishment of rural community hospitals (as defined in sub-
section (f)(1)) to furnish covered inpatient hospital services (as 
defined in subsection (f)(2)) to medicare beneficiaries. 

(2) DEMONSTRATION AREAS.—The program shall be con-
ducted in rural areas selected by the Secretary in States with 
low population densities, as determined by the Secretary. 

(3) APPLICATION.—Each rural community hospital that is 
located in a demonstration area selected under paragraph (2) 
that desires to participate in the demonstration program under 
this section shall submit an application to the Secretary at such 
time, in such manner, and containing such information as the 
Secretary may require. 

(4) SELECTION OF HOSPITALS.—The Secretary shall select 
from among rural community hospitals submitting applications 
under paragraph (3) not more than 15 of such hospitals to par-
ticipate in the demonstration program under this section. 

(5) DURATION.—The Secretary shall conduct the demonstra-
tion program under this section for a 5-year period. 
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(6) IMPLEMENTATION.—The Secretary shall implement the 
demonstration program not later than January 1, 2005, but 
may not implement the program before October 1, 2004. 
(b) PAYMENT.—

(1) IN GENERAL.—The amount of payment under the dem-
onstration program for covered inpatient hospital services fur-
nished in a rural community hospital, other than such services 
furnished in a psychiatric or rehabilitation unit of the hospital 
which is a distinct part, is—

(A) for discharges occurring in the first cost reporting 
period beginning on or after the implementation of the 
demonstration program, the reasonable costs of providing 
such services; and 

(B) for discharges occurring in a subsequent cost re-
porting period under the demonstration program, the lesser 
of—

(i) the reasonable costs of providing such services 
in the cost reporting period involved; or 

(ii) the target amount (as defined in paragraph (2), 
applicable to the cost reporting period involved. 

(2) TARGET AMOUNT.—For purposes of paragraph (1)(B)(ii), 
the term ‘‘target amount’’ means, with respect to a rural com-
munity hospital for a particular 12-month cost reporting pe-
riod—

(A) in the case of the second such reporting period for 
which this subsection is in effect, the reasonable costs of 
providing such covered inpatient hospital services as deter-
mined under paragraph (1)(A), and 

(B) in the case of a later reporting period, the target 
amount for the preceding 12-month cost reporting period, 

increased by the applicable percentage increase (under clause (i) 
of section 1886(b)(3)(B) of the Social Security Act (42 U.S.C. 
1395ww(b)(3)(B))) in the market basket percentage increase (as 
defined in clause (iii) of such section) for that particular cost re-
porting period. 
(c) FUNDING.—

(1) IN GENERAL.—The Secretary shall provide for the trans-
fer from the Federal Hospital Insurance Trust Fund under sec-
tion 1817 of the Social Security Act (42 U.S.C. 1395i) of such 
funds as are necessary for the costs of carrying out the dem-
onstration program under this section. 

(2) BUDGET NEUTRALITY.—In conducting the demonstration 
program under this section, the Secretary shall ensure that the 
aggregate payments made by the Secretary do not exceed the 
amount which the Secretary would have paid if the demonstra-
tion program under this section was not implemented. 
(d) WAIVER AUTHORITY.—The Secretary may waive such re-

quirements of title XVIII of the Social Security Act (42 U.S.C. 1395 
et seq.) as may be necessary for the purpose of carrying out the dem-
onstration program under this section. 

(e) REPORT.—Not later than 6 months after the completion of 
the demonstration program under this section, the Secretary shall 
submit to Congress a report on such program, together with rec-
ommendations for such legislation and administrative action as the 
Secretary determines to be appropriate. 
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(f) DEFINITIONS.—In this section: 
(1) RURAL COMMUNITY HOSPITAL DEFINED.—

(A) IN GENERAL.—The term ‘‘rural community hospital’’ 
means a hospital (as defined in section 1861(e) of the Social 
Security Act (42 U.S.C. 1395x(e))) that—

(i) is located in a rural area (as defined in section 
1886(d)(2)(D) of such Act (42 U.S.C. 1395ww(d)(2)(D))) 
or treated as being so located pursuant to section 
1886(d)(8)(E) of such Act (42 U.S.C. 1395ww(d)(8)(E)); 

(ii) subject to paragraph (2), has fewer than 51 
acute care inpatient beds, as reported in its most recent 
cost report; 

(iii) makes available 24-hour emergency care serv-
ices; and 

(iv) is not eligible for designation, or has not been 
designated, as a critical access hospital under section 
1820. 
(B) TREATMENT OF PSYCHIATRIC AND REHABILITATION 

UNITS.—For purposes of paragraph (1)(B), beds in a psy-
chiatric or rehabilitation unit of the hospital which is a 
distinct part of the hospital shall not be counted.
(2) COVERED INPATIENT HOSPITAL SERVICES.—The term 

‘‘covered inpatient hospital services’’ means inpatient hospital 
services, and includes extended care services furnished under 
an agreement under section 1883 of the Social Security Act (42 
U.S.C. 1395tt). 

Subtitle B—Provisions Relating to Part B Only 

SEC. 411. 2-YEAR EXTENSION OF HOLD HARMLESS PROVISIONS FOR 
SMALL RURAL HOSPITALS AND SOLE COMMUNITY HOS-
PITALS UNDER THE PROSPECTIVE PAYMENT SYSTEM FOR 
HOSPITAL OUTPATIENT DEPARTMENT SERVICES. 

(a) HOLD HARMLESS PROVISIONS.—
(1) IN GENERAL.—Section 1833(t)(7)(D)(i) (42 U.S.C. 

1395l(t)(7)(D)(i)) is amended—
(A) in the heading, by striking ‘‘SMALL’’ and inserting 

‘‘CERTAIN’’; 
(B) by inserting ‘‘or a sole community hospital (as de-

fined in section 1886(d)(5)(D)(iii)) located in a rural area’’ 
after ‘‘100 beds’’; and 

(C) by striking ‘‘2004’’ and inserting ‘‘2006’’. 
(2) EFFECTIVE DATE.—The amendment made by paragraph 

(1)(B) shall apply with respect to cost reporting periods begin-
ning on and after January 1, 2004. 
(b) STUDY; AUTHORIZATION OF ADJUSTMENT.—Section 1833(t) 

(42 U.S.C. 1395l(t)) is amended—
(1) by redesignating paragraph (13) as paragraph (16); and 
(2) by inserting after paragraph (12) the following new 

paragraph: 
‘‘(13) AUTHORIZATION OF ADJUSTMENT FOR RURAL HOS-

PITALS.—
‘‘(A) STUDY.—The Secretary shall conduct a study to 

determine if, under the system under this subsection, costs 
incurred by hospitals located in rural areas by ambulatory 
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payment classification groups (APCs) exceed those costs in-
curred by hospitals located in urban areas. 

‘‘(B) AUTHORIZATION OF ADJUSTMENT.—Insofar as the 
Secretary determines under subparagraph (A) that costs in-
curred by hospitals located in rural areas exceed those costs 
incurred by hospitals located in urban areas, the Secretary 
shall provide for an appropriate adjustment under para-
graph (2)(E) to reflect those higher costs by January 1, 
2006.’’. 

SEC. 412. ESTABLISHMENT OF FLOOR ON WORK GEOGRAPHIC ADJUST-
MENT. 

Section 1848(e)(1) (42 U.S.C. 1395w–4(e)(1)) is amended—
(1) in subparagraph (A), by striking ‘‘subparagraphs (B) 

and (C)’’ and inserting ‘‘subparagraphs (B), (C), and (E)’’; and 
(2) by adding at the end the following new subparagraph: 

‘‘(E) FLOOR AT 1.0 ON WORK GEOGRAPHIC INDEX.—After 
calculating the work geographic index in subparagraph 
(A)(iii), for purposes of payment for services furnished on or 
after January 1, 2004, and before January 1, 2007, the Sec-
retary shall increase the work geographic index to 1.00 for 
any locality for which such work geographic index is less 
than 1.00.’’. 

SEC. 413. MEDICARE INCENTIVE PAYMENT PROGRAM IMPROVEMENTS 
FOR PHYSICIAN SCARCITY. 

(a) ADDITIONAL INCENTIVE PAYMENT FOR CERTAIN PHYSICIAN 
SCARCITY AREAS.—Section 1833 (42 U.S.C. 1395l) is amended by 
adding at the end the following new subsection: 

‘‘(u) INCENTIVE PAYMENTS FOR PHYSICIAN SCARCITY AREAS.—
‘‘(1) IN GENERAL.—In the case of physicians’ services fur-

nished on or after January 1, 2005, and before January 1, 
2008—

‘‘(A) by a primary care physician in a primary care 
scarcity county (identified under paragraph (4)); or 

‘‘(B) by a physician who is not a primary care physi-
cian in a specialist care scarcity county (as so identified), 

in addition to the amount of payment that would otherwise be 
made for such services under this part, there also shall be paid 
an amount equal to 5 percent of the payment amount for the 
service under this part. 

‘‘(2) DETERMINATION OF RATIOS OF PHYSICIANS TO MEDI-
CARE BENEFICIARIES IN AREA.—Based upon available data, the 
Secretary shall establish for each county or equivalent area in 
the United States, the following: 

‘‘(A) NUMBER OF PHYSICIANS PRACTICING IN THE 
AREA.—The number of physicians who furnish physicians’ 
services in the active practice of medicine or osteopathy in 
that county or area, other than physicians whose practice 
is exclusively for the Federal Government, physicians who 
are retired, or physicians who only provide administrative 
services. Of such number, the number of such physicians 
who are—

‘‘(i) primary care physicians; or 
‘‘(ii) physicians who are not primary care physi-

cians. 
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‘‘(B) NUMBER OF MEDICARE BENEFICIARIES RESIDING IN 
THE AREA.—The number of individuals who are residing in 
the county and are entitled to benefits under part A or en-
rolled under this part, or both (in this subsection referred 
to as ‘individuals’). 

‘‘(C) DETERMINATION OF RATIOS.—
‘‘(i) PRIMARY CARE RATIO.—The ratio (in this para-

graph referred to as the ‘primary care ratio’) of the 
number of primary care physicians (determined under 
subparagraph (A)(i)), to the number of individuals de-
termined under subparagraph (B). 

‘‘(ii) SPECIALIST CARE RATIO.—The ratio (in this 
paragraph referred to as the ‘specialist care ratio’) of 
the number of other physicians (determined under sub-
paragraph (A)(ii)), to the number of individuals deter-
mined under subparagraph (B). 

‘‘(3) RANKING OF COUNTIES.—The Secretary shall rank each 
such county or area based separately on its primary care ratio 
and its specialist care ratio. 

‘‘(4) IDENTIFICATION OF COUNTIES.—
‘‘(A) IN GENERAL.—The Secretary shall identify—

‘‘(i) those counties and areas (in this paragraph re-
ferred to as ‘primary care scarcity counties’) with the 
lowest primary care ratios that represent, if each such 
county or area were weighted by the number of individ-
uals determined under paragraph (2)(B), an aggregate 
total of 20 percent of the total of the individuals deter-
mined under such paragraph; and 

‘‘(ii) those counties and areas (in this subsection re-
ferred to as ‘specialist care scarcity counties’) with the 
lowest specialist care ratios that represent, if each such 
county or area were weighted by the number of individ-
uals determined under paragraph (2)(B), an aggregate 
total of 20 percent of the total of the individuals deter-
mined under such paragraph. 
‘‘(B) PERIODIC REVISIONS.—The Secretary shall periodi-

cally revise the counties or areas identified in subpara-
graph (A) (but not less often than once every three years) 
unless the Secretary determines that there is no new data 
available on the number of physicians practicing in the 
county or area or the number of individuals residing in the 
county or area, as identified in paragraph (2). 

‘‘(C) IDENTIFICATION OF COUNTIES WHERE SERVICE IS 
FURNISHED.—For purposes of paying the additional amount 
specified in paragraph (1), if the Secretary uses the 5-digit 
postal ZIP Code where the service is furnished, the domi-
nant county of the postal ZIP Code (as determined by the 
United States Postal Service, or otherwise) shall be used to 
determine whether the postal ZIP Code is in a scarcity 
county identified in subparagraph (A) or revised in sub-
paragraph (B). 

‘‘(D) JUDICIAL REVIEW.—There shall be no administra-
tive or judicial review under section 1869, 1878, or other-
wise, respecting—

‘‘(i) the identification of a county or area; 
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‘‘(ii) the assignment of a specialty of any physician 
under this paragraph; 

‘‘(iii) the assignment of a physician to a county 
under paragraph (2); or 

‘‘(iv) the assignment of a postal ZIP Code to a 
county or other area under this subsection. 

‘‘(5) RURAL CENSUS TRACTS.—To the extent feasible, the 
Secretary shall treat a rural census tract of a metropolitan sta-
tistical area (as determined under the most recent modification 
of the Goldsmith Modification, originally published in the Fed-
eral Register on February 27, 1992 (57 Fed. Reg. 6725)), as an 
equivalent area for purposes of qualifying as a primary care 
scarcity county or specialist care scarcity county under this sub-
section. 

‘‘(6) PHYSICIAN DEFINED.—For purposes of this paragraph, 
the term ‘physician’ means a physician described in section 
1861(r)(1) and the term ‘primary care physician’ means a physi-
cian who is identified in the available data as a general practi-
tioner, family practice practitioner, general internist, or obste-
trician or gynecologist. 

‘‘(7) PUBLICATION OF LIST OF COUNTIES; POSTING ON 
WEBSITE.—With respect to a year for which a county or area is 
identified or revised under paragraph (4), the Secretary shall 
identify such counties or areas as part of the proposed and final 
rule to implement the physician fee schedule under section 1848 
for the applicable year. The Secretary shall post the list of coun-
ties identified or revised under paragraph (4) on the Internet 
website of the Centers for Medicare & Medicaid Services.’’. 
(b) IMPROVEMENT TO MEDICARE INCENTIVE PAYMENT PRO-

GRAM.—
(1) IN GENERAL.—Section 1833(m) (42 U.S.C. 1395l(m)) is 

amended—
(A) by inserting ‘‘(1)’’ after ‘‘(m)’’; 
(B) in paragraph (1), as designated by subparagraph 

(A)—
(i) by inserting ‘‘in a year’’ after ‘‘In the case of 

physicians’ services furnished’’; and 
(ii) by inserting ‘‘as identified by the Secretary 

prior to the beginning of such year’’ after ‘‘as a health 
professional shortage area’’; and 
(C) by adding at the end the following new para-

graphs: 
‘‘(2) For each health professional shortage area identified in 

paragraph (1) that consists of an entire county, the Secretary shall 
provide for the additional payment under paragraph (1) without 
any requirement on the physician to identify the health professional 
shortage area involved. The Secretary may implement the previous 
sentence using the method specified in subsection (u)(4)(C). 

‘‘(3) The Secretary shall post on the Internet website of the Cen-
ters for Medicare & Medicaid Services a list of the health profes-
sional shortage areas identified in paragraph (1) that consist of a 
partial county to facilitate the additional payment under paragraph 
(1) in such areas. 

‘‘(4) There shall be no administrative or judicial review under 
section 1869, section 1878, or otherwise, respecting—
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‘‘(A) the identification of a county or area; 
‘‘(B) the assignment of a specialty of any physician under 

this paragraph; 
‘‘(C) the assignment of a physician to a county under this 

subsection; or 
‘‘(D) the assignment of a postal ZIP code to a county or 

other area under this subsection.’’.
(2) EFFECTIVE DATE.—The amendments made by para-

graph (1) shall apply to physicians’ services furnished on or 
after January 1, 2005. 
(c) GAO STUDY OF GEOGRAPHIC DIFFERENCES IN PAYMENTS 

FOR PHYSICIANS’ SERVICES.—
(1) STUDY.—The Comptroller General of the United States 

shall conduct a study of differences in payment amounts under 
the physician fee schedule under section 1848 of the Social Se-
curity Act (42 U.S.C. 1395w–4) for physicians’ services in dif-
ferent geographic areas. Such study shall include—

(A) an assessment of the validity of the geographic ad-
justment factors used for each component of the fee sched-
ule; 

(B) an evaluation of the measures used for such adjust-
ment, including the frequency of revisions; 

(C) an evaluation of the methods used to determine 
professional liability insurance costs used in computing the 
malpractice component, including a review of increases in 
professional liability insurance premiums and variation in 
such increases by State and physician specialty and meth-
ods used to update the geographic cost of practice index 
and relative weights for the malpractice component; and 

(D) an evaluation of the effect of the adjustment to the 
physician work geographic index under section 
1848(e)(1)(E) of the Social Security Act, as added by section 
412, on physician location and retention in areas affected 
by such adjustment, taking into account—

(i) differences in recruitment costs and retention 
rates for physicians, including specialists, between 
large urban areas and other areas; and 

(ii) the mobility of physicians, including special-
ists, over the last decade. 

(2) REPORT.—Not later than 1 year after the date of the en-
actment of this Act, the Comptroller General shall submit to 
Congress a report on the study conducted under paragraph (1). 
The report shall include recommendations regarding the use of 
more current data in computing geographic cost of practice in-
dices as well as the use of data directly representative of physi-
cians’ costs (rather than proxy measures of such costs). 

SEC. 414. PAYMENT FOR RURAL AND URBAN AMBULANCE SERVICES. 
(a) PHASE-IN PROVIDING FLOOR USING BLEND OF FEE SCHED-

ULE AND REGIONAL FEE SCHEDULES.—Section 1834(l) (42 U.S.C. 
1395m(l)) is amended—

(1) in paragraph (2)(E), by inserting ‘‘consistent with para-
graph (11)’’ after ‘‘in an efficient and fair manner’’; and 

(2) by redesignating paragraph (8), as added by section 
221(a) of BIPA (114 Stat. 2763A–486), as paragraph (9); and 

(3) by adding at the end the following new paragraph: 
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‘‘(10) PHASE-IN PROVIDING FLOOR USING BLEND OF FEE 
SCHEDULE AND REGIONAL FEE SCHEDULES.—In carrying out the 
phase-in under paragraph (2)(E) for each level of ground service 
furnished in a year, the portion of the payment amount that is 
based on the fee schedule shall be the greater of the amount de-
termined under such fee schedule (without regard to this para-
graph) or the following blended rate of the fee schedule under 
paragraph (1) and of a regional fee schedule for the region in-
volved: 

‘‘(A) For 2004 (for services furnished on or after July 
1, 2004), the blended rate shall be based 20 percent on the 
fee schedule under paragraph (1) and 80 percent on the re-
gional fee schedule. 

‘‘(B) For 2005, the blended rate shall be based 40 per-
cent on the fee schedule under paragraph (1) and 60 per-
cent on the regional fee schedule. 

‘‘(C) For 2006, the blended rate shall be based 60 per-
cent on the fee schedule under paragraph (1) and 40 per-
cent on the regional fee schedule. 

‘‘(D) For 2007, 2008, and 2009, the blended rate shall 
be based 80 percent on the fee schedule under paragraph 
(1) and 20 percent on the regional fee schedule. 

‘‘(E) For 2010 and each succeeding year, the blended 
rate shall be based 100 percent on the fee schedule under 
paragraph (1). 

For purposes of this paragraph, the Secretary shall establish a 
regional fee schedule for each of the nine census divisions (re-
ferred to in section 1886(d)(2)) using the methodology (used in 
establishing the fee schedule under paragraph (1)) to calculate 
a regional conversion factor and a regional mileage payment 
rate and using the same payment adjustments and the same 
relative value units as used in the fee schedule under such 
paragraph.’’. 
(b) ADJUSTMENT IN PAYMENT FOR CERTAIN LONG TRIPS.—Sec-

tion 1834(l), as amended by subsection (a), is amended by adding 
at the end the following new paragraph: 

‘‘(11) ADJUSTMENT IN PAYMENT FOR CERTAIN LONG TRIPS.—
In the case of ground ambulance services furnished on or after 
July 1, 2004, and before January 1, 2009, regardless of where 
the transportation originates, the fee schedule established under 
this subsection shall provide that, with respect to the payment 
rate for mileage for a trip above 50 miles the per-mile rate oth-
erwise established shall be increased by 1⁄4 of the payment per 
mile otherwise applicable to miles in excess of 50 miles in such 
trip.’’. 
(c) IMPROVEMENT IN PAYMENTS TO RETAIN EMERGENCY CAPAC-

ITY FOR AMBULANCE SERVICES IN RURAL AREAS.—
(1) IN GENERAL.—Section 1834(l) (42 U.S.C. 1395m(l)), as 

amended by subsections (a) and (b), is amended by adding at 
the end the following new paragraph: 

‘‘(12) ASSISTANCE FOR RURAL PROVIDERS FURNISHING SERV-
ICES IN LOW POPULATION DENSITY AREAS.—

‘‘(A) IN GENERAL.—In the case of ground ambulance 
services furnished on or after July 1, 2004, and before Jan-
uary 1, 2010, for which the transportation originates in a 
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qualified rural area (identified under subparagraph 
(B)(iii)), the Secretary shall provide for a percent increase 
in the base rate of the fee schedule for a trip established 
under this subsection. In establishing such percent in-
crease, the Secretary shall estimate the average cost per trip 
for such services (not taking into account mileage) in the 
lowest quartile as compared to the average cost per trip for 
such services (not taking into account mileage) in the high-
est quartile of all rural county populations. 

‘‘(B) IDENTIFICATION OF QUALIFIED RURAL AREAS.—
‘‘(i) DETERMINATION OF POPULATION DENSITY IN 

AREA.—Based upon data from the United States decen-
nial census for the year 2000, the Secretary shall deter-
mine, for each rural area, the population density for 
that area. 

‘‘(ii) RANKING OF AREAS.—The Secretary shall rank 
each such area based on such population density. 

‘‘(iii) IDENTIFICATION OF QUALIFIED RURAL 
AREAS.—The Secretary shall identify those areas (in 
subparagraph (A) referred to as ‘qualified rural areas’) 
with the lowest population densities that represent, if 
each such area were weighted by the population of such 
area (as used in computing such population densities), 
an aggregate total of 25 percent of the total of the popu-
lation of all such areas. 

‘‘(iv) RURAL AREA.—For purposes of this para-
graph, the term ‘rural area’ has the meaning given 
such term in section 1886(d)(2)(D). If feasible, the Sec-
retary shall treat a rural census tract of a metropolitan 
statistical area (as determined under the most recent 
modification of the Goldsmith Modification, originally 
published in the Federal Register on February 27, 1992 
(57 Fed. Reg. 6725) as a rural area for purposes of this 
paragraph. 

‘‘(v) JUDICIAL REVIEW.—There shall be no adminis-
trative or judicial review under section 1869, 1878, or 
otherwise, respecting the identification of an area 
under this subparagraph.’’. 

(2) USE OF DATA.—In order to promptly implement section 
1834(l)(12) of the Social Security Act, as added by paragraph 
(1), the Secretary may use data furnished by the Comptroller 
General of the United States. 
(d) TEMPORARY INCREASE FOR GROUND AMBULANCE SERV-

ICES.—Section 1834(l) (42 U.S.C. 1395m(l)), as amended by sub-
sections (a), (b), and (c), is amended by adding at the end the fol-
lowing new paragraph: 

‘‘(13) TEMPORARY INCREASE FOR GROUND AMBULANCE SERV-
ICES.—

‘‘(A) IN GENERAL.—After computing the rates with re-
spect to ground ambulance services under the other appli-
cable provisions of this subsection, in the case of such serv-
ices furnished on or after July 1, 2004, and before January 
1, 2007, for which the transportation originates in—

‘‘(i) a rural area described in paragraph (9) or in 
a rural census tract described in such paragraph, the 
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fee schedule established under this section shall pro-
vide that the rate for the service otherwise established, 
after the application of any increase under paragraphs 
(11) and (12), shall be increased by 2 percent; and 

‘‘(ii) an area not described in clause (i), the fee 
schedule established under this subsection shall pro-
vide that the rate for the service otherwise established, 
after the application of any increase under paragraph 
(11), shall be increased by 1 percent. 
‘‘(B) APPLICATION OF INCREASED PAYMENTS AFTER 

2006.—The increased payments under subparagraph (A) 
shall not be taken into account in calculating payments for 
services furnished after the period specified in such sub-
paragraph.’’. 

(e) IMPLEMENTATION.—The Secretary may implement the 
amendments made by this section, and revise the conversion factor 
applicable under section 1834(l) of the Social Security Act (42 
U.S.C. 1395m(l)) for purposes of implementing such amendments, 
on an interim final basis, or by program instruction. 

(f) GAO REPORT ON COSTS AND ACCESS.—Not later than De-
cember 31, 2005, the Comptroller General of the United States shall 
submit to Congress an initial report on how costs differ among the 
types of ambulance providers and on access, supply, and quality of 
ambulance services in those regions and States that have a reduc-
tion in payment under the medicare ambulance fee schedule (under 
section 1834(l) of the Social Security Act, as amended by this Act). 
Not later than December 31, 2007, the Comptroller General shall 
submit to Congress a final report on such access and supply. 

(g) TECHNICAL AMENDMENTS.—(1) Section 221(c) of BIPA (114 
Stat. 2763A–487) is amended by striking ‘‘subsection (b)(2)’’ and in-
serting ‘‘subsection (b)(3)’’. 

(2) Section 1861(v)(1) (42 U.S.C. 1395x(v)(1)) is amended by 
moving subparagraph (U) 4 ems to the left. 
SEC. 415. PROVIDING APPROPRIATE COVERAGE OF RURAL AIR AMBU-

LANCE SERVICES. 
(a) COVERAGE.—Section 1834(l) (42 U.S.C. 1395m(l)), as 

amended by subsections (a), (b), (c), and (d) of section 414, is 
amended by adding at the end the following new paragraph: 

‘‘(14) PROVIDING APPROPRIATE COVERAGE OF RURAL AIR AM-
BULANCE SERVICES.—

‘‘(A) IN GENERAL.—The regulations described in section 
1861(s)(7) shall provide, to the extent that any ambulance 
services (whether ground or air) may be covered under such 
section, that a rural air ambulance service (as defined in 
subparagraph (C)) is reimbursed under this subsection at 
the air ambulance rate if the air ambulance service— 

‘‘(i) is reasonable and necessary based on the 
health condition of the individual being transported at 
or immediately prior to the time of the transport; and 

‘‘(ii) complies with equipment and crew require-
ments established by the Secretary. 
‘‘(B) SATISFACTION OF REQUIREMENT OF MEDICALLY 

NECESSARY.—The requirement of subparagraph (A)(i) is 
deemed to be met for a rural air ambulance service if—
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‘‘(i) subject to subparagraph (D), such service is re-
quested by a physician or other qualified medical per-
sonnel (as specified by the Secretary) who reasonably 
determines or certifies that the individual’s condition is 
such that the time needed to transport the individual 
by land or the instability of transportation by land 
poses a threat to the individual’s survival or seriously 
endangers the individual’s health; or 

‘‘(ii) such service is furnished pursuant to a pro-
tocol that is established by a State or regional emer-
gency medical service (EMS) agency and recognized or 
approved by the Secretary under which the use of an 
air ambulance is recommended, if such agency does not 
have an ownership interest in the entity furnishing 
such service. 
‘‘(C) RURAL AIR AMBULANCE SERVICE DEFINED.—For 

purposes of this paragraph, the term ‘rural air ambulance 
service’ means fixed wing and rotary wing air ambulance 
service in which the point of pick up of the individual oc-
curs in a rural area (as defined in section 1886(d)(2)(D)) or 
in a rural census tract of a metropolitan statistical area (as 
determined under the most recent modification of the Gold-
smith Modification, originally published in the Federal 
Register on February 27, 1992 (57 Fed. Reg. 6725)). 

‘‘(D) LIMITATION.—
‘‘(i) IN GENERAL.—Subparagraph (B)(i) shall not 

apply if there is a financial or employment relationship 
between the person requesting the rural air ambulance 
service and the entity furnishing the ambulance serv-
ice, or an entity under common ownership with the en-
tity furnishing the air ambulance service, or a finan-
cial relationship between an immediate family member 
of such requester and such an entity. 

‘‘(ii) EXCEPTION.—Where a hospital and the entity 
furnishing rural air ambulance services are under 
common ownership, clause (i) shall not apply to remu-
neration (through employment or other relationship) by 
the hospital of the requester or immediate family mem-
ber if the remuneration is for provider-based physician 
services furnished in a hospital (as described in section 
1887) which are reimbursed under part A and the 
amount of the remuneration is unrelated directly or in-
directly to the provision of rural air ambulance serv-
ices.’’. 

(b) CONFORMING AMENDMENT.—Section 1861(s)(7) (42 U.S.C. 
1395x(s)(7)) is amended by inserting ‘‘, subject to section 
1834(l)(14),’’ after ‘‘but’’. 

(c) EFFECTIVE DATE.—The amendments made by this subsection 
shall apply to services furnished on or after January 1, 2005. 
SEC. 416. TREATMENT OF CERTAIN CLINICAL DIAGNOSTIC LABORA-

TORY TESTS FURNISHED TO HOSPITAL OUTPATIENTS IN 
CERTAIN RURAL AREAS. 

(a) IN GENERAL.—Notwithstanding subsections (a), (b), and (h) 
of section 1833 of the Social Security Act (42 U.S.C. 1395l) and sec-
tion 1834(d)(1) of such Act (42 U.S.C. 1395m(d)(1)), in the case of 
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a clinical diagnostic laboratory test covered under part B of title 
XVIII of such Act that is furnished during a cost reporting period 
described in subsection (b) by a hospital with fewer than 50 beds 
that is located in a qualified rural area (identified under paragraph 
(12)(B)(iii) of section 1834(l) of the Social Security Act (42 U.S.C. 
1395m(l)), as added by section 414(c)) as part of outpatient services 
of the hospital, the amount of payment for such test shall be 100 
percent of the reasonable costs of the hospital in furnishing such 
test. 

(b) APPLICATION.—A cost reporting period described in this sub-
section is a cost reporting period beginning during the 2-year period 
beginning on July 1, 2004. 

(c) PROVISION AS PART OF OUTPATIENT HOSPITAL SERVICES.—
For purposes of subsection (a), in determining whether clinical diag-
nostic laboratory services are furnished as part of outpatient serv-
ices of a hospital, the Secretary shall apply the same rules that are 
used to determine whether clinical diagnostic laboratory services are 
furnished as an outpatient critical access hospital service under sec-
tion 1834(g)(4) of the Social Security Act (42 U.S.C. 1395m(g)(4)). 
SEC. 417. EXTENSION OF TELEMEDICINE DEMONSTRATION PROJECT. 

Section 4207 of the Balanced Budget Act of 1997 (Public Law 
105–33) is amended—

(1) in subsection (a)(4), by striking ‘‘4-year’’ and inserting 
‘‘8-year’’; and 

(2) in subsection (d)(3), by striking ‘‘$30,000,000’’ and in-
serting ‘‘$60,000,000’’. 

SEC. 418. REPORT ON DEMONSTRATION PROJECT PERMITTING 
SKILLED NURSING FACILITIES TO BE ORIGINATING TELE-
HEALTH SITES; AUTHORITY TO IMPLEMENT. 

(a) EVALUATION.—The Secretary, acting through the Adminis-
trator of the Health Resources and Services Administration in con-
sultation with the Administrator of the Centers for Medicare & 
Medicaid Services, shall evaluate demonstration projects conducted 
by the Secretary under which skilled nursing facilities (as defined 
in section 1819(a) of the Social Security Act (42 U.S.C. 1395i–3(a)) 
are treated as originating sites for telehealth services. 

(b) REPORT.—Not later than January 1, 2005, the Secretary 
shall submit to Congress a report on the evaluation conducted 
under subsection (a). Such report shall include recommendations on 
mechanisms to ensure that permitting a skilled nursing facility to 
serve as an originating site for the use of telehealth services or any 
other service delivered via a telecommunications system does not 
serve as a substitute for in-person visits furnished by a physician, 
or for in-person visits furnished by a physician assistant, nurse 
practitioner or clinical nurse specialist, as is otherwise required by 
the Secretary. 

(c) AUTHORITY TO EXPAND ORIGINATING TELEHEALTH SITES TO 
INCLUDE SKILLED NURSING FACILITIES.—Insofar as the Secretary 
concludes in the report required under subsection (b) that it is ad-
visable to permit a skilled nursing facility to be an originating site 
for telehealth services under section 1834(m) of the Social Security 
Act (42 U.S.C. 1395m(m)), and that the Secretary can establish the 
mechanisms to ensure such permission does not serve as a sub-
stitute for in-person visits furnished by a physician, or for in-person 
visits furnished by a physician assistant, nurse practitioner or clin-
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ical nurse specialist, the Secretary may deem a skilled nursing facil-
ity to be an originating site under paragraph (4)(C)(ii) of such sec-
tion beginning on January 1, 2006. 

Subtitle C—Provisions Relating to Parts A and B 

SEC. 421. 1-YEAR INCREASE FOR HOME HEALTH SERVICES FURNISHED 
IN A RURAL AREA. 

(a) IN GENERAL.—With respect to episodes and visits ending on 
or after April 1, 2004, and before April 1, 2005, in the case of home 
health services furnished in a rural area (as defined in section 
1886(d)(2)(D) of the Social Security Act (42 U.S.C. 
1395ww(d)(2)(D))), the Secretary shall increase the payment amount 
otherwise made under section 1895 of such Act (42 U.S.C. 1395fff ) 
for such services by 5 percent. 

(b) WAIVING BUDGET NEUTRALITY.—The Secretary shall not re-
duce the standard prospective payment amount (or amounts) under 
section 1895 of the Social Security Act (42 U.S.C. 1395fff ) applica-
ble to home health services furnished during a period to offset the 
increase in payments resulting from the application of subsection 
(a). 

(c) NO EFFECT ON SUBSEQUENT PERIODS.—The payment in-
crease provided under subsection (a) for a period under such sub-
section—

(1) shall not apply to episodes and visits ending after such 
period; and 

(2) shall not be taken into account in calculating the pay-
ment amounts applicable for episodes and visits occurring after 
such period. 

SEC. 422. REDISTRIBUTION OF UNUSED RESIDENT POSITIONS. 
(a) IN GENERAL.—Section 1886(h) (42 U.S.C. 1395ww(h)(4)) is 

amended—
(1) in paragraph (4)(F)(i), by inserting ‘‘subject to para-

graph (7),’’ after ‘‘October 1, 1997,’’; 
(2) in paragraph (4)(H)(i), by inserting ‘‘and subject to 

paragraph (7)’’ after ‘‘subparagraphs (F) and (G)’’; and 
(3) by adding at the end the following new paragraph: 
‘‘(7) REDISTRIBUTION OF UNUSED RESIDENT POSITIONS.—

‘‘(A) REDUCTION IN LIMIT BASED ON UNUSED POSI-
TIONS.—

‘‘(i) PROGRAMS SUBJECT TO REDUCTION.—
‘‘(I) IN GENERAL.—Except as provided in sub-

clause (II), if a hospital’s reference resident level 
(specified in clause (ii)) is less than the otherwise 
applicable resident limit (as defined in subpara-
graph (C)(ii)), effective for portions of cost report-
ing periods occurring on or after July 1, 2005, the 
otherwise applicable resident limit shall be re-
duced by 75 percent of the difference between such 
otherwise applicable resident limit and such ref-
erence resident level. 

‘‘(II) EXCEPTION FOR SMALL RURAL HOS-
PITALS.—This subparagraph shall not apply to a 
hospital located in a rural area (as defined in sub-
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section (d)(2)(D)(ii)) with fewer than 250 acute care 
inpatient beds. 
‘‘(ii) REFERENCE RESIDENT LEVEL.—

‘‘(I) IN GENERAL.—Except as otherwise pro-
vided in subclauses (II) and (III), the reference 
resident level specified in this clause for a hospital 
is the resident level for the most recent cost report-
ing period of the hospital ending on or before Sep-
tember 30, 2002, for which a cost report has been 
settled (or, if not, submitted (subject to audit)), as 
determined by the Secretary. 

‘‘(II) USE OF MOST RECENT ACCOUNTING PE-
RIOD TO RECOGNIZE EXPANSION OF EXISTING PRO-
GRAMS.—If a hospital submits a timely request to 
increase its resident level due to an expansion of 
an existing residency training program that is not 
reflected on the most recent settled cost report, 
after audit and subject to the discretion of the Sec-
retary, the reference resident level for such hospital 
is the resident level for the cost reporting period 
that includes July 1, 2003, as determined by the 
Secretary. 

‘‘(III) EXPANSIONS UNDER NEWLY APPROVED 
PROGRAMS.—Upon the timely request of a hospital, 
the Secretary shall adjust the reference resident 
level specified under subclause (I) or (II) to include 
the number of medical residents that were ap-
proved in an application for a medical residency 
training program that was approved by an appro-
priate accrediting organization (as determined by 
the Secretary) before January 1, 2002, but which 
was not in operation during the cost reporting pe-
riod used under subclause (I) or (II), as the case 
may be, as determined by the Secretary. 
‘‘(iii) AFFILIATION.—The provisions of clause (i) 

shall be applied to hospitals which are members of the 
same affiliated group (as defined by the Secretary 
under paragraph (4)(H)(ii)) as of July 1, 2003. 
‘‘(B) REDISTRIBUTION.—

‘‘(i) IN GENERAL.—The Secretary is authorized to 
increase the otherwise applicable resident limit for 
each qualifying hospital that submits a timely applica-
tion under this subparagraph by such number as the 
Secretary may approve for portions of cost reporting pe-
riods occurring on or after July 1, 2005. The aggregate 
number of increases in the otherwise applicable resi-
dent limits under this subparagraph may not exceed 
the Secretary’s estimate of the aggregate reduction in 
such limits attributable to subparagraph (A). 

‘‘(ii) CONSIDERATIONS IN REDISTRIBUTION.—In de-
termining for which hospitals the increase in the other-
wise applicable resident limit is provided under clause 
(i), the Secretary shall take into account the dem-
onstrated likelihood of the hospital filling the positions 
within the first 3 cost reporting periods beginning on 
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or after July 1, 2005, made available under this sub-
paragraph, as determined by the Secretary. 

‘‘(iii) PRIORITY FOR RURAL AND SMALL URBAN 
AREAS.—In determining for which hospitals and resi-
dency training programs an increase in the otherwise 
applicable resident limit is provided under clause (i), 
the Secretary shall distribute the increase to programs 
of hospitals located in the following priority order:

‘‘(I) First, to hospitals located in rural areas 
(as defined in subsection (d)(2)(D)(ii)). 

‘‘(II) Second, to hospitals located in urban 
areas that are not large urban areas (as defined 
for purposes of subsection (d)). 

‘‘(III) Third, to other hospitals in a State if the 
residency training program involved is in a spe-
cialty for which there are not other residency train-
ing programs in the State. 

Increases of residency limits within the same priority 
category under this clause shall be determined by the 
Secretary. 

‘‘(iv) LIMITATION.—In no case shall more than 25 
full-time equivalent additional residency positions be 
made available under this subparagraph with respect 
to any hospital. 

‘‘(v) APPLICATION OF LOCALITY ADJUSTED NATIONAL 
AVERAGE PER RESIDENT AMOUNT.—With respect to ad-
ditional residency positions in a hospital attributable 
to the increase provided under this subparagraph, not-
withstanding any other provision of this subsection, the 
approved FTE resident amount is deemed to be equal 
to the locality adjusted national average per resident 
amount computed under paragraph (4)(E) for that hos-
pital. 

‘‘(vi) CONSTRUCTION.—Nothing in this subpara-
graph shall be construed as permitting the redistribu-
tion of reductions in residency positions attributable to 
voluntary reduction programs under paragraph (6), 
under a demonstration project approved as of October 
31, 2003, under the authority of section 402 of Public 
Law 90–248, or as affecting the ability of a hospital to 
establish new medical residency training programs 
under paragraph (4)(H). 
‘‘(C) RESIDENT LEVEL AND LIMIT DEFINED.—In this 

paragraph: 
‘‘(i) RESIDENT LEVEL.—The term ‘resident level’ 

means, with respect to a hospital, the total number of 
full-time equivalent residents, before the application of 
weighting factors (as determined under paragraph (4)), 
in the fields of allopathic and osteopathic medicine for 
the hospital. 

‘‘(ii) OTHERWISE APPLICABLE RESIDENT LIMIT.—The 
term ‘otherwise applicable resident limit’ means, with 
respect to a hospital, the limit otherwise applicable 
under subparagraphs (F)(i) and (H) of paragraph (4) 
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on the resident level for the hospital determined with-
out regard to this paragraph. 
‘‘(D) JUDICIAL REVIEW.—There shall be no administra-

tive or judicial review under section 1869, 1878, or other-
wise, with respect to determinations made under this para-
graph.’’. 

(b) CONFORMING PROVISIONS.—(1) Section 1886(d)(5)(B) (42 
U.S.C. 1395ww(d)(5)(B)) is amended—

(A) in the second sentence of clause (ii), by striking ‘‘For 
discharges’’ and inserting ‘‘Subject to clause (ix), for dis-
charges’’; 

(B) in clause (v), by adding at the end the following: ‘‘The 
provisions of subsection (h)(7) shall apply with respect to the 
first sentence of this clause in the same manner as it applies 
with respect to subsection (h)(4)(F)(i).’’; and 

(C) by adding at the end the following new clause: 
‘‘(ix) For discharges occurring on or after July 1, 2005, in-

sofar as an additional payment amount under this subpara-
graph is attributable to resident positions redistributed to a 
hospital under subsection (h)(7)(B), in computing the indirect 
teaching adjustment factor under clause (ii) the adjustment 
shall be computed in a manner as if ‘c’ were equal to 0.66 with 
respect to such resident positions.’’. 
(2) Chapter 35 of title 44, United States Code, shall not apply 

with respect to applications under section 1886(h)(7) of the Social 
Security Act, as added by subsection (a)(3). 

(c) REPORT ON EXTENSION OF APPLICATIONS UNDER REDIS-
TRIBUTION PROGRAM.—Not later than July 1, 2005, the Secretary 
shall submit to Congress a report containing recommendations re-
garding whether to extend the deadline for applications for an in-
crease in resident limits under section 1886(h)(4)(I)(ii)(II) of the So-
cial Security Act (as added by subsection (a)). 

Subtitle D—Other Provisions 

SEC. 431. PROVIDING SAFE HARBOR FOR CERTAIN COLLABORATIVE 
EFFORTS THAT BENEFIT MEDICALLY UNDERSERVED POP-
ULATIONS. 

(a) IN GENERAL.—Section 1128B(b)(3) (42 U.S.C. 1320a–
7(b)(3)), as amended by section 101(e)(2), is amended—

(1) in subparagraph (F), by striking ‘‘and’’ after the semi-
colon at the end; 

(2) in subparagraph (G), by striking the period at the end 
and inserting ‘‘; and’’; and 

(3) by adding at the end the following new subparagraph: 
‘‘(H) any remuneration between a health center entity 

described under clause (i) or (ii) of section 1905(l)(2)(B) and 
any individual or entity providing goods, items, services, 
donations, loans, or a combination thereof, to such health 
center entity pursuant to a contract, lease, grant, loan, or 
other agreement, if such agreement contributes to the abil-
ity of the health center entity to maintain or increase the 
availability, or enhance the quality, of services provided to 
a medically underserved population served by the health 
center entity.’’. 
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(b) RULEMAKING FOR EXCEPTION FOR HEALTH CENTER ENTITY 
ARRANGEMENTS.—

(1) ESTABLISHMENT.—
(A) IN GENERAL.—The Secretary shall establish, on an 

expedited basis, standards relating to the exception de-
scribed in section 1128B(b)(3)(H) of the Social Security Act, 
as added by subsection (a), for health center entity arrange-
ments to the antikickback penalties. 

(B) FACTORS TO CONSIDER.—The Secretary shall con-
sider the following factors, among others, in establishing 
standards relating to the exception for health center entity 
arrangements under subparagraph (A): 

(i) Whether the arrangement between the health 
center entity and the other party results in savings of 
Federal grant funds or increased revenues to the health 
center entity. 

(ii) Whether the arrangement between the health 
center entity and the other party restricts or limits an 
individual’s freedom of choice. 

(iii) Whether the arrangement between the health 
center entity and the other party protects a health care 
professional’s independent medical judgment regarding 
medically appropriate treatment. 

The Secretary may also include other standards and cri-
teria that are consistent with the intent of Congress in en-
acting the exception established under this section. 
(2) DEADLINE.—Not later than 1 year after the date of the 

enactment of this Act the Secretary shall publish final regula-
tions establishing the standards described in paragraph (1). 

SEC. 432. OFFICE OF RURAL HEALTH POLICY IMPROVEMENTS. 
Section 711(b) (42 U.S.C. 912(b)) is amended—

(1) in paragraph (3), by striking ‘‘and’’ after the comma at 
the end; 

(2) in paragraph (4), by striking the period at the end and 
inserting ‘‘, and’’; and 

(3) by inserting after paragraph (4) the following new para-
graph: 

‘‘(5) administer grants, cooperative agreements, and con-
tracts to provide technical assistance and other activities as nec-
essary to support activities related to improving health care in 
rural areas.’’. 

SEC. 433. MEDPAC STUDY ON RURAL HOSPITAL PAYMENT ADJUST-
MENTS. 

(a) IN GENERAL.—The Medicare Payment Advisory Commission 
shall conduct a study of the impact of sections 401 through 406, 
411, 416, and 505. The Commission shall analyze the effect on total 
payments, growth in costs, capital spending, and such other pay-
ment effects under those sections. 

(b) REPORTS.—
(1) INTERIM REPORT.—Not later than 18 months after the 

date of the enactment of this Act, the Commission shall submit 
to Congress an interim report on the matters studied under sub-
section (a) with respect only to changes to the critical access 
hospital provisions under section 405. 
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(2) FINAL REPORT.—Not later than 3 years after the date of 
the enactment of this Act, the Commission shall submit to Con-
gress a final report on all matters studied under subsection (a). 

SEC. 434. FRONTIER EXTENDED STAY CLINIC DEMONSTRATION 
PROJECT. 

(a) AUTHORITY TO CONDUCT DEMONSTRATION PROJECT.—The 
Secretary shall waive such provisions of the medicare program es-
tablished under title XVIII of the Social Security Act (42 U.S.C. 
1395 et seq.) as are necessary to conduct a demonstration project 
under which frontier extended stay clinics described in subsection 
(b) in isolated rural areas are treated as providers of items and 
services under the medicare program. 

(b) CLINICS DESCRIBED.—A frontier extended stay clinic is de-
scribed in this subsection if the clinic—

(1) is located in a community where the closest short-term 
acute care hospital or critical access hospital is at least 75 miles 
away from the community or is inaccessible by public road; and 

(2) is designed to address the needs of—
(A) seriously or critically ill or injured patients who, 

due to adverse weather conditions or other reasons, cannot 
be transferred quickly to acute care referral centers; or 

(B) patients who need monitoring and observation for 
a limited period of time. 

(c) SPECIFICATION OF CODES.—The Secretary shall determine 
the appropriate life-safety codes for such clinics that treat patients 
for needs referred to in subsection (b)(2). 

(d) FUNDING.—
(1) IN GENERAL.—Subject to paragraph (2), there are au-

thorized to be appropriated, in appropriate part from the Fed-
eral Hospital Insurance Trust Fund and the Federal Supple-
mentary Medical Insurance Trust Fund, such sums as are nec-
essary to conduct the demonstration project under this section. 

(2) BUDGET NEUTRAL IMPLEMENTATION.—In conducting the 
demonstration project under this section, the Secretary shall en-
sure that the aggregate payments made by the Secretary under 
the medicare program do not exceed the amount which the Sec-
retary would have paid under the medicare program if the dem-
onstration project under this section was not implemented. 
(e) 3-YEAR PERIOD.—The Secretary shall conduct the dem-

onstration under this section for a 3-year period. 
(f) REPORT.—Not later than the date that is 1 year after the 

date on which the demonstration project concludes, the Secretary 
shall submit to Congress a report on the demonstration project, to-
gether with such recommendations for legislation or administrative 
action as the Secretary determines appropriate. 

(g) DEFINITIONS.—In this section, the terms ‘‘hospital’’ and ‘‘crit-
ical access hospital’’ have the meanings given such terms in sub-
sections (e) and (mm), respectively, of section 1861 of the Social Se-
curity Act (42 U.S.C. 1395x). 
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TITLE V—PROVISIONS RELATING TO PART A 

Subtitle A—Inpatient Hospital Services 

SEC. 501. REVISION OF ACUTE CARE HOSPITAL PAYMENT UPDATES. 
(a) IN GENERAL.—Section 1886(b)(3)(B)(i) (42 U.S.C. 

1395ww(b)(3)(B)(i)) is amended—
(1) by striking ‘‘and’’ at the end of subclause (XVIII); 
(2) by striking subclause (XIX); and 
(3) by inserting after subclause (XVIII) the following new 

subclauses: 
‘‘(XIX) for each of fiscal years 2004 through 2007, subject 

to clause (vii), the market basket percentage increase for hos-
pitals in all areas; and 

‘‘(XX) for fiscal year 2008 and each subsequent fiscal year, 
the market basket percentage increase for hospitals in all 
areas.’’. 
(b) SUBMISSION OF HOSPITAL QUALITY DATA.—Section 

1886(b)(3)(B) (42 U.S.C. 1395ww(b)(3)(B)) is amended by adding at 
the end the following new clause: 

‘‘(vii)(I) For purposes of clause (i)(XIX) for each of fiscal years 
2005 through 2007, in a case of a subsection (d) hospital that does 
not submit data to the Secretary in accordance with subclause (II) 
with respect to such a fiscal year, the applicable percentage increase 
under such clause for such fiscal year shall be reduced by 0.4 per-
centage points. Such reduction shall apply only with respect to the 
fiscal year involved, and the Secretary shall not take into account 
such reduction in computing the applicable percentage increase 
under clause (i)(XIX) for a subsequent fiscal year. 

‘‘(II) Each subsection (d) hospital shall submit to the Secretary 
quality data (for a set of 10 indicators established by the Secretary 
as of November 1, 2003) that relate to the quality of care furnished 
by the hospital in inpatient settings in a form and manner, and at 
a time, specified by the Secretary for purposes of this clause, but 
with respect to fiscal year 2005, the Secretary shall provide for a 30-
day grace period for the submission of data by a hospital.’’. 

(c) GAO STUDY AND REPORT ON APPROPRIATENESS OF PAY-
MENTS UNDER THE PROSPECTIVE PAYMENT SYSTEM FOR INPATIENT 
HOSPITAL SERVICES.—

(1) STUDY.—The Comptroller General of the United States, 
using the most current data available, shall conduct a study to 
determine—

(A) the appropriate level and distribution of payments 
in relation to costs under the prospective payment system 
under section 1886 of the Social Security Act (42 U.S.C. 
1395ww) for inpatient hospital services furnished by sub-
section (d) hospitals (as defined in subsection (d)(1)(B) of 
such section); and 

(B) whether there is a need to adjust such payments 
under such system to reflect legitimate differences in costs 
across different geographic areas, kinds of hospitals, and 
types of cases. 
(2) REPORT.—Not later than 24 months after the date of the 

enactment of this Act, the Comptroller General of the United 
States shall submit to Congress a report on the study conducted 
under paragraph (1) together with such recommendations for 
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legislative and administrative action as the Comptroller Gen-
eral determines appropriate. 

SEC. 502. REVISION OF THE INDIRECT MEDICAL EDUCATION (IME) AD-
JUSTMENT PERCENTAGE. 

(a) IN GENERAL.—Section 1886(d)(5)(B)(ii) (42 U.S.C. 
1395ww(d)(5)(B)(ii)) is amended—

(1) in subclause (VI), by striking ‘‘and’’ after the semicolon 
at the end; 

(2) in subclause (VII)—
(A) by inserting ‘‘and before April 1, 2004,’’ after ‘‘on or 

after October 1, 2002,’’; and 
(B) by striking the period at the end and inserting a 

semicolon; and 
(3) by adding at the end the following new subclauses: 

‘‘(VIII) on or after April 1, 2004, and before October 1, 
2004, ‘c’ is equal to 1.47; 

‘‘(IX) during fiscal year 2005, ‘c’ is equal to 1.42; 
‘‘(X) during fiscal year 2006, ‘c’ is equal to 1.37; 
‘‘(XI) during fiscal year 2007, ‘c’ is equal to 1.32; and 
‘‘(XII) on or after October 1, 2007, ‘c’ is equal to 1.35.’’. 

(b) CONFORMING AMENDMENT RELATING TO DETERMINATION OF 
STANDARDIZED AMOUNT.—Section 1886(d)(2)(C)(i) (42 U.S.C. 
1395ww(d)(2)(C)(i)) is amended—

(1) by striking ‘‘1999 or’’ and inserting ‘‘1999,’’; and 
(2) by inserting ‘‘, or the Medicare Prescription Drug, Im-

provement, and Modernization Act of 2003’’ after ‘‘2000’’. 
(c) EFFECTIVE DATE.—The amendments made by this section 

shall apply to discharges occurring on or after April 1, 2004. 
SEC. 503. RECOGNITION OF NEW MEDICAL TECHNOLOGIES UNDER IN-

PATIENT HOSPITAL PROSPECTIVE PAYMENT SYSTEM. 
(a) IMPROVING TIMELINESS OF DATA COLLECTION.—Section 

1886(d)(5)(K) (42 U.S.C. 1395ww(d)(5)(K)) is amended by adding at 
the end the following new clause: 

‘‘(vii) Under the mechanism under this subparagraph, the Sec-
retary shall provide for the addition of new diagnosis and procedure 
codes in April 1 of each year, but the addition of such codes shall 
not require the Secretary to adjust the payment (or diagnosis-related 
group classification) under this subsection until the fiscal year that 
begins after such date.’’. 

(b) ELIGIBILITY STANDARD FOR TECHNOLOGY OUTLIERS.—
(1) ADJUSTMENT OF THRESHOLD.—Section 

1886(d)(5)(K)(ii)(I) (42 U.S.C. 1395ww(d)(5)(K)(ii)(I)) is amend-
ed by inserting ‘‘(applying a threshold specified by the Secretary 
that is the lesser of 75 percent of the standardized amount (in-
creased to reflect the difference between cost and charges) or 75 
percent of one standard deviation for the diagnosis-related 
group involved)’’ after ‘‘is inadequate’’. 

(2) PROCESS FOR PUBLIC INPUT.—Section 1886(d)(5)(K) (42 
U.S.C. 1395ww(d)(5)(K)), as amended by subsection (a), is 
amended—

(A) in clause (i), by adding at the end the following: 
‘‘Such mechanism shall be modified to meet the require-
ments of clause (viii).’’; and 

(B) by adding at the end the following new clause: 
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‘‘(viii) The mechanism established pursuant to clause (i) shall 
be adjusted to provide, before publication of a proposed rule, for 
public input regarding whether a new service or technology rep-
resents an advance in medical technology that substantially im-
proves the diagnosis or treatment of individuals entitled to benefits 
under part A as follows: 

‘‘(I) The Secretary shall make public and periodically up-
date a list of all the services and technologies for which an ap-
plication for additional payment under this subparagraph is 
pending. 

‘‘(II) The Secretary shall accept comments, recommenda-
tions, and data from the public regarding whether the service 
or technology represents a substantial improvement. 

‘‘(III) The Secretary shall provide for a meeting at which 
organizations representing hospitals, physicians, such individ-
uals, manufacturers, and any other interested party may 
present comments, recommendations, and data to the clinical 
staff of the Centers for Medicare & Medicaid Services before 
publication of a notice of proposed rulemaking regarding 
whether service or technology represents a substantial improve-
ment.’’. 
(c) PREFERENCE FOR USE OF DRG ADJUSTMENT.—Section 

1886(d)(5)(K) (42 U.S.C. 1395ww(d)(5)(K)), as amended by sub-
sections (a) and (b), is amended by adding at the end the following 
new clause: 

‘‘(ix) Before establishing any add-on payment under this sub-
paragraph with respect to a new technology, the Secretary shall seek 
to identify one or more diagnosis-related groups associated with 
such technology, based on similar clinical or anatomical character-
istics and the cost of the technology. Within such groups the Sec-
retary shall assign an eligible new technology into a diagnosis-re-
lated group where the average costs of care most closely approxi-
mate the costs of care of using the new technology. No add-on pay-
ment under this subparagraph shall be made with respect to such 
new technology and this clause shall not affect the application of 
paragraph (4)(C)(iii).’’. 

(d) ESTABLISHMENT OF NEW FUNDING FOR HOSPITAL INPATIENT 
TECHNOLOGY.—

(1) IN GENERAL.—Section 1886(d)(5)(K)(ii)(III) (42 U.S.C. 
1395ww(d)(5)(K)(ii)(III)) is amended by striking ‘‘subject to 
paragraph (4)(C)(iii),’’. 

(2) NOT BUDGET NEUTRAL.—There shall be no reduction or 
other adjustment in payments under section 1886 of the Social 
Security Act because an additional payment is provided under 
subsection (d)(5)(K)(ii)(III) of such section. 
(e) EFFECTIVE DATE.—

(1) IN GENERAL.—The Secretary shall implement the 
amendments made by this section so that they apply to classi-
fication for fiscal years beginning with fiscal year 2005. 

(2) RECONSIDERATIONS OF APPLICATIONS FOR FISCAL YEAR 
2004 THAT ARE DENIED.—In the case of an application for a clas-
sification of a medical service or technology as a new medical 
service or technology under section 1886(d)(5)(K) of the Social 
Security Act (42 U.S.C. 1395ww(d)(5)(K)) that was filed for fis-
cal year 2004 and that is denied—
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(A) the Secretary shall automatically reconsider the ap-
plication as an application for fiscal year 2005 under the 
amendments made by this section; and 

(B) the maximum time period otherwise permitted for 
such classification of the service or technology shall be ex-
tended by 12 months. 

SEC. 504. INCREASE IN FEDERAL RATE FOR HOSPITALS IN PUERTO 
RICO. 

Section 1886(d)(9) (42 U.S.C. 1395ww(d)(9)) is amended—
(1) in subparagraph (A)—

(A) in clause (i), by striking ‘‘for discharges beginning 
on or after October 1, 1997, 50 percent (and for discharges 
between October 1, 1987, and September 30, 1997, 75 per-
cent)’’ and inserting ‘‘the applicable Puerto Rico percentage 
(specified in subparagraph (E))’’; and 

(B) in clause (ii), by striking ‘‘for discharges beginning 
in a fiscal year beginning on or after October 1, 1997, 50 
percent (and for discharges between October 1, 1987, and 
September 30, 1997, 25 percent)’’ and inserting ‘‘the appli-
cable Federal percentage (specified in subparagraph (E))’’; 
and 
(2) by adding at the end the following new subparagraph: 

‘‘(E) For purposes of subparagraph (A), for discharges occur-
ring—

‘‘(i) on or after October 1, 1987, and before October 1, 1997, 
the applicable Puerto Rico percentage is 75 percent and the ap-
plicable Federal percentage is 25 percent; 

‘‘(ii) on or after October 1, 1997, and before April 1, 2004, 
the applicable Puerto Rico percentage is 50 percent and the ap-
plicable Federal percentage is 50 percent; 

‘‘(iii) on or after April 1, 2004, and before October 1, 2004, 
the applicable Puerto Rico percentage is 37.5 percent and the 
applicable Federal percentage is 62.5 percent; and 

‘‘(iv) on or after October 1, 2004, the applicable Puerto Rico 
percentage is 25 percent and the applicable Federal percentage 
is 75 percent.’’. 

SEC. 505. WAGE INDEX ADJUSTMENT RECLASSIFICATION REFORM. 
(a) IN GENERAL.—Section 1886(d) (42 U.S.C. 1395ww(d)), as 

amended by section 406, is amended by adding at the end the fol-
lowing new paragraph: 

‘‘(13)(A) In order to recognize commuting patterns among geo-
graphic areas, the Secretary shall establish a process through appli-
cation or otherwise for an increase of the wage index applied under 
paragraph (3)(E) for subsection (d) hospitals located in a qualifying 
county described in subparagraph (B) in the amount computed 
under subparagraph (D) based on out-migration of hospital employ-
ees who reside in that county to any higher wage index area. 

‘‘(B) The Secretary shall establish criteria for a qualifying coun-
ty under this subparagraph based on the out-migration referred to 
in subparagraph (A) and differences in the area wage indices. 
Under such criteria the Secretary shall, utilizing such data as the 
Secretary determines to be appropriate, establish—

VerDate jul 14 2003 06:29 Nov 24, 2003 Jkt 090299 PO 00000 Frm 00235 Fmt 6659 Sfmt 6603 E:\HR\OC\HR391.XXX HR391



234

‘‘(i) a threshold percentage, established by the Secretary, of 
the weighted average of the area wage index or indices for the 
higher wage index areas involved; 

‘‘(ii) a threshold (of not less than 10 percent) for minimum 
out-migration to a higher wage index area or areas; and 

‘‘(iii) a requirement that the average hourly wage of the 
hospitals in the qualifying county equals or exceeds the average 
hourly wage of all the hospitals in the area in which the quali-
fying county is located. 
‘‘(C) For purposes of this paragraph, the term ‘higher wage 

index area’ means, with respect to a county, an area with a wage 
index that exceeds that of the county. 

‘‘(D) The increase in the wage index under subparagraph (A) for 
a qualifying county shall be equal to the percentage of the hospital 
employees residing in the qualifying county who are employed in 
any higher wage index area multiplied by the sum of the products, 
for each higher wage index area of—

‘‘(i) the difference between—
‘‘(I) the wage index for such higher wage index area, 

and 
‘‘(II) the wage index of the qualifying county; and 

‘‘(ii) the number of hospital employees residing in the quali-
fying county who are employed in such higher wage index area 
divided by the total number of hospital employees residing in 
the qualifying county who are employed in any higher wage 
index area. 
‘‘(E) The process under this paragraph may be based upon the 

process used by the Medicare Geographic Classification Review 
Board under paragraph (10). As the Secretary determines to be ap-
propriate to carry out such process, the Secretary may require hos-
pitals (including subsection (d) hospitals and other hospitals) and 
critical access hospitals, as required under section 1866(a)(1)(T), to 
submit data regarding the location of residence, or the Secretary 
may use data from other sources. 

‘‘(F) A wage index increase under this paragraph shall be effec-
tive for a period of 3 fiscal years, except that the Secretary shall es-
tablish procedures under which a subsection (d) hospital may elect 
to waive the application of such wage index increase. 

‘‘(G) A hospital in a county that has a wage index increase 
under this paragraph for a period and that has not waived the ap-
plication of such an increase under subparagraph (F) is not eligible 
for reclassification under paragraph (8) or (10) during that period. 

‘‘(H) Any increase in a wage index under this paragraph for a 
county shall not be taken into account for purposes of—

‘‘(i) computing the wage index for portions of the wage 
index area (not including the county) in which the county is lo-
cated; or 

‘‘(ii) applying any budget neutrality adjustment with re-
spect to such index under paragraph (8)(D). 
‘‘(I) The thresholds described in subparagraph (B), data on hos-

pital employees used under this paragraph, and any determination 
of the Secretary under the process described in subparagraph (E) 
shall be final and shall not be subject to judicial review.’’. 

(b) CONFORMING AMENDMENTS.—Section 1866(a)(1) (42 U.S.C. 
1395cc(a)(1)) is amended—
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(1) in subparagraph (R), by striking ‘‘and’’ at the end; 
(2) in subparagraph (S), by striking the period at the end 

and inserting ‘‘, and’’; and 
(3) by inserting after subparagraph (S) the following new 

subparagraph: 
‘‘(T) in the case of hospitals and critical access hospitals, to 

furnish to the Secretary such data as the Secretary determines 
appropriate pursuant to subparagraph (E) of section 
1886(d)(12) to carry out such section.’’. 
(c) EFFECTIVE DATE.—The amendments made by this section 

shall first apply to the wage index for discharges occurring on or 
after October 1, 2004. In initially implementing such amendments, 
the Secretary may modify the deadlines otherwise applicable under 
clauses (ii) and (iii)(I) of section 1886(d)(10)(C) of the Social Secu-
rity Act (42 U.S.C. 1395ww(d)(10)(C)), for submission of, and ac-
tions on, applications relating to changes in hospital geographic re-
classification. 
SEC. 506. LIMITATION ON CHARGES FOR INPATIENT HOSPITAL CON-

TRACT HEALTH SERVICES PROVIDED TO INDIANS BY 
MEDICARE PARTICIPATING HOSPITALS. 

(a) IN GENERAL.—Section 1866(a)(1) (42 U.S.C. 1395cc(a)(1)), 
as amended by section 505(b), is amended—

(1) in subparagraph (S), by striking ‘‘and’’ at the end; 
(2) in subparagraph (T), by striking the period and insert-

ing ‘‘, and’’; and 
(3) by inserting after subparagraph (T) the following new 

subparagraph: 
‘‘(U) in the case of hospitals which furnish inpatient hos-

pital services for which payment may be made under this title, 
to be a participating provider of medical care both—

‘‘(i) under the contract health services program funded 
by the Indian Health Service and operated by the Indian 
Health Service, an Indian tribe, or tribal organization (as 
those terms are defined in section 4 of the Indian Health 
Care Improvement Act), with respect to items and services 
that are covered under such program and furnished to an 
individual eligible for such items and services under such 
program; and 

‘‘(ii) under any program funded by the Indian Health 
Service and operated by an urban Indian organization with 
respect to the purchase of items and services for an eligible 
urban Indian (as those terms are defined in such section 4),

in accordance with regulations promulgated by the Secretary re-
garding admission practices, payment methodology, and rates 
of payment (including the acceptance of no more than such pay-
ment rate as payment in full for such items and services.’’. 
(b) EFFECTIVE DATE.—The amendments made by this section 

shall apply as of a date specified by the Secretary of Health and 
Human Services (but in no case later than 1 year after the date of 
enactment of this Act) to medicare participation agreements in effect 
(or entered into) on or after such date. 

(c) PROMULGATION OF REGULATIONS.—The Secretary shall pro-
mulgate regulations to carry out the amendments made by sub-
section (a). 
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SEC. 507. CLARIFICATIONS TO CERTAIN EXCEPTIONS TO MEDICARE 
LIMITS ON PHYSICIAN REFERRALS. 

(a) LIMITS ON PHYSICIAN REFERRALS.—
(1) OWNERSHIP AND INVESTMENT INTERESTS IN WHOLE HOS-

PITALS.—
(A) IN GENERAL.—Section 1877(d)(3) (42 U.S.C. 

1395nn(d)(3)) is amended—
(i) by striking ‘‘, and’’ at the end of subparagraph 

(A) and inserting a semicolon; and 
(ii) by redesignating subparagraph (B) as subpara-

graph (C) and inserting after subparagraph (A) the fol-
lowing new subparagraph: 
‘‘(B) effective for the 18-month period beginning on the 

date of the enactment of the Medicare Prescription Drug, 
Improvement, and Modernization Act of 2003, the hospital 
is not a specialty hospital (as defined in subsection (h)(7)); 
and’’. 

(B) DEFINITION.—Section 1877(h) (42 U.S.C. 
1395nn(h)) is amended by adding at the end the following: 
‘‘(7) SPECIALTY HOSPITAL.—

‘‘(A) IN GENERAL.—For purposes of this section, except 
as provided in subparagraph (B), the term ‘specialty hos-
pital’ means a subsection (d) hospital (as defined in section 
1886(d)(1)(B)) that is primarily or exclusively engaged in 
the care and treatment of one of the following categories: 

‘‘(i) Patients with a cardiac condition. 
‘‘(ii) Patients with an orthopedic condition. 
‘‘(iii) Patients receiving a surgical procedure. 
‘‘(iv) Any other specialized category of services that 

the Secretary designates as inconsistent with the pur-
pose of permitting physician ownership and investment 
interests in a hospital under this section. 
‘‘(B) EXCEPTION.—For purposes of this section, the term 

‘specialty hospital’ does not include any hospital—
‘‘(i) determined by the Secretary—

‘‘(I) to be in operation before November 18, 
2003; or 

‘‘(II) under development as of such date; 
‘‘(ii) for which the number of physician investors at 

any time on or after such date is no greater than the 
number of such investors as of such date; 

‘‘(iii) for which the type of categories described in 
subparagraph (A) at any time on or after such date is 
no different than the type of such categories as of such 
date; 

‘‘(iv) for which any increase in the number of beds 
occurs only in the facilities on the main campus of the 
hospital and does not exceed 50 percent of the number 
of beds in the hospital as of November 18, 2003, or 5 
beds, whichever is greater; and 

‘‘(v) that meets such other requirements as the Sec-
retary may specify.’’. 

(2) OWNERSHIP AND INVESTMENT INTERESTS IN A RURAL 
PROVIDER.—Section 1877(d)(2) (42 U.S.C. 1395nn(d)(2)) is 
amended to read as follows: 
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‘‘(2) RURAL PROVIDERS.—In the case of designated health 
services furnished in a rural area (as defined in section 
1886(d)(2)(D)) by an entity, if—

‘‘(A) substantially all of the designated health services 
furnished by the entity are furnished to individuals resid-
ing in such a rural area; and 

‘‘(B) effective for the 18-month period beginning on the 
date of the enactment of the Medicare Prescription Drug, 
Improvement, and Modernization Act of 2003, the entity is 
not a specialty hospital (as defined in subsection (h)(7)).’’. 

(b) APPLICATION OF EXCEPTION FOR HOSPITALS UNDER DEVEL-
OPMENT.—For purposes of section 1877(h)(7)(B)(i)(II) of the Social 
Security Act, as added by subsection (a)(1)(B), in determining 
whether a hospital is under development as of November 18, 2003, 
the Secretary shall consider—

(1) whether architectural plans have been completed, fund-
ing has been received, zoning requirements have been met, and 
necessary approvals from appropriate State agencies have been 
received; and 

(2) any other evidence the Secretary determines would indi-
cate whether a hospital is under development as of such date. 
(c) STUDIES.—

(1) MEDPAC STUDY.—The Medicare Payment Advisory 
Commission, in consultation with the Comptroller General of 
the United States, shall conduct a study to determine—

(A) any differences in the costs of health care services 
furnished to patients by physician-owned specialty hos-
pitals and the costs of such services furnished by local full-
service community hospitals within specific diagnosis-re-
lated groups; 

(B) the extent to which specialty hospitals, relative to 
local full-service community hospitals, treat patients in cer-
tain diagnosis-related groups within a category, such as 
cardiology, and an analysis of the selection; 

(C) the financial impact of physician-owned specialty 
hospitals on local full-service community hospitals; 

(D) how the current diagnosis-related group system 
should be updated to better reflect the cost of delivering 
care in a hospital setting; and 

(E) the proportions of payments received, by type of 
payer, between the specialty hospitals and local full-service 
community hospitals. 
(2) HHS STUDY.—The Secretary shall conduct a study of a 

representative sample of specialty hospitals—
(A) to determine the percentage of patients admitted to 

physician-owned specialty hospitals who are referred by 
physicians with an ownership interest; 

(B) to determine the referral patterns of physician own-
ers, including the percentage of patients they referred to 
physician-owned specialty hospitals and the percentage of 
patients they referred to local full-service community hos-
pitals for the same condition; 

(C) to compare the quality of care furnished in physi-
cian-owned specialty hospitals and in local full-service 
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community hospitals for similar conditions and patient sat-
isfaction with such care; and 

(D) to assess the differences in uncompensated care, as 
defined by the Secretary, between the specialty hospital and 
local full-service community hospitals, and the relative 
value of any tax exemption available to such hospitals. 
(3) REPORTS.—Not later than 15 months after the date of 

the enactment of this Act, the Commission and the Secretary, 
respectively, shall each submit to Congress a report on the stud-
ies conducted under paragraphs (1) and (2), respectively, and 
shall include any recommendations for legislation or adminis-
trative changes. 

SEC. 508. 1-TIME APPEALS PROCESS FOR HOSPITAL WAGE INDEX CLAS-
SIFICATION. 

(a) ESTABLISHMENT OF PROCESS.—
(1) IN GENERAL.—The Secretary shall establish not later 

than January 1, 2004, by instruction or otherwise a process 
under which a hospital may appeal the wage index classifica-
tion otherwise applicable to the hospital and select another area 
within the State (or, at the discretion of the Secretary, within 
a contiguous State) to which to be reclassified. 

(2) PROCESS REQUIREMENTS.—The process established 
under paragraph (1) shall be consistent with the following: 

(A) Such an appeal may be filed as soon as possible 
after the date of the enactment of this Act but shall be filed 
by not later than February 15, 2004. 

(B) Such an appeal shall be heard by the Medicare Ge-
ographic Reclassification Review Board. 

(C) There shall be no further administrative or judicial 
review of a decision of such Board. 
(3) RECLASSIFICATION UPON SUCCESSFUL APPEAL.—If the 

Medicare Geographic Reclassification Review Board determines 
that the hospital is a qualifying hospital (as defined in sub-
section (c)), the hospital shall be reclassified to the area selected 
under paragraph (1). Such reclassification shall apply with re-
spect to discharges occurring during the 3-year period begin-
ning with April 1, 2004. 

(4) INAPPLICABILITY OF CERTAIN PROVISIONS.—Except as the 
Secretary may provide, the provisions of paragraphs (8) and 
(10) of section 1886(d) of the Social Security Act (42 U.S.C. 
1395ww(d)) shall not apply to an appeal under this section. 
(b) APPLICATION OF RECLASSIFICATION.—In the case of an ap-

peal decided in favor of a qualifying hospital under subsection (a), 
the wage index reclassification shall not affect the wage index com-
putation for any area or for any other hospital and shall not be ef-
fected in a budget neutral manner. The provisions of this section 
shall not affect payment for discharges occurring after the end of the 
3-year-period referred to in subsection (a). 

(c) QUALIFYING HOSPITAL DEFINED.—For purposes of this sec-
tion, the term ‘‘qualifying hospital’’ means a subsection (d) hospital 
(as defined in section 1886(d)(1)(B) of the Social Security Act, 42 
U.S.C. 1395ww(d)(1)(B)) that—

(1) does not qualify for a change in wage index classifica-
tion under paragraph (8) or (10) of section 1886(d) of the Social 
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Security Act (42 U.S.C. 1395ww(d)) on the basis of require-
ments relating to distance or commuting; and 

(2) meets such other criteria, such as quality, as the Sec-
retary may specify by instruction or otherwise. 

The Secretary may modify the wage comparison guidelines promul-
gated under section 1886(d)(10)(D) of such Act (42 U.S.C. 
1395ww(d)(10)(D)) in carrying out this section. 

(d) WAGE INDEX CLASSIFICATION.—For purposes of this section, 
the term ‘‘wage index classification’’ means the geographic area in 
which it is classified for purposes of determining for a fiscal year 
the factor used to adjust the DRG prospective payment rate under 
section 1886(d) of the Social Security Act (42 U.S.C. 1395ww(d)) for 
area differences in hospital wage levels that applies to such hospital 
under paragraph (3)(E) of such section. 

(e) LIMITATION ON EXPENDITURES.—The aggregate amount of 
additional expenditures resulting from the application of this sec-
tion shall not exceed $900,000,000. 

(f) TRANSITIONAL EXTENSION.—Any reclassification of a county 
or other area made by Act of Congress for purposes of making pay-
ments under section 1886(d) of the Social Security Act (42 U.S.C. 
1395ww(d)) that expired on September 30, 2003, shall be deemed to 
be in effect during the period beginning on January 1, 2004, and 
ending on September 30, 2004.

Subtitle B—Other Provisions 

SEC. 511. PAYMENT FOR COVERED SKILLED NURSING FACILITY SERV-
ICES. 

(a) ADJUSTMENT TO RUGS FOR AIDS RESIDENTS.—Paragraph 
(12) of section 1888(e) (42 U.S.C. 1395yy(e)) is amended to read as 
follows: 

‘‘(12) ADJUSTMENT FOR RESIDENTS WITH AIDS.—
‘‘(A) IN GENERAL.—Subject to subparagraph (B), in the 

case of a resident of a skilled nursing facility who is af-
flicted with acquired immune deficiency syndrome (AIDS), 
the per diem amount of payment otherwise applicable (de-
termined without regard to any increase under section 101 
of the Medicare, Medicaid, and SCHIP Balanced Budget 
Refinement Act of 1999, or under section 314(a) of Medi-
care, Medicaid, and SCHIP Benefits Improvement and Pro-
tection Act of 2000), shall be increased by 128 percent to re-
flect increased costs associated with such residents. 

‘‘(B) SUNSET.—Subparagraph (A) shall not apply on 
and after such date as the Secretary certifies that there is 
an appropriate adjustment in the case mix under para-
graph (4)(G)(i) to compensate for the increased costs associ-
ated with residents described in such subparagraph.’’. 

(b) EFFECTIVE DATE.—The amendment made by paragraph (1) 
shall apply to services furnished on or after October 1, 2004. 
SEC. 512. COVERAGE OF HOSPICE CONSULTATION SERVICES. 

(a) COVERAGE OF HOSPICE CONSULTATION SERVICES.—Section 
1812(a) (42 U.S.C. 1395d(a)) is amended—

(1) by striking ‘‘and’’ at the end of paragraph (3); 
(2) by striking the period at the end of paragraph (4) and 

inserting ‘‘; and’’; and 
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(3) by inserting after paragraph (4) the following new para-
graph: 

‘‘(5) for individuals who are terminally ill, have not made 
an election under subsection (d)(1), and have not previously re-
ceived services under this paragraph, services that are fur-
nished by a physician (as defined in section 1861(r)(1)) who is 
either the medical director or an employee of a hospice program 
and that—

‘‘(A) consist of—
‘‘(i) an evaluation of the individual’s need for pain 

and symptom management, including the individual’s 
need for hospice care; and 

‘‘(ii) counseling the individual with respect to hos-
pice care and other care options; and 
‘‘(B) may include advising the individual regarding ad-

vanced care planning.’’. 
(b) PAYMENT.—Section 1814(i) (42 U.S.C. 1395f(i)) is amended 

by adding at the end the following new paragraph: 
‘‘(4) The amount paid to a hospice program with respect to the 

services under section 1812(a)(5) for which payment may be made 
under this part shall be equal to an amount established for an office 
or other outpatient visit for evaluation and management associated 
with presenting problems of moderate severity and requiring med-
ical decisionmaking of low complexity under the fee schedule estab-
lished under section 1848(b), other than the portion of such amount 
attributable to the practice expense component.’’. 

(c) CONFORMING AMENDMENT.—Section 1861(dd)(2)(A)(i) (42 
U.S.C. 1395x(dd)(2)(A)(i)) is amended by inserting before the comma 
at the end the following: ‘‘and services described in section 
1812(a)(5)’’. 

(d) EFFECTIVE DATE.—The amendments made by this section 
shall apply to services provided by a hospice program on or after 
January 1, 2005. 
SEC. 513. STUDY ON PORTABLE DIAGNOSTIC ULTRASOUND SERVICES 

FOR BENEFICIARIES IN SKILLED NURSING FACILITIES. 
(a) STUDY.—The Comptroller General of the United States shall 

conduct a study of portable diagnostic ultrasound services furnished 
to medicare beneficiaries in skilled nursing facilities. Such study 
shall consider the following: 

(1) TYPES OF EQUIPMENT; TRAINING.—The types of portable 
diagnostic ultrasound services furnished to such beneficiaries, 
the types of portable ultrasound equipment used to furnish such 
services, and the technical skills, or training, or both, required 
for technicians to furnish such services. 

(2) CLINICAL APPROPRIATENESS.—The clinical appropriate-
ness of transporting portable diagnostic ultrasound diagnostic 
and technicians to patients in skilled nursing facilities as op-
posed to transporting such patients to a hospital or other facil-
ity that furnishes diagnostic ultrasound services. 

(3) FINANCIAL IMPACT.—The financial impact if Medicare 
were make a separate payment for portable ultrasound diag-
nostic services, including the impact of separate payments—

(A) for transportation and technician services for resi-
dents during a resident in a part A stay, that would other-
wise be paid for under the prospective payment system for 
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covered skilled nursing facility services (under section 
1888(e) of the Social Security Act (42 U.S.C. 1395yy(e)); 
and 

(B) for such services for residents in a skilled nursing 
facility after a part A stay. 
(4) CREDENTIALING REQUIREMENTS.—Whether the Secretary 

should establish credentialing or other requirements for techni-
cians that furnish diagnostic ultrasound services to medicare 
beneficiaries. 
(b) REPORT.—Not later than 2 years after the date of the enact-

ment of this Act, the Comptroller General shall submit to Congress 
a report on the study conducted under subsection (a), and shall in-
clude any recommendations for legislation or administrative change 
as the Comptroller General determines appropriate. 

TITLE VI—PROVISIONS RELATING TO PART B 

Subtitle A—Provisions Relating to Physicians’ Services 

SEC. 601. REVISION OF UPDATES FOR PHYSICIANS’ SERVICES. 
(a) UPDATE FOR 2004 AND 2005.—

(1) IN GENERAL.—Section 1848(d) (42 U.S.C. 1395w–4(d)) is 
amended by adding at the end the following new paragraph: 

‘‘(5) UPDATE FOR 2004 AND 2005.—The update to the single 
conversion factor established in paragraph (1)(C) for each of 
2004 and 2005 shall be not less than 1.5 percent.’’. 

(2) CONFORMING AMENDMENT.—Paragraph (4)(B) of such 
section is amended, in the matter before clause (i), by inserting 
‘‘and paragraph (5)’’ after ‘‘subparagraph (D)’’. 

(3) NOT TREATED AS CHANGE IN LAW AND REGULATION IN 
SUSTAINABLE GROWTH RATE DETERMINATION.—The amendments 
made by this subsection shall not be treated as a change in law 
for purposes of applying section 1848(f)(2)(D) of the Social Secu-
rity Act (42 U.S.C. 1395w–4(f)(2)(D)). 
(b) USE OF 10-YEAR ROLLING AVERAGE IN COMPUTING GROSS 

DOMESTIC PRODUCT.—
(1) IN GENERAL.—Section 1848(f)(2)(C) (42 U.S.C. 1395w–

4(f)(2)(C)) is amended—
(A) by striking ‘‘projected’’ and inserting ‘‘annual aver-

age’’; and 
(B) by striking ‘‘from the previous applicable period to 

the applicable period involved’’ and inserting ‘‘during the 
10-year period ending with the applicable period involved’’. 
(2) EFFECTIVE DATE.—The amendments made by para-

graph (1) shall apply to computations of the sustainable growth 
rate for years beginning with 2003. 

SEC. 602. TREATMENT OF PHYSICIANS’ SERVICES FURNISHED IN ALAS-
KA. 

Section 1848(e)(1) (42 U.S.C. 1395w–4(e)(1)), as amended by 
section 421, is amended—

(1) in subparagraph (A), by striking ‘‘subparagraphs (B), 
(C), (E), and (F)’’ and inserting ‘‘subparagraphs (B), (C), (E), (F) 
and (G)’’; and 

(2) by adding at the end the following new subparagraph: 
‘‘(G) FLOOR FOR PRACTICE EXPENSE, MALPRACTICE, AND 

WORK GEOGRAPHIC INDICES FOR SERVICES FURNISHED IN 
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ALASKA.—For purposes of payment for services furnished in 
Alaska on or after January 1, 2004, and before January 1, 
2006, after calculating the practice expense, malpractice, 
and work geographic indices in clauses (i), (ii), and (iii) of 
subparagraph (A) and in subparagraph (B), the Secretary 
shall increase any such index to 1.67 if such index would 
otherwise be less than 1.67.’’. 

SEC. 603. INCLUSION OF PODIATRISTS, DENTISTS, AND OPTOM-
ETRISTS UNDER PRIVATE CONTRACTING AUTHORITY. 

Section 1802(b)(5)(B) (42 U.S.C. 1395a(b)(5)(B)) is amended by 
striking ‘‘section 1861(r)(1)’’ and inserting ‘‘paragraphs (1), (2), (3), 
and (4) of section 1861(r)’’.
SEC. 604. GAO STUDY ON ACCESS TO PHYSICIANS’ SERVICES. 

(a) STUDY.—The Comptroller General of the United States shall 
conduct a study on access of medicare beneficiaries to physicians’ 
services under the medicare program. The study shall include—

(1) an assessment of the use by beneficiaries of such services 
through an analysis of claims submitted by physicians for such 
services under part B of the medicare program; 

(2) an examination of changes in the use by beneficiaries of 
physicians’ services over time; and 

(3) an examination of the extent to which physicians are not 
accepting new medicare beneficiaries as patients. 
(b) REPORT.—Not later than 18 months after the date of the en-

actment of this Act, the Comptroller General shall submit to Con-
gress a report on the study conducted under subsection (a). The re-
port shall include a determination whether—

(1) data from claims submitted by physicians under part B 
of the medicare program indicate potential access problems for 
medicare beneficiaries in certain geographic areas; and 

(2) access by medicare beneficiaries to physicians’ services 
may have improved, remained constant, or deteriorated over 
time. 

SEC. 605. COLLABORATIVE DEMONSTRATION-BASED REVIEW OF PHY-
SICIAN PRACTICE EXPENSE GEOGRAPHIC ADJUSTMENT 
DATA. 

(a) IN GENERAL.—Not later than January 1, 2005, the Secretary 
shall, in collaboration with State and other appropriate organiza-
tions representing physicians, and other appropriate persons, review 
and consider alternative data sources than those currently used in 
establishing the geographic index for the practice expense component 
under the medicare physician fee schedule under section 
1848(e)(1)(A)(i) of the Social Security Act (42 U.S.C. 1395w–
4(e)(1)(A)(i)). 

(b) SITES.—The Secretary shall select two physician payment lo-
calities in which to carry out subsection (a). One locality shall in-
clude rural areas and at least one locality shall be a statewide local-
ity that includes both urban and rural areas. 

(c) REPORT AND RECOMMENDATIONS.—
(1) REPORT.—Not later than January 1, 2006, the Secretary 

shall submit to Congress a report on the review and consider-
ation conducted under subsection (a). Such report shall include 
information on the alternative developed data sources consid-
ered by the Secretary under subsection (a), including the accu-
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racy and validity of the data as measures of the elements of the 
geographic index for practice expenses under the medicare phy-
sician fee schedule as well as the feasibility of using such alter-
native data nationwide in lieu of current proxy data used in 
such index, and the estimated impacts of using such alternative 
data. 

(2) RECOMMENDATIONS.—The report submitted under para-
graph (1) shall contain recommendations on which data sources 
reviewed and considered under subsection (a) are appropriate 
for use in calculating the geographic index for practice expenses 
under the medicare physician fee schedule. 

SEC. 606. MEDPAC REPORT ON PAYMENT FOR PHYSICIANS’ SERVICES. 
(a) PRACTICE EXPENSE COMPONENT.—Not later than 1 year 

after the date of the enactment of this Act, the Medicare Payment 
Advisory Commission shall submit to Congress a report on the effect 
of refinements to the practice expense component of payments for 
physicians’ services, after the transition to a full resource-based pay-
ment system in 2002, under section 1848 of the Social Security Act 
(42 U.S.C. 1395w–4). Such report shall examine the following mat-
ters by physician specialty: 

(1) The effect of such refinements on payment for physi-
cians’ services. 

(2) The interaction of the practice expense component with 
other components of and adjustments to payment for physicians’ 
services under such section. 

(3) The appropriateness of the amount of compensation by 
reason of such refinements. 

(4) The effect of such refinements on access to care by medi-
care beneficiaries to physicians’ services. 

(5) The effect of such refinements on physician participation 
under the medicare program. 
(b) VOLUME OF PHYSICIANS’ SERVICES.—Not later than 1 year 

after the date of the enactment of this Act, the Medicare Payment 
Advisory Commission shall submit to Congress a report on the ex-
tent to which increases in the volume of physicians’ services under 
part B of the medicare program are a result of care that improves 
the health and well-being of medicare beneficiaries. The study shall 
include the following: 

(1) An analysis of recent and historic growth in the compo-
nents that the Secretary includes under the sustainable growth 
rate (under section 1848(f) of the Social Security Act (42 U.S.C. 
1395w–4(f))). 

(2) An examination of the relative growth of volume in phy-
sicians’ services between medicare beneficiaries and other popu-
lations. 

(3) An analysis of the degree to which new technology, in-
cluding coverage determinations of the Centers for Medicare & 
Medicaid Services, has affected the volume of physicians’ serv-
ices. 

(4) An examination of the impact on volume of demo-
graphic changes. 

(5) An examination of shifts in the site of service or services 
that influence the number and intensity of services furnished in 
physicians’ offices and the extent to which changes in reim-
bursement rates to other providers have effected these changes. 
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(6) An evaluation of the extent to which the Centers for 
Medicare & Medicaid Services takes into account the impact of 
law and regulations on the sustainable growth rate. 

Subtitle B—Preventive Services 

SEC. 611. COVERAGE OF AN INITIAL PREVENTIVE PHYSICAL EXAMINA-
TION. 

(a) COVERAGE.—Section 1861(s)(2) (42 U.S.C. 1395x(s)(2)) is 
amended—

(1) in subparagraph (U), by striking ‘‘and’’ at the end; 
(2) in subparagraph (V)(iii), by inserting ‘‘and’’ at the end; 

and 
(3) by adding at the end the following new subparagraph: 
‘‘(W) an initial preventive physical examination (as defined 

in subsection (ww));’’. 
(b) SERVICES DESCRIBED.—Section 1861 (42 U.S.C. 1395x) is 

amended by adding at the end the following new subsection: 

‘‘Initial Preventive Physical Examination 

‘‘(ww)(1) The term ‘initial preventive physical examination’ 
means physicians’ services consisting of a physical examination (in-
cluding measurement of height, weight, and blood pressure, and an 
electrocardiogram) with the goal of health promotion and disease 
detection and includes education, counseling, and referral with re-
spect to screening and other preventive services described in para-
graph (2), but does not include clinical laboratory tests. 

‘‘(2) The screening and other preventive services described in 
this paragraph include the following: 

‘‘(A) Pneumococcal, influenza, and hepatitis B vaccine and 
administration under subsection (s)(10). 

‘‘(B) Screening mammography as defined in subsection (jj). 
‘‘(C) Screening pap smear and screening pelvic exam as de-

fined in subsection (nn). 
‘‘(D) Prostate cancer screening tests as defined in subsection 

(oo). 
‘‘(E) Colorectal cancer screening tests as defined in sub-

section (pp). 
‘‘(F) Diabetes outpatient self-management training services 

as defined in subsection (qq)(1). 
‘‘(G) Bone mass measurement as defined in subsection (rr). 
‘‘(H) Screening for glaucoma as defined in subsection (uu). 
‘‘(I) Medical nutrition therapy services as defined in sub-

section (vv). 
‘‘(J) Cardiovascular screening blood tests as defined in sub-

section (xx)(1). 
‘‘(K) Diabetes screening tests as defined in subsection (yy).’’. 

(c) PAYMENT AS PHYSICIANS’ SERVICES.—Section 1848(j)(3) (42 
U.S.C. 1395w–4(j)(3)) is amended by inserting ‘‘(2)(W),’’ after 
‘‘(2)(S),’’. 

(d) OTHER CONFORMING AMENDMENTS.—(1) Section 1862(a) (42 
U.S.C. 1395y(a)), as amended by section 303(i)(3)(B), is amended—

(A) in paragraph (1)—
(i) by striking ‘‘and’’ at the end of subparagraph (I); 
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(ii) by striking the semicolon at the end of subpara-
graph (J) and inserting ‘‘, and’’; and 

(iii) by adding at the end the following new subpara-
graph: 
‘‘(K) in the case of an initial preventive physical examina-

tion, which is performed not later than 6 months after the date 
the individual’s first coverage period begins under part B;’’; a 

(B) in paragraph (7), by striking ‘‘or (H)’’ and inserting 
‘‘(H), or (K)’’. 
(2) Clauses (i) and (ii) of section 1861(s)(2)(K) (42 U.S.C. 

1395x(s)(2)(K)) are each amended by inserting ‘‘and services de-
scribed in subsection (ww)(1)’’ after ‘‘services which would be physi-
cians’ services’’. 

(e) EFFECTIVE DATE.—The amendments made by this section 
shall apply to services furnished on or after January 1, 2005, but 
only for individuals whose coverage period under part B begins on 
or after such date. 
SEC. 612. COVERAGE OF CARDIOVASCULAR SCREENING BLOOD TESTS. 

(a) COVERAGE.—Section 1861(s)(2) (42 U.S.C. 1395x(s)(2)), as 
amended by section 611(a), is amended—

(1) in subparagraph (V)(iii), by striking ‘‘and’’ at the end; 
(2) in subparagraph (W), by inserting ‘‘and’’ at the end; and 
(3) by adding at the end the following new subparagraph: 
‘‘(X) cardiovascular screening blood tests (as defined in sub-

section (xx)(1));’’. 
(b) SERVICES DESCRIBED.—Section 1861 (42 U.S.C. 1395x) is 

amended by adding at the end the following new subsection: 

‘‘Cardiovascular Screening Blood Test 

‘‘(xx)(1) The term ‘cardiovascular screening blood test’ means a 
blood test for the early detection of cardiovascular disease (or abnor-
malities associated with an elevated risk of cardiovascular disease) 
that tests for the following: 

‘‘(A) Cholesterol levels and other lipid or triglyceride levels. 
‘‘(B) Such other indications associated with the presence of, 

or an elevated risk for, cardiovascular disease as the Secretary 
may approve for all individuals (or for some individuals deter-
mined by the Secretary to be at risk for cardiovascular disease), 
including indications measured by noninvasive testing. 

The Secretary may not approve an indication under subparagraph 
(B) for any individual unless a blood test for such is recommended 
by the United States Preventive Services Task Force. 

‘‘(2) The Secretary shall establish standards, in consultation 
with appropriate organizations, regarding the frequency for each 
type of cardiovascular screening blood tests, except that such fre-
quency may not be more often than once every 2 years.’’. 

(c) FREQUENCY.—Section 1862(a)(1) (42 U.S.C. 1395y(a)(1)), as 
amended by section 611(d), is amended—

(1) by striking ‘‘and’’ at the end of subparagraph (J); 
(2) by striking the semicolon at the end of subparagraph 

(K) and inserting ‘‘, and’’; and 
(3) by adding at the end the following new subparagraph: 
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‘‘(L) in the case of cardiovascular screening blood tests (as 
defined in section 1861(xx)(1)), which are performed more fre-
quently than is covered under section 1861(xx)(2);’’. 
(d) EFFECTIVE DATE.—The amendments made by this section 

shall apply to tests furnished on or after January 1, 2005. 
SEC. 613. COVERAGE OF DIABETES SCREENING TESTS. 

(a) COVERAGE.—Section 1861(s)(2) (42 U.S.C. 1395x(s)(2)), as 
amended by section 612(a), is amended—

(1) in subparagraph (W), by striking ‘‘and’’ at the end;
(2) in subparagraph (X), by adding ‘‘and’’ at the end; and 
(3) by adding at the end the following new subparagraph: 
‘‘(Y) diabetes screening tests (as defined in subsection 

(yy));’’. 
(b) SERVICES DESCRIBED.—Section 1861 (42 U.S.C. 1395x), as 

amended by section 612(b), is amended by adding at the end the fol-
lowing new subsection: 

‘‘Diabetes Screening Tests 

‘‘(yy)(1) The term ‘diabetes screening tests’ means testing fur-
nished to an individual at risk for diabetes (as defined in para-
graph (2)) for the purpose of early detection of diabetes, including—

‘‘(A) a fasting plasma glucose test; and 
‘‘(B) such other tests, and modifications to tests, as the Sec-

retary determines appropriate, in consultation with appropriate 
organizations. 
‘‘(2) For purposes of paragraph (1), the term ‘individual at risk 

for diabetes’ means an individual who has any of the following risk 
factors for diabetes: 

‘‘(A) Hypertension. 
‘‘(B) Dyslipidemia. 
‘‘(C) Obesity, defined as a body mass index greater than or 

equal to 30 kg/m2. 
‘‘(D) Previous identification of an elevated impaired fasting 

glucose. 
‘‘(E) Previous identification of impaired glucose tolerance. 
‘‘(F) A risk factor consisting of at least 2 of the following 

characteristics: 
‘‘(i) Overweight, defined as a body mass index greater 

than 25, but less than 30, kg/m2. 
‘‘(ii) A family history of diabetes. 
‘‘(iii) A history of gestational diabetes mellitus or deliv-

ery of a baby weighing greater than 9 pounds. 
‘‘(iv) 65 years of age or older. 

‘‘(3) The Secretary shall establish standards, in consultation 
with appropriate organizations, regarding the frequency of diabetes 
screening tests, except that such frequency may not be more often 
than twice within the 12-month period following the date of the 
most recent diabetes screening test of that individual.’’. 

(c) FREQUENCY.—Section 1862(a)(1) (42 U.S.C. 1395y(a)(1)), as 
amended by section 612(c), is amended—

(1) by striking ‘‘and’’ at the end of subparagraph (K); 
(2) by striking the semicolon at the end of subparagraph (L) 

and inserting ‘‘, and’’; and 
(3) by adding at the end the following new subparagraph: 
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‘‘(M) in the case of a diabetes screening test (as defined in 
section 1861(yy)(1)), which is performed more frequently than is 
covered under section 1861(yy)(3);’’. 
(d) EFFECTIVE DATE.—The amendments made by this section 

shall apply to tests furnished on or after January 1, 2005. 
SEC. 614. IMPROVED PAYMENT FOR CERTAIN MAMMOGRAPHY SERV-

ICES. 
(a) EXCLUSION FROM OPD FEE SCHEDULE.—Section 

1833(t)(1)(B)(iv) (42 U.S.C. 1395l(t)(1)(B)(iv)) is amended by insert-
ing before the period at the end the following: ‘‘and does not include 
screening mammography (as defined in section 1861(jj)) and diag-
nostic mammography’’. 

(b) CONFORMING AMENDMENT.—Section 1833(a)(2)(E)(i) (42 
U.S.C. 1395l(a)(2)(E)(i)) is amended by inserting ‘‘and, for services 
furnished on or after January 1, 2005, diagnostic mammography’’ 
after ‘‘screening mammography’’. 

(c) EFFECTIVE DATE.—The amendments made by this section 
shall apply—

(1) in the case of screening mammography, to services fur-
nished on or after the date of the enactment of this Act; and 

(2) in the case of diagnostic mammography, to services fur-
nished on or after January 1, 2005. 

Subtitle C—Other Provisions 

SEC. 621. HOSPITAL OUTPATIENT DEPARTMENT (HOPD) PAYMENT RE-
FORM. 

(a) PAYMENT FOR DRUGS.—
(1) SPECIAL RULES FOR CERTAIN DRUGS AND BIOLOGICALS.—

Section 1833(t) (42 U.S.C. 1395l(t)), as amended by section 
411(b), is amended by inserting after paragraph (13) the fol-
lowing new paragraphs: 

‘‘(14) DRUG APC PAYMENT RATES.—
‘‘(A) IN GENERAL.—The amount of payment under this 

subsection for a specified covered outpatient drug (defined 
in subparagraph (B)) that is furnished as part of a covered 
OPD service (or group of services)—

‘‘(i) in 2004, in the case of—
‘‘(I) a sole source drug shall in no case be less 

than 88 percent, or exceed 95 percent, of the ref-
erence average wholesale price for the drug; 

‘‘(II) an innovator multiple source drug shall 
in no case exceed 68 percent of the reference aver-
age wholesale price for the drug; or 

‘‘(III) a noninnovator multiple source drug 
shall in no case exceed 46 percent of the reference 
average wholesale price for the drug; 
‘‘(ii) in 2005, in the case of—

‘‘(I) a sole source drug shall in no case be less 
than 83 percent, or exceed 95 percent, of the ref-
erence average wholesale price for the drug; 

‘‘(II) an innovator multiple source drug shall 
in no case exceed 68 percent of the reference aver-
age wholesale price for the drug; or 
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‘‘(III) a noninnovator multiple source drug 
shall in no case exceed 46 percent of the reference 
average wholesale price for the drug; or 
‘‘(iii) in a subsequent year, shall be equal, subject 

to subparagraph (E)—
‘‘(I) to the average acquisition cost for the drug 

for that year (which, at the option of the Secretary, 
may vary by hospital group (as defined by the Sec-
retary based on volume of covered OPD services or 
other relevant characteristics)), as determined by 
the Secretary taking into account the hospital ac-
quisition cost survey data under subparagraph 
(D); or 

‘‘(II) if hospital acquisition cost data are not 
available, the average price for the drug in the 
year established under section 1842(o), section 
1847A, or section 1847B, as the case may be, as 
calculated and adjusted by the Secretary as nec-
essary for purposes of this paragraph. 

‘‘(B) SPECIFIED COVERED OUTPATIENT DRUG DEFINED.—
‘‘(i) IN GENERAL.—In this paragraph, the term 

‘specified covered outpatient drug’ means, subject to 
clause (ii), a covered outpatient drug (as defined in sec-
tion 1927(k)(2)) for which a separate ambulatory pay-
ment classification group (APC) has been established 
and that is—

‘‘(I) a radiopharmaceutical; or 
‘‘(II) a drug or biological for which payment 

was made under paragraph (6) (relating to pass-
through payments) on or before December 31, 
2002. 
‘‘(ii) EXCEPTION.—Such term does not include—

‘‘(I) a drug or biological for which payment is 
first made on or after January 1, 2003, under 
paragraph (6); 

‘‘(II) a drug or biological for which a tem-
porary HCPCS code has not been assigned; or 

‘‘(III) during 2004 and 2005, an orphan drug 
(as designated by the Secretary). 

‘‘(C) PAYMENT FOR DESIGNATED ORPHAN DRUGS DURING 
2004 AND 2005.—The amount of payment under this sub-
section for an orphan drug designated by the Secretary 
under subparagraph (B)(ii)(III) that is furnished as part of 
a covered OPD service (or group of services) during 2004 
and 2005 shall equal such amount as the Secretary may 
specify. 

‘‘(D) ACQUISITION COST SURVEY FOR HOSPITAL OUT-
PATIENT DRUGS.—

‘‘(i) ANNUAL GAO SURVEYS IN 2004 AND 2005.—
‘‘(I) IN GENERAL.—The Comptroller General of 

the United States shall conduct a survey in each of 
2004 and 2005 to determine the hospital acquisi-
tion cost for each specified covered outpatient drug. 
Not later than April 1, 2005, the Comptroller Gen-
eral shall furnish data from such surveys to the 
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Secretary for use in setting the payment rates 
under subparagraph (A) for 2006. 

‘‘(II) RECOMMENDATIONS.—Upon the comple-
tion of such surveys, the Comptroller General shall 
recommend to the Secretary the frequency and 
methodology of subsequent surveys to be conducted 
by the Secretary under clause (ii). 
‘‘(ii) SUBSEQUENT SECRETARIAL SURVEYS.—The 

Secretary, taking into account such recommendations, 
shall conduct periodic subsequent surveys to determine 
the hospital acquisition cost for each specified covered 
outpatient drug for use in setting the payment rates 
under subparagraph (A). 

‘‘(iii) SURVEY REQUIREMENTS.—The surveys con-
ducted under clauses (i) and (ii) shall have a large 
sample of hospitals that is sufficient to generate a sta-
tistically significant estimate of the average hospital 
acquisition cost for each specified covered outpatient 
drug. With respect to the surveys conducted under 
clause (i), the Comptroller General shall report to Con-
gress on the justification for the size of the sample used 
in order to assure the validity of such estimates. 

‘‘(iv) DIFFERENTIATION IN COST.—In conducting 
surveys under clause (i), the Comptroller General shall 
determine and report to Congress if there is (and the 
extent of any) variation in hospital acquisition costs for 
drugs among hospitals based on the volume of covered 
OPD services performed by such hospitals or other rel-
evant characteristics of such hospitals (as defined by 
the Comptroller General). 

‘‘(v) COMMENT ON PROPOSED RATES.—Not later 
than 30 days after the date the Secretary promulgated 
proposed rules setting forth the payment rates under 
subparagraph (A) for 2006, the Comptroller General 
shall evaluate such proposed rates and submit to Con-
gress a report regarding the appropriateness of such 
rates based on the surveys the Comptroller General has 
conducted under clause (i). 
‘‘(E) ADJUSTMENT IN PAYMENT RATES FOR OVERHEAD 

COSTS.—
‘‘(i) MEDPAC REPORT ON DRUG APC DESIGN.—The 

Medicare Payment Advisory Commission shall submit 
to the Secretary, not later than July 1, 2005, a report 
on adjustment of payment for ambulatory payment 
classifications for specified covered outpatient drugs to 
take into account overhead and related expenses, such 
as pharmacy services and handling costs. Such report 
shall include—

‘‘(I) a description and analysis of the data 
available with regard to such expenses; 

‘‘(II) a recommendation as to whether such a 
payment adjustment should be made; and 

‘‘(III) if such adjustment should be made, a 
recommendation regarding the methodology for 
making such an adjustment. 
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‘‘(ii) ADJUSTMENT AUTHORIZED.—The Secretary 
may adjust the weights for ambulatory payment classi-
fications for specified covered outpatient drugs to take 
into account the recommendations contained in the re-
port submitted under clause (i). 
‘‘(F) CLASSES OF DRUGS.—For purposes of this para-

graph: 
‘‘(i) SOLE SOURCE DRUGS.—The term ‘sole source 

drug’ means—
‘‘(I) a biological product (as defined under sec-

tion 1861(t)(1)); or 
‘‘(II) a single source drug (as defined in section 

1927(k)(7)(A)(iv)). 
‘‘(ii) INNOVATOR MULTIPLE SOURCE DRUGS.—The 

term ‘innovator multiple source drug’ has the meaning 
given such term in section 1927(k)(7)(A)(ii). 

‘‘(iii) NONINNOVATOR MULTIPLE SOURCE DRUGS.—
The term ‘noninnovator multiple source drug’ has the 
meaning given such term in section 1927(k)(7)(A)(iii). 
‘‘(G) REFERENCE AVERAGE WHOLESALE PRICE.—The 

term ‘reference average wholesale price’ means, with respect 
to a specified covered outpatient drug, the average whole-
sale price for the drug as determined under section 1842(o) 
as of May 1, 2003. 

‘‘(H) INAPPLICABILITY OF EXPENDITURES IN DETER-
MINING CONVERSION, WEIGHTING, AND OTHER ADJUSTMENT 
FACTORS.—Additional expenditures resulting from this 
paragraph shall not be taken into account in establishing 
the conversion, weighting, and other adjustment factors for 
2004 and 2005 under paragraph (9), but shall be taken 
into account for subsequent years. 
‘‘(15) PAYMENT FOR NEW DRUGS AND BIOLOGICALS UNTIL 

HCPCS CODE ASSIGNED.—With respect to payment under this 
part for an outpatient drug or biological that is covered under 
this part and is furnished as part of covered OPD services for 
which a HCPCS code has not been assigned, the amount pro-
vided for payment for such drug or biological under this part 
shall be equal to 95 percent of the average wholesale price for 
the drug or biological.’’. 

(2) REDUCTION IN THRESHOLD FOR SEPARATE APCS FOR 
DRUGS.—Section 1833(t)(16), as redesignated section 411(b), is 
amended by adding at the end the following new subparagraph: 

‘‘(B) THRESHOLD FOR ESTABLISHMENT OF SEPARATE 
APCS FOR DRUGS.—The Secretary shall reduce the threshold 
for the establishment of separate ambulatory payment clas-
sification groups (APCs) with respect to drugs or biologicals 
to $50 per administration for drugs and biologicals fur-
nished in 2005 and 2006.’’. 
(3) EXCLUSION OF SEPARATE DRUG APCS FROM OUTLIER PAY-

MENTS.—Section 1833(t)(5) is amended by adding at the end 
the following new subparagraph: 

‘‘(E) EXCLUSION OF SEPARATE DRUG AND BIOLOGICAL 
APCS FROM OUTLIER PAYMENTS.—No additional payment 
shall be made under subparagraph (A) in the case of ambu-
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latory payment classification groups established separately 
for drugs or biologicals.’’. 
(4) PAYMENT FOR PASS THROUGH DRUGS.—Section 

1833(t)(6)(D)(i) (42 U.S.C. 1395l(t)(6)(D)(i)) is amended by in-
serting after ‘‘under section 1842(o)’’ the following: ‘‘(or if the 
drug or biological is covered under a competitive acquisition 
contract under section 1847B, an amount determined by the 
Secretary equal to the average price for the drug or biological 
for all competitive acquisition areas and year established under 
such section as calculated and adjusted by the Secretary for 
purposes of this paragraph)’’. 

(5) CONFORMING AMENDMENT TO BUDGET NEUTRALITY RE-
QUIREMENT.—Section 1833(t)(9)(B) (42 U.S.C. 1395l(t)(9)(B)) is 
amended by adding at the end the following: ‘‘In determining 
adjustments under the preceding sentence for 2004 and 2005, 
the Secretary shall not take into account under this subpara-
graph or paragraph (2)(E) any expenditures that would not 
have been made but for the application of paragraph (14).’’. 

(6) EFFECTIVE DATE.—The amendments made by this sub-
section shall apply to items and services furnished on or after 
January 1, 2004. 
(b) SPECIAL PAYMENT FOR BRACHYTHERAPY.—

(1) IN GENERAL.—Section 1833(t)(16), as redesignated by 
section 411(b) and as amended by subsection (a)(2), is amended 
by adding at the end the following new subparagraph: 

‘‘(C) PAYMENT FOR DEVICES OF BRACHYTHERAPY AT 
CHARGES ADJUSTED TO COST.—Notwithstanding the pre-
ceding provisions of this subsection, for a device of 
brachytherapy consisting of a seed or seeds (or radioactive 
source) furnished on or after January 1, 2004, and before 
January 1, 2007, the payment basis for the device under 
this subsection shall be equal to the hospital’s charges for 
each device furnished, adjusted to cost. Charges for such 
devices shall not be included in determining any outlier 
payment under this subsection.’’. 
(2) SPECIFICATION OF GROUPS FOR BRACHYTHERAPY DE-

VICES.—Section 1833(t)(2) (42 U.S.C. 1395l(t)(2)) is amended—
(A) in subparagraph (F), by striking ‘‘and’’ at the end; 
(B) in subparagraph (G), by striking the period at the 

end and inserting ‘‘; and’’; and 
(C) by adding at the end the following new subpara-

graph: 
‘‘(H) with respect to devices of brachytherapy consisting 

of a seed or seeds (or radioactive source), the Secretary 
shall create additional groups of covered OPD services that 
classify such devices separately from the other services (or 
group of services) paid for under this subsection in a man-
ner reflecting the number, isotope, and radioactive intensity 
of such devices furnished, including separate groups for 
palladium-103 and iodine-125 devices.’’. 
(3) GAO REPORT.—The Comptroller General of the United 

States shall conduct a study to determine appropriate payment 
amounts under section 1833(t)(16)(C) of the Social Security Act, 
as added by paragraph (1), for devices of brachytherapy. Not 
later than January 1, 2005, the Comptroller General shall sub-
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mit to Congress and the Secretary a report on the study con-
ducted under this paragraph, and shall include specific rec-
ommendations for appropriate payments for such devices. 

SEC. 622. LIMITATION OF APPLICATION OF FUNCTIONAL EQUIVA-
LENCE STANDARD. 

Section 1833(t)(6) (42 U.S.C. 1395l(t)(6)) is amended by adding 
at the end the following new subparagraph: 

‘‘(F) LIMITATION OF APPLICATION OF FUNCTIONAL 
EQUIVALENCE STANDARD.—

‘‘(i) IN GENERAL.—The Secretary may not publish 
regulations that apply a functional equivalence stand-
ard to a drug or biological under this paragraph. 

‘‘(ii) APPLICATION.—Clause (i) shall apply to the 
application of a functional equivalence standard to a 
drug or biological on or after the date of enactment of 
the Medicare Prescription Drug, Improvement, and 
Modernization Act of 2003 unless—

‘‘(I) such application was being made to such 
drug or biological prior to such date of enactment; 
and 

‘‘(II) the Secretary applies such standard to 
such drug or biological only for the purpose of de-
termining eligibility of such drug or biological for 
additional payments under this paragraph and 
not for the purpose of any other payments under 
this title. 
‘‘(iii) RULE OF CONSTRUCTION.—Nothing in this 

subparagraph shall be construed to effect the Sec-
retary’s authority to deem a particular drug to be iden-
tical to another drug if the 2 products are pharma-
ceutically equivalent and bioequivalent, as determined 
by the Commissioner of Food and Drugs.’’. 

SEC. 623. PAYMENT FOR RENAL DIALYSIS SERVICES. 
(a) INCREASE IN RENAL DIALYSIS COMPOSITE RATE FOR SERV-

ICES FURNISHED.—The last sentence of section 1881(b)(7) (42 U.S.C. 
1395rr(b)(7)) is amended—

(1) by striking ‘‘and’’ before ‘‘for such services’’ the second 
place it appears; 

(2) by inserting ‘‘and before January 1, 2005,’’ after ‘‘Janu-
ary 1, 2001,’’; and 

(3) by inserting before the period at the end the following: 
‘‘, and for such services furnished on or after January 1, 2005, 
by 1.6 percent above such composite rate payment amounts for 
such services furnished on December 31, 2004’’. 
(b) RESTORING COMPOSITE RATE EXCEPTIONS FOR PEDIATRIC 

FACILITIES.—
(1) IN GENERAL.—Section 422(a)(2) of BIPA is amended—

(A) in subparagraph (A), by striking ‘‘and (C)’’ and in-
serting ‘‘, (C), and (D)’’; 

(B) in subparagraph (B), by striking ‘‘In the case’’ and 
inserting ‘‘Subject to subparagraph (D), in the case’’; and 

(C) by adding at the end the following new subpara-
graph: 

VerDate jul 14 2003 06:29 Nov 24, 2003 Jkt 090299 PO 00000 Frm 00254 Fmt 6659 Sfmt 6603 E:\HR\OC\HR391.XXX HR391



253

‘‘(D) INAPPLICABILITY TO PEDIATRIC FACILITIES.—Sub-
paragraphs (A) and (B) shall not apply, as of October 1, 
2002, to pediatric facilities that do not have an exception 
rate described in subparagraph (C) in effect on such date. 
For purposes of this subparagraph, the term ‘pediatric fa-
cility’ means a renal facility at least 50 percent of whose 
patients are individuals under 18 years of age.’’. 
(2) CONFORMING AMENDMENT.—The fourth sentence of sec-

tion 1881(b)(7) (42 U.S.C. 1395rr(b)(7)) is amended by striking 
‘‘The Secretary’’ and inserting ‘‘Subject to section 422(a)(2) of 
the Medicare, Medicaid, and SCHIP Benefits Improvement and 
Protection Act of 2000, the Secretary’’. 
(c) INSPECTOR GENERAL STUDIES ON ESRD DRUGS.—

(1) IN GENERAL.—The Inspector General of the Department 
of Health and Human Services shall conduct two studies with 
respect to drugs and biologicals (including erythropoietin) fur-
nished to end-stage renal disease patients under the medicare 
program which are separately billed by end stage renal disease 
facilities. 

(2) STUDIES ON ESRD DRUGS.—
(A) EXISTING DRUGS.—The first study under paragraph 

(1) shall be conducted with respect to such drugs and 
biologicals for which a billing code exists prior to January 
1, 2004. 

(B) NEW DRUGS.—The second study under paragraph 
(1) shall be conducted with respect to such drugs and 
biologicals for which a billing code does not exist prior to 
January 1, 2004. 
(3) MATTERS STUDIED.—Under each study conducted under 

paragraph (1), the Inspector General shall—
(A) determine the difference between the amount of 

payment made to end stage renal disease facilities under 
title XVIII of the Social Security Act for such drugs and 
biologicals and the acquisition costs of such facilities for 
such drugs and biologicals and which are separately billed 
by end stage renal disease facilities, and 

(B) estimate the rates of growth of expenditures for 
such drugs and biologicals billed by such facilities. 
(4) REPORTS.—

(A) EXISTING ESRD DRUGS.—Not later than April 1, 
2004, the Inspector General shall report to the Secretary on 
the study described in paragraph (2)(A). 

(B) NEW ESRD DRUGS.—Not later than April 1, 2006, 
the Inspector General shall report to the Secretary on the 
study described in paragraph (2)(B). 

(d) BASIC CASE-MIX ADJUSTED COMPOSITE RATE FOR RENAL 
DIALYSIS FACILITY SERVICES.—(1) Section 1881(b) (42 U.S.C. 
1395rr(b)) is amended by adding at the end the following new para-
graphs: 

‘‘(12)(A) In lieu of payment under paragraph (7) beginning with 
services furnished on January 1, 2005, the Secretary shall establish 
a basic case-mix adjusted prospective payment system for dialysis 
services furnished by providers of services and renal dialysis facili-
ties in a year to individuals in a facility and to such individuals 
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at home. The case-mix under such system shall be for a limited 
number of patient characteristics. 

‘‘(B) The system described in subparagraph (A) shall include—
‘‘(i) the services comprising the composite rate established 

under paragraph (7); and 
‘‘(ii) the difference between payment amounts under this 

title for separately billed drugs and biologicals (including eryth-
ropoietin) and acquisition costs of such drugs and biologicals, 
as determined by the Inspector General reports to the Secretary 
as required by section 623(c) of the Medicare Prescription Drug, 
Improvement, and Modernization Act of 2003—

‘‘(I) beginning with 2005, for such drugs and 
biologicals for which a billing code exists prior to January 
1, 2004; and 

‘‘(II) beginning with 2007, for such drugs and 
biologicals for which a billing code does not exist prior to 
January 1, 2004, 

adjusted to 2005, or 2007, respectively, as determined to be ap-
propriate by the Secretary. 
‘‘(C)(i) In applying subparagraph (B)(ii) for 2005, such payment 

amounts under this title shall be determined using the methodology 
specified in paragraph (13)(A)(i). 

‘‘(ii) For 2006, the Secretary shall provide for an adjustment to 
the payments under clause (i) to reflect the difference between the 
payment amounts using the methodology under paragraph (13)(A)(i) 
and the payment amount determined using the methodology applied 
by the Secretary under paragraph (13)(A)(iii) of such paragraph, as 
estimated by the Secretary. 

‘‘(D) The Secretary shall adjust the payment rates under such 
system by a geographic index as the Secretary determines to be ap-
propriate. If the Secretary applies a geographic index under this 
paragraph that differs from the index applied under paragraph (7) 
the Secretary shall phase-in the application of the index under this 
paragraph over a multiyear period. 

‘‘(E)(i) Such system shall be designed to result in the same ag-
gregate amount of expenditures for such services, as estimated by 
the Secretary, as would have been made for 2005 if this paragraph 
did not apply. 

‘‘(ii) The adjustment made under subparagraph (B)(ii)(II) shall 
be done in a manner to result in the same aggregate amount of ex-
penditures after such adjustment as would otherwise have been 
made for such services for 2006 or 2007, respectively, as estimated 
by the Secretary, if this paragraph did not apply. 

‘‘(F) Beginning with 2006, the Secretary shall annually increase 
the basic case-mix adjusted payment amounts established under 
this paragraph, by an amount determined by—

‘‘(i) applying the estimated growth in expenditures for 
drugs and biologicals (including erythropoietin) that are sepa-
rately billable to the component of the basic case-mix adjusted 
system described in subparagraph (B)(ii); and 

‘‘(ii) converting the amount determined in clause (i) to an 
increase applicable to the basic case-mix adjusted payment 
amounts established under subparagraph (B). 
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Nothing in this paragraph shall be construed as providing for an 
update to the composite rate component of the basic case-mix ad-
justed system under subparagraph (B). 

‘‘(G) There shall be no administrative or judicial review under 
section 1869, section 1878, or otherwise, of the case-mix system, rel-
ative weights, payment amounts, the geographic adjustment factor, 
or the update for the system established under this paragraph, or 
the determination of the difference between medicare payment 
amounts and acquisition costs for separately billed drugs and 
biologicals (including erythropoietin) under this paragraph and 
paragraph (13). 

‘‘(13)(A) The payment amounts under this title for separately 
billed drugs and biologicals furnished in a year, beginning with 
2004, are as follows: 

‘‘(i) For such drugs and biologicals (other than erythro-
poietin) furnished in 2004, the amount determined under sec-
tion 1842(o)(1)(A)(v) for the drug or biological. 

‘‘(ii) For such drugs and biologicals (including erythro-
poietin) furnished in 2005, the acquisition cost of the drug or 
biological, as determined by the Inspector General reports to the 
Secretary as required by section 623(c) of the Medicare Prescrip-
tion Drug, Improvement, and Modernization Act of 2003. Inso-
far as the Inspector General has not determined the acquisition 
cost with respect to a drug or biological, the Secretary shall de-
termine the payment amount for such drug or biological. 

‘‘(iii) For such drugs and biologicals (including erythro-
poietin) furnished in 2006 and subsequent years, such acquisi-
tion cost or the amount determined under section 1847A for the 
drug or biological, as the Secretary may specify. 
‘‘(B)(i) Drugs and biologicals (including erythropoietin) which 

were separately billed under this subsection on the day before the 
date of the enactment of the Medicare Prescription Drug, Improve-
ment, and Modernization Act of 2003 shall continue to be separately 
billed on and after such date. 

‘‘(ii) Nothing in this paragraph, section 1842(o), section 1847A, 
or section 1847B shall be construed as requiring or authorizing the 
bundling of payment for drugs and biologicals into the basic case-
mix adjusted payment system under this paragraph.’’. 

(2) Paragraph (7) of such section is amended in the first sen-
tence by striking ‘‘The Secretary’’ and inserting ‘‘Subject to para-
graph (12), the Secretary’’. 

(3) Paragraph (11)(B) of such section is amended by inserting 
‘‘subject to paragraphs (12) and (13)’’ before ‘‘payment for such 
item’’. 

(e) DEMONSTRATION OF BUNDLED CASE-MIX ADJUSTED PAY-
MENT SYSTEM FOR ESRD SERVICES.—

(1) IN GENERAL.—The Secretary shall establish a dem-
onstration project of the use of a fully case-mix adjusted pay-
ment system for end stage renal disease services under section 
1881 of the Social Security Act (42 U.S.C. 1395rr) for patient 
characteristics identified in the report under subsection (f) that 
bundles into such payment rates amounts for—

(A) drugs and biologicals (including erythropoietin) 
furnished to end stage renal disease patients under the 
medicare program which are separately billed by end stage 
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renal disease facilities (as of the date of the enactment of 
this Act); and 

(B) clinical laboratory tests related to such drugs and 
biologicals.
(2) FACILITIES INCLUDED IN THE DEMONSTRATION.—In con-

ducting the demonstration under this subsection, the Secretary 
shall ensure the participation of a sufficient number of pro-
viders of dialysis services and renal dialysis facilities, but in no 
case to exceed 500. In selecting such providers and facilities, the 
Secretary shall ensure that the following types of providers are 
included in the demonstration: 

(A) Urban providers and facilities. 
(B) Rural providers and facilities. 
(C) Not-for-profit providers and facilities. 
(D) For-profit providers and facilities. 
(E) Independent providers and facilities. 
(F) Specialty providers and facilities, including pedi-

atric providers and facilities and small providers and fa-
cilities. 
(3) TEMPORARY ADD-ON PAYMENT FOR DIALYSIS SERVICES 

FURNISHED UNDER THE DEMONSTRATION.—
(A) IN GENERAL.—During the period of the demonstra-

tion project, the Secretary shall increase payment rates that 
would otherwise apply under section 1881(b) of such Act 
(42 U.S.C. 1395rr(b)) by 1.6 percent for dialysis services 
furnished in facilities in the demonstration site. 

(B) RULES OF CONSTRUCTION.—Nothing in this sub-
section shall be construed as—

(i) as an annual update under section 1881(b) of 
the Social Security Act (42 U.S.C. 1395rr(b)); 

(ii) as increasing the baseline for payments under 
such section; or 

(iii) requiring the budget neutral implementation 
of the demonstration project under this subsection. 

(4) 3-YEAR PERIOD.—The Secretary shall conduct the dem-
onstration under this subsection for the 3-year period beginning 
on January 1, 2006. 

(5) USE OF ADVISORY BOARD.—
(A) IN GENERAL.—In carrying out the demonstration 

under this subsection, the Secretary shall establish an advi-
sory board comprised of representatives described in sub-
paragraph (B) to provide advice and recommendations with 
respect to the establishment and operation of such dem-
onstration. 

(B) REPRESENTATIVES.—Representatives referred to in 
subparagraph (A) include representatives of the following: 

(i) Patient organizations. 
(ii) Individuals with expertise in end stage renal 

dialysis services, such as clinicians, economists, and re-
searchers. 

(iii) The Medicare Payment Advisory Commission, 
established under section 1805 of the Social Security 
Act (42 U.S.C. 1395b–6). 

(iv) The National Institutes of Health. 
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(v) Network organizations under section 1881(c) of 
the Social Security Act (42 U.S.C. 1395rr(c)). 

(vi) Medicare contractors to monitor quality of 
care. 

(vii) Providers of services and renal dialysis facili-
ties furnishing end stage renal disease services. 
(C) TERMINATION OF ADVISORY PANEL.—The advisory 

panel shall terminate on December 31, 2008. 
(6) AUTHORIZATION OF APPROPRIATIONS.—There are author-

ized to be appropriated, in appropriate part from the Federal 
Hospital Insurance Trust Fund and the Federal Supplementary 
Medical Insurance Trust Fund, $5,000,000 in fiscal year 2006 
to conduct the demonstration under this subsection. 
(f) REPORT ON A BUNDLED PROSPECTIVE PAYMENT SYSTEM FOR 

END STAGE RENAL DISEASE SERVICES.—
(1) REPORT.—

(A) IN GENERAL.—Not later than October 1, 2005, the 
Secretary shall submit to Congress a report detailing the 
elements and features for the design and implementation of 
a bundled prospective payment system for services fur-
nished by end stage renal disease facilities including, to the 
maximum extent feasible, bundling of drugs, clinical lab-
oratory tests, and other items that are separately billed by 
such facilities. The report shall include a description of the 
methodology to be used for the establishment of payment 
rates, including components of the new system described in 
paragraph (2). 

(B) RECOMMENDATIONS.—The Secretary shall include 
in such report recommendations on elements, features, and 
methodology for a bundled prospective payment system or 
other issues related to such system as the Secretary deter-
mines to be appropriate. 
(2) ELEMENTS AND FEATURES OF A BUNDLED PROSPECTIVE 

PAYMENT SYSTEM.—The report required under paragraph (1) 
shall include the following elements and features of a bundled 
prospective payment system: 

(A) BUNDLE OF ITEMS AND SERVICES.—A description of 
the bundle of items and services to be included under the 
prospective payment system. 

(B) CASE MIX.—A description of the case-mix adjust-
ment to account for the relative resource use of different 
types of patients. 

(C) WAGE INDEX.—A description of an adjustment to 
account for geographic differences in wages. 

(D) RURAL AREAS.—The appropriateness of establishing 
a specific payment adjustment to account for additional 
costs incurred by rural facilities. 

(E) OTHER ADJUSTMENTS.—Such other adjustments as 
may be necessary to reflect the variation in costs incurred 
by facilities in caring for patients with end stage renal dis-
ease. 

(F) UPDATE FRAMEWORK.—A methodology for appro-
priate updates under the prospective payment system. 

(G) ADDITIONAL RECOMMENDATIONS.—Such other mat-
ters as the Secretary determines to be appropriate. 
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SEC. 624. 2-YEAR MORATORIUM ON THERAPY CAPS; PROVISIONS RE-
LATING TO REPORTS. 

(a) ADDITIONAL MORATORIUM ON THERAPY CAPS.—
(1) 2004 AND 2005.—Section 1833(g)(4) (42 U.S.C. 

1395l(g)(4)) is amended by striking ‘‘and 2002’’ and inserting 
‘‘2002, 2004, and 2005’’. 

(2) REMAINDER OF 2003.—For the period beginning on the 
date of the enactment of this Act and ending of December 31, 
2003, the Secretary shall not apply the provisions of paragraphs 
(1), (2), and (3) of section 1833(g) to expenses incurred with re-
spect to services described in such paragraphs during such pe-
riod. Nothing in the preceding sentence shall be construed as 
affecting the application of such paragraphs by the Secretary 
before the date of the enactment of this Act. 
(b) PROMPT SUBMISSION OF OVERDUE REPORTS ON PAYMENT 

AND UTILIZATION OF OUTPATIENT THERAPY SERVICES.—Not later 
than March 31, 2004, the Secretary shall submit to Congress the re-
ports required under section 4541(d)(2) of the Balanced Budget Act 
of 1997 (Public Law 105–33; 111 Stat. 457) (relating to alternatives 
to a single annual dollar cap on outpatient therapy) and under sec-
tion 221(d) of the Medicare, Medicaid, and SCHIP Balanced Budget 
Refinement Act of 1999 (Appendix F, 113 Stat. 1501A–352), as en-
acted into law by section 1000(a)(6) of Public Law 106–113 (relating 
to utilization patterns for outpatient therapy). 

(c) GAO REPORT IDENTIFYING CONDITIONS AND DISEASES JUS-
TIFYING WAIVER OF THERAPY CAP.—

(1) STUDY.—The Comptroller General of the United States 
shall identify conditions or diseases that may justify waiving 
the application of the therapy caps under section 1833(g) of the 
Social Security Act (42 U.S.C. 1395l(g)) with respect to such 
conditions or diseases. 

(2) REPORT TO CONGRESS.—Not later than October 1, 2004, 
the Comptroller General shall submit to Congress a report on 
the conditions and diseases identified under paragraph (1), and 
shall include a recommendation of criteria, with respect to such 
conditions and disease, under which a waiver of the therapy 
caps would apply. 

SEC. 625. WAIVER OF PART B LATE ENROLLMENT PENALTY FOR CER-
TAIN MILITARY RETIREES; SPECIAL ENROLLMENT PE-
RIOD. 

(a) WAIVER OF PENALTY.—
(1) IN GENERAL.—Section 1839(b) (42 U.S.C. 1395r(b)) is 

amended by adding at the end the following new sentence: ‘‘No 
increase in the premium shall be effected for a month in the 
case of an individual who enrolls under this part during 2001, 
2002, 2003, or 2004 and who demonstrates to the Secretary be-
fore December 31, 2004, that the individual is a covered bene-
ficiary (as defined in section 1072(5) of title 10, United States 
Code). The Secretary of Health and Human Services shall con-
sult with the Secretary of Defense in identifying individuals de-
scribed in the previous sentence.’’. 

(2) EFFECTIVE DATE.—The amendment made by paragraph 
(1) shall apply to premiums for months beginning with January 
2004. The Secretary shall establish a method for providing re-
bates of premium penalties paid for months on or after January 
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2004 for which a penalty does not apply under such amend-
ment but for which a penalty was previously collected. 
(b) MEDICARE PART B SPECIAL ENROLLMENT PERIOD.—

(1) IN GENERAL.—In the case of any individual who, as of 
the date of the enactment of this Act, is eligible to enroll but is 
not enrolled under part B of title XVIII of the Social Security 
Act and is a covered beneficiary (as defined in section 1072(5) 
of title 10, United States Code), the Secretary of Health and 
Human Services shall provide for a special enrollment period 
during which the individual may enroll under such part. Such 
period shall begin as soon as possible after the date of the en-
actment of this Act and shall end on December 31, 2004. 

(2) COVERAGE PERIOD.—In the case of an individual who 
enrolls during the special enrollment period provided under 
paragraph (1), the coverage period under part B of title XVIII 
of the Social Security Act shall begin on the first day of the 
month following the month in which the individual enrolls. 

SEC. 626. PAYMENT FOR SERVICES FURNISHED IN AMBULATORY SUR-
GICAL CENTERS. 

(a) REDUCTIONS IN PAYMENT UPDATES.—Section 1833(i)(2)(C) 
(42 U.S.C. 1395l(i)(2)(C)) is amended to read as follows: 

‘‘(C)(i) Notwithstanding the second sentence of each of subpara-
graphs (A) and (B), except as otherwise specified in clauses (ii), (iii), 
and (iv), if the Secretary has not updated amounts established 
under such subparagraphs or under subparagraph (D), with respect 
to facility services furnished during a fiscal year (beginning with 
fiscal year 1986 or a calendar year (beginning with 2006)), such 
amounts shall be increased by the percentage increase in the Con-
sumer Price Index for all urban consumers (U.S. city average) as es-
timated by the Secretary for the 12-month period ending with the 
midpoint of the year involved. 

‘‘(ii) In each of the fiscal years 1998 through 2002, the increase 
under this subparagraph shall be reduced (but not below zero) by 
2.0 percentage points. 

‘‘(iii) In fiscal year 2004, beginning with April 1, 2004, the in-
crease under this subparagraph shall be the Consumer Price Index 
for all urban consumers (U.S. city average) as estimated by the Sec-
retary for the 12-month period ending with March 31, 2003, minus 
3.0 percentage points. 

‘‘(iv) In fiscal year 2005, the last quarter of calendar year 2005, 
and each of calendar years 2006 through 2009, the increase under 
this subparagraph shall be 0 percent.’’.

(b) REPEAL OF SURVEY REQUIREMENT AND IMPLEMENTATION OF 
NEW SYSTEM.—Section 1833(i)(2) (42 U.S.C. 1395l(i)(2)) is amend-
ed—

(1) in subparagraph (A)—
(A) in the matter preceding clause (i), by striking ‘‘The’’ 

and inserting ‘‘For services furnished prior to the imple-
mentation of the system described in subparagraph (D), 
the’’; and 

(B) in clause (i), by striking ‘‘taken not later than Jan-
uary 1, 1995, and every 5 years thereafter,’’; and 
(2) by adding at the end the following new subparagraph: 

‘‘(D)(i) Taking into account the recommendations in the report 
under section 626(d) of Medicare Prescription Drug, Improvement, 
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and Modernization Act of 2003, the Secretary shall implement a re-
vised payment system for payment of surgical services furnished in 
ambulatory surgical centers. 

‘‘(ii) In the year the system described in clause (i) is imple-
mented, such system shall be designed to result in the same aggre-
gate amount of expenditures for such services as would be made if 
this subparagraph did not apply, as estimated by the Secretary. 

‘‘(iii) The Secretary shall implement the system described in 
clause (i) for periods in a manner so that it is first effective begin-
ning on or after January 1, 2006, and not later than January 1, 
2008. 

‘‘(iv) There shall be no administrative or judicial review under 
section 1869, 1878, or otherwise, of the classification system, the rel-
ative weights, payment amounts, and the geographic adjustment 
factor, if any, under this subparagraph.’’. 

(c) CONFORMING AMENDMENT.—Section 1833(a)(1) (42 U.S.C. 
1395l(a)(1)) is amended by adding the following new subparagraph: 

‘‘(G) with respect to facility services furnished in con-
nection with a surgical procedure specified pursuant to sub-
section (i)(1)(A) and furnished to an individual in an am-
bulatory surgical center described in such subsection, for 
services furnished beginning with the implementation date 
of a revised payment system for such services in such facili-
ties specified in subsection (i)(2)(D), the amounts paid shall 
be 80 percent of the lesser of the actual charge for the serv-
ices or the amount determined by the Secretary under such 
revised payment system,’’. 

(d) GAO STUDY OF AMBULATORY SURGICAL CENTER PAY-
MENTS.—

(1) STUDY.—
(A) IN GENERAL.—The Comptroller General of the 

United States shall conduct a study that compares the rel-
ative costs of procedures furnished in ambulatory surgical 
centers to the relative costs of procedures furnished in hos-
pital outpatient departments under section 1833(t) of the 
Social Security Act (42 U.S.C. 1395l(t)). The study shall 
also examine how accurately ambulatory payment cat-
egories reflect procedures furnished in ambulatory surgical 
centers. 

(B) CONSIDERATION OF ASC DATA.—In conducting the 
study under paragraph (1), the Comptroller General shall 
consider data submitted by ambulatory surgical centers re-
garding the matters described in clauses (i) through (iii) of 
paragraph (2)(B). 
(2) REPORT AND RECOMMENDATIONS.—

(A) REPORT.—Not later than January 1, 2005, the 
Comptroller General shall submit to Congress a report on 
the study conducted under paragraph (1). 

(B) RECOMMENDATIONS.—The report submitted under 
subparagraph (A) shall include recommendations on the 
following matters: 

(i) The appropriateness of using the groups of cov-
ered services and relative weights established under the 
outpatient prospective payment system as the basis of 
payment for ambulatory surgical centers. 
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(ii) If the relative weights under such hospital out-
patient prospective payment system are appropriate for 
such purpose—

(I) whether the payment rates for ambulatory 
surgical centers should be based on a uniform per-
centage of the payment rates or weights under such 
outpatient system; or 

(II) whether the payment rates for ambulatory 
surgical centers should vary, or the weights should 
be revised, based on specific procedures or types of 
services (such as ophthalmology and pain manage-
ment services). 
(iii) Whether a geographic adjustment should be 

used for payment of services furnished in ambulatory 
surgical centers, and if so, the labor and nonlabor 
shares of such payment. 

SEC. 627. PAYMENT FOR CERTAIN SHOES AND INSERTS UNDER THE 
FEE SCHEDULE FOR ORTHOTICS AND PROSTHETICS. 

(a) IN GENERAL.—Section 1833(o) (42 U.S.C. 1395l(o)) is 
amended—

(1) in paragraph (1)(B), by striking ‘‘no more than the lim-
its established under paragraph (2)’’ and inserting ‘‘no more 
than the amount of payment applicable under paragraph (2)’’; 
and 

(2) in paragraph (2), to read as follows: 
‘‘(2)(A) Except as provided by the Secretary under subpara-

graphs (B) and (C), the amount of payment under this paragraph 
for custom molded shoes, extra-depth shoes, and inserts shall be the 
amount determined for such items by the Secretary under section 
1834(h). 

‘‘(B) The Secretary may establish payment amounts for shoes 
and inserts that are lower than the amount established under sec-
tion 1834(h) if the Secretary finds that shoes and inserts of an ap-
propriate quality are readily available at or below the amount es-
tablished under such section. 

‘‘(C) In accordance with procedures established by the Secretary, 
an individual entitled to benefits with respect to shoes described in 
section 1861(s)(12) may substitute modification of such shoes in-
stead of obtaining one (or more, as specified by the Secretary) pair 
of inserts (other than the original pair of inserts with respect to such 
shoes). In such case, the Secretary shall substitute, for the payment 
amount established under section 1834(h), a payment amount that 
the Secretary estimates will assure that there is no net increase in 
expenditures under this subsection as a result of this subpara-
graph.’’. 

(b) CONFORMING AMENDMENTS.—(1) Section 1834(h)(4)(C) (42 
U.S.C. 1395m(h)(4)(C)) is amended by inserting ‘‘(and includes 
shoes described in section 1861(s)(12))’’ after ‘‘in section 1861(s)(9)’’. 

(2) Section 1842(s)(2) (42 U.S.C. 1395u(s)(2)) is amended by 
striking subparagraph (C). 

(c) EFFECTIVE DATE.—The amendments made by this section 
shall apply to items furnished on or after January 1, 2005. 
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SEC. 628. PAYMENT FOR CLINICAL DIAGNOSTIC LABORATORY TESTS. 
Section 1833(h)(2)(A)(ii)(IV) (42 U.S.C. 1395l(h)(2)(A)(ii)(IV)) is 

amended by striking ‘‘and 1998 through 2002’’ and inserting ‘‘, 1998 
through 2002, and 2004 through 2008’’. 
SEC. 629. INDEXING PART B DEDUCTIBLE TO INFLATION. 

The first sentence of section 1833(b) (42 U.S.C. 1395l(b)) is 
amended by striking ‘‘and $100 for 1991 and subsequent years’’ and 
inserting the following: ‘‘, $100 for 1991 through 2004, $110 for 
2005, and for a subsequent year the amount of such deductible for 
the previous year increased by the annual percentage increase in the 
monthly actuarial rate under section 1839(a)(1) ending with such 
subsequent year (rounded to the nearest $1)’’. 
SEC. 630. 5-YEAR AUTHORIZATION OF REIMBURSEMENT FOR ALL 

MEDICARE PART B SERVICES FURNISHED BY CERTAIN IN-
DIAN HOSPITALS AND CLINICS. 

Section 1880(e)(1)(A) (42 U.S.C. 1395qq(e)(1)(A)) is amended by 
inserting ‘‘(and for items and services furnished during the 5-year 
period beginning on January 1, 2005, all items and services for 
which payment may be made under part B)’’ after ‘‘for services de-
scribed in paragraph (2)’’. 

Subtitle D—Additional Demonstrations, Studies, and Other 
Provisions 

SEC. 641. DEMONSTRATION PROJECT FOR COVERAGE OF CERTAIN 
PRESCRIPTION DRUGS AND BIOLOGICALS. 

(a) DEMONSTRATION PROJECT.—The Secretary shall conduct a 
demonstration project under part B of title XVIII of the Social Secu-
rity Act under which payment is made for drugs or biologicals that 
are prescribed as replacements for drugs and biologicals described 
in section 1861(s)(2)(A) or 1861(s)(2)(Q) of such Act (42 U.S.C. 
1395x(s)(2)(A), 1395x(s)(2)(Q)), or both, for which payment is made 
under such part. Such project shall provide for cost-sharing applica-
ble with respect to such drugs or biologicals in the same manner as 
cost-sharing applies with respect to part D drugs under standard 
prescription drug coverage (as defined in section 1860D–2(b) of the 
Social Security Act, as added by section 101(a)). 

(b) DEMONSTRATION PROJECT SITES.—The project established 
under this section shall be conducted in sites selected by the Sec-
retary. 

(c) DURATION.—The Secretary shall conduct the demonstration 
project for the 2-year period beginning on the date that is 90 days 
after the date of the enactment of this Act, but in no case may the 
project extend beyond December 31, 2005. 

(d) LIMITATION.—Under the demonstration project over the du-
ration of the project, the Secretary may not provide—

(1) coverage for more than 50,000 patients; and
(2) more than $500,000,000 in funding. 

(e) REPORT.—Not later than July 1, 2006, the Secretary shall 
submit to Congress a report on the project. The report shall include 
an evaluation of patient access to care and patient outcomes under 
the project, as well as an analysis of the cost effectiveness of the 
project, including an evaluation of the costs savings (if any) to the 
medicare program attributable to reduced physicians’ services and 
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hospital outpatient departments services for administration of the 
biological. 
SEC. 642. EXTENSION OF COVERAGE OF INTRAVENOUS IMMUNE GLOB-

ULIN (IVIG) FOR THE TREATMENT OF PRIMARY IMMUNE 
DEFICIENCY DISEASES IN THE HOME. 

(a) IN GENERAL.—Section 1861 (42 U.S.C. 1395x), as amended 
by sections 611(a) and 612(a) is amended—

(1) in subsection (s)(2)—
(A) by striking ‘‘and’’ at the end of subparagraph (X); 
(B) by adding ‘‘and’’ at the end of subparagraph (Y); 

and 
(C) by adding at the end the following new subpara-

graph: 
‘‘(Z) intravenous immune globulin for the treatment of 

primary immune deficiency diseases in the home (as de-
fined in subsection (zz));’’; and 
(2) by adding at the end the following new subsection: 

‘‘Intravenous Immune Globulin 

‘‘(zz) The term ‘intravenous immune globulin’ means an ap-
proved pooled plasma derivative for the treatment in the patient’s 
home of a patient with a diagnosed primary immune deficiency dis-
ease, but not including items or services related to the administra-
tion of the derivative, if a physician determines administration of 
the derivative in the patient’s home is medically appropriate.’’. 

(b) PAYMENT AS A DRUG OR BIOLOGICAL.—Section 1833(a)(1)(S) 
(42 U.S.C. 1395l(a)(1)(S)) is amended by inserting ‘‘(including intra-
venous immune globulin (as defined in section 1861(zz)))’’ after 
‘‘with respect to drugs and biologicals’’. 

(c) EFFECTIVE DATE.—The amendments made by this section 
shall apply to items furnished administered on or after January 1, 
2004. 
SEC. 643. MEDPAC STUDY OF COVERAGE OF SURGICAL FIRST ASSIST-

ING SERVICES OF CERTIFIED REGISTERED NURSE FIRST 
ASSISTANTS. 

(a) STUDY.—The Medicare Payment Advisory Commission (in 
this section referred to as the ‘‘Commission’’) shall conduct a study 
on the feasibility and advisability of providing for payment under 
part B of title XVIII of the Social Security Act for surgical first as-
sisting services furnished by a certified registered nurse first assist-
ant to medicare beneficiaries. 

(b) REPORT.—Not later than January 1, 2005, the Commission 
shall submit to Congress a report on the study conducted under sub-
section (a) together with recommendations for such legislation or 
administrative action as the Commission determines to be appro-
priate. 

(c) DEFINITIONS.—In this section: 
(1) SURGICAL FIRST ASSISTING SERVICES.—The term ‘‘sur-

gical first assisting services’’ means services consisting of first 
assisting a physician with surgery and related preoperative, 
intraoperative, and postoperative care (as determined by the 
Secretary) furnished by a certified registered nurse first assist-
ant (as defined in paragraph (2)) which the certified registered 
nurse first assistant is legally authorized to perform by the 
State in which the services are performed. 
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(2) CERTIFIED REGISTERED NURSE FIRST ASSISTANT.—The 
term ‘‘certified registered nurse first assistant’’ means an indi-
vidual who—

(A) is a registered nurse and is licensed to practice 
nursing in the State in which the surgical first assisting 
services are performed; 

(B) has completed a minimum of 2,000 hours of first 
assisting a physician with surgery and related preoperative, 
intraoperative, and postoperative care; and 

(C) is certified as a registered nurse first assistant by 
an organization recognized by the Secretary. 

SEC. 644. MEDPAC STUDY OF PAYMENT FOR CARDIO-THORACIC SUR-
GEONS. 

(a) STUDY.—The Medicare Payment Advisory Commission (in 
this section referred to as the ‘‘Commission’’) shall conduct a study 
on the practice expense relative values established by the Secretary 
of Health and Human Services under the medicare physician fee 
schedule under section 1848 of the Social Security Act (42 U.S.C. 
1395w–4) for physicians in the specialties of thoracic and cardiac 
surgery to determine whether such values adequately take into ac-
count the attendant costs that such physicians incur in providing 
clinical staff for patient care in hospitals. 

(b) REPORT.—Not later than January 1, 2005, the Commission 
shall submit to Congress a report on the study conducted under sub-
section (a) together with recommendations for such legislation or 
administrative action as the Commission determines to be appro-
priate. 
SEC. 645. STUDIES RELATING TO VISION IMPAIRMENTS. 

(a) COVERAGE OF OUTPATIENT VISION SERVICES FURNISHED BY 
VISION REHABILITATION PROFESSIONALS UNDER PART B.—

(1) STUDY.—The Secretary shall conduct a study to deter-
mine the feasibility and advisability of providing for payment 
for vision rehabilitation services furnished by vision rehabilita-
tion professionals. 

(2) REPORT.—Not later than January 1, 2005, the Secretary 
shall submit to Congress a report on the study conducted under 
paragraph (1) together with recommendations for such legisla-
tion or administrative action as the Secretary determines to be 
appropriate. 

(3) VISION REHABILITATION PROFESSIONAL DEFINED.—In 
this subsection, the term ‘‘vision rehabilitation professional’’ 
means an orientation and mobility specialist, a rehabilitation 
teacher, or a low vision therapist. 
(b) REPORT ON APPROPRIATENESS OF A DEMONSTRATION 

PROJECT TO TEST FEASIBILITY OF USING PPO NETWORKS TO RE-
DUCE COSTS OF ACQUIRING EYEGLASSES FOR MEDICARE BENE-
FICIARIES AFTER CATARACT SURGERY.—Not later than 1 year after 
the date of the enactment of this Act, the Secretary shall submit to 
Congress a report on the feasibility of establishing a two-year dem-
onstration project under which the Secretary enters into arrange-
ments with vision care preferred provider organization networks to 
furnish and pay for conventional eyeglasses subsequent to each cata-
ract surgery with insertion of an intraocular lens on behalf of Medi-
care beneficiaries. In such report, the Secretary shall include an es-
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timate of potential cost savings to the Medicare program through 
the use of such networks, taking into consideration quality of service 
and beneficiary access to services offered by vision care preferred 
provider organization networks. 
SEC. 646. MEDICARE HEALTH CARE QUALITY DEMONSTRATION PRO-

GRAMS. 
Title XVIII (42 U.S.C. 1395 et seq.) is amended by inserting 

after section 1866B the following new section: 

‘‘HEALTH CARE QUALITY DEMONSTRATION PROGRAM 

‘‘SEC. 1866C. (a) DEFINITIONS.—In this section: 
‘‘(1) BENEFICIARY.—The term ‘beneficiary’ means an indi-

vidual who is entitled to benefits under part A and enrolled 
under part B, including any individual who is enrolled in a 
Medicare Advantage plan under part C. 

‘‘(2) HEALTH CARE GROUP.—
‘‘(A) IN GENERAL.—The term ‘health care group’ 

means—
‘‘(i) a group of physicians that is organized at least 

in part for the purpose of providing physician’s services 
under this title; 

‘‘(ii) an integrated health care delivery system that 
delivers care through coordinated hospitals, clinics, 
home health agencies, ambulatory surgery centers, 
skilled nursing facilities, rehabilitation facilities and 
clinics, and employed, independent, or contracted phy-
sicians; or 

‘‘(iii) an organization representing regional coali-
tions of groups or systems described in clause (i) or (ii). 
‘‘(B) INCLUSION.—As the Secretary determines appro-

priate, a health care group may include a hospital or any 
other individual or entity furnishing items or services for 
which payment may be made under this title that is affili-
ated with the health care group under an arrangement 
structured so that such hospital, individual, or entity par-
ticipates in a demonstration project under this section. 
‘‘(3) PHYSICIAN.—Except as otherwise provided for by the 

Secretary, the term ‘physician’ means any individual who fur-
nishes services that may be paid for as physicians’ services 
under this title. 
‘‘(b) DEMONSTRATION PROJECTS.—The Secretary shall establish 

a 5-year demonstration program under which the Secretary shall 
approve demonstration projects that examine health delivery factors 
that encourage the delivery of improved quality in patient care, in-
cluding—

‘‘(1) the provision of incentives to improve the safety of care 
provided to beneficiaries; 

‘‘(2) the appropriate use of best practice guidelines by pro-
viders and services by beneficiaries; 

‘‘(3) reduced scientific uncertainty in the delivery of care 
through the examination of variations in the utilization and al-
location of services, and outcomes measurement and research; 

‘‘(4) encourage shared decision making between providers 
and patients; 
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‘‘(5) the provision of incentives for improving the quality 
and safety of care and achieving the efficient allocation of re-
sources; 

‘‘(6) the appropriate use of culturally and ethnically sen-
sitive health care delivery; and

‘‘(7) the financial effects on the health care marketplace of 
altering the incentives for care delivery and changing the allo-
cation of resources. 
‘‘(c) ADMINISTRATION BY CONTRACT.—

‘‘(1) IN GENERAL.—Except as otherwise provided in this sec-
tion, the Secretary may administer the demonstration program 
established under this section in a manner that is similar to the 
manner in which the demonstration program established under 
section 1866A is administered in accordance with section 
1866B. 

‘‘(2) ALTERNATIVE PAYMENT SYSTEMS.—A health care group 
that receives assistance under this section may, with respect to 
the demonstration project to be carried out with such assist-
ance, include proposals for the use of alternative payment sys-
tems for items and services provided to beneficiaries by the 
group that are designed to—

‘‘(A) encourage the delivery of high quality care while 
accomplishing the objectives described in subsection (b); 
and 

‘‘(B) streamline documentation and reporting require-
ments otherwise required under this title. 
‘‘(3) BENEFITS.—A health care group that receives assist-

ance under this section may, with respect to the demonstration 
project to be carried out with such assistance, include modifica-
tions to the package of benefits available under the original 
medicare fee-for-service program under parts A and B or the 
package of benefits available through a Medicare Advantage 
plan under part C. The criteria employed under the demonstra-
tion program under this section to evaluate outcomes and deter-
mine best practice guidelines and incentives shall not be used 
as a basis for the denial of medicare benefits under the dem-
onstration program to patients against their wishes (or if the 
patient is incompetent, against the wishes of the patient’s surro-
gate) on the basis of the patient’s age or expected length of life 
or of the patient’s present or predicted disability, degree of med-
ical dependency, or quality of life. 
‘‘(d) ELIGIBILITY CRITERIA.—To be eligible to receive assistance 

under this section, an entity shall—
‘‘(1) be a health care group; 
‘‘(2) meet quality standards established by the Secretary, in-

cluding—
‘‘(A) the implementation of continuous quality improve-

ment mechanisms that are aimed at integrating commu-
nity-based support services, primary care, and referral care; 

‘‘(B) the implementation of activities to increase the de-
livery of effective care to beneficiaries; 

‘‘(C) encouraging patient participation in preference-
based decisions; 
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‘‘(D) the implementation of activities to encourage the 
coordination and integration of medical service delivery; 
and 

‘‘(E) the implementation of activities to measure and 
document the financial impact on the health care market-
place of altering the incentives of health care delivery and 
changing the allocation of resources; and 
‘‘(3) meet such other requirements as the Secretary may es-

tablish. 
‘‘(e) WAIVER AUTHORITY.—The Secretary may waive such re-

quirements of titles XI and XVIII as may be necessary to carry out 
the purposes of the demonstration program established under this 
section. 

‘‘(f) BUDGET NEUTRALITY.—With respect to the 5-year period of 
the demonstration program under subsection (b), the aggregate ex-
penditures under this title for such period shall not exceed the ag-
gregate expenditures that would have been expended under this title 
if the program established under this section had not been imple-
mented. 

‘‘(g) NOTICE REQUIREMENTS.—In the case of an individual that 
receives health care items or services under a demonstration pro-
gram carried out under this section, the Secretary shall ensure that 
such individual is notified of any waivers of coverage or payment 
rules that are applicable to such individual under this title as a re-
sult of the participation of the individual in such program. 

‘‘(h) PARTICIPATION AND SUPPORT BY FEDERAL AGENCIES.—In 
carrying out the demonstration program under this section, the Sec-
retary may direct—

‘‘(1) the Director of the National Institutes of Health to ex-
pand the efforts of the Institutes to evaluate current medical 
technologies and improve the foundation for evidence-based 
practice; 

‘‘(2) the Administrator of the Agency for Healthcare Re-
search and Quality to, where possible and appropriate, use the 
program under this section as a laboratory for the study of 
quality improvement strategies and to evaluate, monitor, and 
disseminate information relevant to such program; and 

‘‘(3) the Administrator of the Centers for Medicare & Med-
icaid Services and the Administrator of the Center for Medicare 
Choices to support linkages of relevant medicare data to reg-
istry information from participating health care groups for the 
beneficiary populations served by the participating groups, for 
analysis supporting the purposes of the demonstration program, 
consistent with the applicable provisions of the Health Insur-
ance Portability and Accountability Act of 1996.’’. 

SEC. 647. MEDPAC STUDY ON DIRECT ACCESS TO PHYSICAL THERAPY 
SERVICES. 

(a) STUDY.—The Medicare Payment Advisory Commission (in 
this section referred to as the ‘‘Commission’’) shall conduct a study 
on the feasibility and advisability of allowing medicare fee-for-serv-
ice beneficiaries direct access to outpatient physical therapy services 
and physical therapy services furnished as comprehensive rehabili-
tation facility services. 

(b) REPORT.—Not later than January 1, 2005, the Commission 
shall submit to Congress a report on the study conducted under sub-
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section (a) together with recommendations for such legislation or 
administrative action as the Commission determines to be appro-
priate. 

(c) DIRECT ACCESS DEFINED.—The term ‘‘direct access’’ means, 
with respect to outpatient physical therapy services and physical 
therapy services furnished as comprehensive outpatient rehabilita-
tion facility services, coverage of and payment for such services in 
accordance with the provisions of title XVIII of the Social Security 
Act, except that sections 1835(a)(2), 1861(p), and 1861(cc) of such 
Act (42 U.S.C. 1395n(a)(2), 1395x(p), and 1395x(cc), respectively) 
shall be applied—

(1) without regard to any requirement that—
(A) an individual be under the care of (or referred by) 

a physician; or 
(B) services be provided under the supervision of a phy-

sician; and 
(2) by allowing a physician or a qualified physical thera-

pist to satisfy any requirement for—
(A) certification and recertification; and 
(B) establishment and periodic review of a plan of care. 

SEC. 648. DEMONSTRATION PROJECT FOR CONSUMER-DIRECTED 
CHRONIC OUTPATIENT SERVICES. 

(a) ESTABLISHMENT.—
(1) IN GENERAL.—Subject to the succeeding provisions of 

this section, the Secretary shall establish demonstration projects 
(in this section referred to as ‘‘demonstration projects’’) under 
which the Secretary shall evaluate methods that improve the 
quality of care provided to individuals with chronic conditions 
and that reduce expenditures that would otherwise be made 
under the medicare program on behalf of such individuals for 
such chronic conditions, such methods to include permitting 
those beneficiaries to direct their own health care needs and 
services. 

(2) INDIVIDUALS WITH CHRONIC CONDITIONS DEFINED.—In 
this section, the term ‘‘individuals with chronic conditions’’ 
means an individual entitled to benefits under part A of title 
XVIII of the Social Security Act, and enrolled under part B of 
such title, but who is not enrolled under part C of such title 
who is diagnosed as having one or more chronic conditions (as 
defined by the Secretary), such as diabetes. 
(b) DESIGN OF PROJECTS.—

(1) EVALUATION BEFORE IMPLEMENTATION OF PROJECT.—
(A) IN GENERAL.—In establishing the demonstration 

projects under this section, the Secretary shall evaluate best 
practices employed by group health plans and practices 
under State plans for medical assistance under the med-
icaid program under title XIX of the Social Security Act, as 
well as best practices in the private sector or other areas, 
of methods that permit patients to self-direct the provision 
of personal care services. The Secretary shall evaluate such 
practices for a 1-year period and, based on such evaluation, 
shall design the demonstration project. 

(B) REQUIREMENT FOR ESTIMATE OF BUDGET NEUTRAL 
COSTS.—As part of the evaluation under subparagraph (A), 
the Secretary shall evaluate the costs of furnishing care 
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under the projects. The Secretary may not implement the 
demonstration projects under this section unless the Sec-
retary determines that the costs of providing care to indi-
viduals with chronic conditions under the project will not 
exceed the costs, in the aggregate, of furnishing care to such 
individuals under title XVIII of the Social Security Act, 
that would otherwise be paid without regard to the dem-
onstration projects for the period of the project. 
(2) SCOPE OF SERVICES.—The Secretary shall determine the 

appropriate scope of personal care services that would apply 
under the demonstration projects. 
(c) VOLUNTARY PARTICIPATION.—Participation of providers of 

services and suppliers, and of individuals with chronic conditions, 
in the demonstration projects shall be voluntary. 

(d) DEMONSTRATION PROJECTS SITES.—Not later than 2 years 
after the date of the enactment of this Act, the Secretary shall con-
duct a demonstration project in at least one area that the Secretary 
determines has a population of individuals entitled to benefits 
under part A of title XVIII of the Social Security Act, and enrolled 
under part B of such title, with a rate of incidence of diabetes that 
significantly exceeds the national average rate of all areas. 

(e) EVALUATION AND REPORT.—
(1) EVALUATIONS.—The Secretary shall conduct evaluations 

of the clinical and cost effectiveness of the demonstration 
projects. 

(2) REPORTS.—Not later than 2 years after the commence-
ment of the demonstration projects, and biannually thereafter, 
the Secretary shall submit to Congress a report on the evalua-
tion, and shall include in the report the following: 

(A) An analysis of the patient outcomes and costs of 
furnishing care to the individuals with chronic conditions 
participating in the projects as compared to such outcomes 
and costs to other individuals for the same health condi-
tions. 

(B) Evaluation of patient satisfaction under the dem-
onstration projects. 

(C) Such recommendations regarding the extension, ex-
pansion, or termination of the projects as the Secretary de-
termines appropriate. 

(f) WAIVER AUTHORITY.—The Secretary shall waive compliance 
with the requirements of title XVIII of the Social Security Act (42 
U.S.C. 1395 et seq.) to such extent and for such period as the Sec-
retary determines is necessary to conduct demonstration projects. 

(g) AUTHORIZATION OF APPROPRIATIONS.—(1) Payments for the 
costs of carrying out the demonstration project under this section 
shall be made from the Federal Supplementary Medical Insurance 
Trust Fund under section 1841 of such Act (42 U.S.C. 1395t). 

(2) There are authorized to be appropriated from such Trust 
Fund such sums as may be necessary for the Secretary to enter into 
contracts with appropriate organizations for the deign, implementa-
tion, and evaluation of the demonstration project. 

(3) In no case may expenditures under this section exceed the 
aggregate expenditures that would otherwise have been made for the 
provision of personal care services. 
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SEC. 649. MEDICARE CARE MANAGEMENT PERFORMANCE DEMONSTRA-
TION. 

(a) ESTABLISHMENT.—
(1) IN GENERAL.—The Secretary shall establish a pay-for-

performance demonstration program with physicians to meet 
the needs of eligible beneficiaries through the adoption and use 
of health information technology and evidence-based outcomes 
measures for—

(A) promoting continuity of care; 
(B) helping stabilize medical conditions; 
(C) preventing or minimizing acute exacerbations of 

chronic conditions; and 
(D) reducing adverse health outcomes, such as adverse 

drug interactions related to polypharmacy. 
(2) SITES.—The Secretary shall designate no more than 4 

sites at which to conduct the demonstration program under this 
section, of which—

(A) 2 shall be in an urban area; 
(B) 1 shall be in a rural area; and 
(C) 1 shall be in a State with a medical school with a 

Department of Geriatrics that manages rural outreach sites 
and is capable of managing patients with multiple chronic 
conditions, one of which is dementia. 
(3) DURATION.—The Secretary shall conduct the demonstra-

tion program under this section for a 3-year period. 
(4) CONSULTATION.—In carrying out the demonstration pro-

gram under this section, the Secretary shall consult with pri-
vate sector and non-profit groups that are undertaking similar 
efforts to improve quality and reduce avoidable hospitalizations 
for chronically ill patients. 
(b) PARTICIPATION.—

(1) IN GENERAL.—A physician who provides care for a min-
imum number of eligible beneficiaries (as specified by the Sec-
retary) may participate in the demonstration program under 
this section if such physician agrees, to phase-in over the course 
of the 3-year demonstration period and with the assistance pro-
vided under subsection (d)(2)—

(A) the use of health information technology to manage 
the clinical care of eligible beneficiaries consistent with 
paragraph (3); and 

(B) the electronic reporting of clinical quality and out-
comes measures in accordance with requirements estab-
lished by the Secretary under the demonstration program. 
(2) SPECIAL RULE.—In the case of the sites referred to in 

subparagraphs (B) and (C) of subsection (a)(2), a physician who 
provides care for a minimum number of beneficiaries with two 
or more chronic conditions, including dementia (as specified by 
the Secretary), may participate in the program under this sec-
tion if such physician agrees to the requirements in subpara-
graphs (A) and (B) of paragraph (1). 

(3) PRACTICE STANDARDS.—Each physician participating in 
the demonstration program under this section must dem-
onstrate the ability—

(A) to assess each eligible beneficiary for conditions 
other than chronic conditions, such as impaired cognitive 
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ability and co-morbidities, for the purposes of developing 
care management requirements; 

(B) to serve as the primary contact of eligible bene-
ficiaries in accessing items and services for which payment 
may be made under the medicare program; 

(C) to establish and maintain health care information 
system for such beneficiaries; 

(D) to promote continuity of care across providers and 
settings; 

(E) to use evidence-based guidelines and meet such 
clinical quality and outcome measures as the Secretary 
shall require; 

(F) to promote self-care through the provision of patient 
education and support for patients or, where appropriate, 
family caregivers; 

(G) when appropriate, to refer such beneficiaries to 
community service organizations; and 

(H) to meet such other complex care management re-
quirements as the Secretary may specify. 

The guidelines and measures required under subparagraph (E) 
shall be designed to take into account beneficiaries with mul-
tiple chronic conditions. 
(c) PAYMENT METHODOLOGY.—Under the demonstration pro-

gram under this section the Secretary shall pay a per beneficiary 
amount to each participating physician who meets or exceeds spe-
cific performance standards established by the Secretary with re-
spect to the clinical quality and outcome measures reported under 
subsection (b)(1)(B). Such amount may vary based on different lev-
els of performance or improvement. 

(d) ADMINISTRATION.—
(1) USE OF QUALITY IMPROVEMENT ORGANIZATIONS.—The 

Secretary shall contract with quality improvement organiza-
tions or such other entities as the Secretary deems appropriate 
to enroll physicians and evaluate their performance under the 
demonstration program under this section. 

(2) TECHNICAL ASSISTANCE.—The Secretary shall require in 
such contracts that the contractor be responsible for technical 
assistance and education as needed to physicians enrolled in 
the demonstration program under this section for the purpose 
of aiding their adoption of health information technology, meet-
ing practice standards, and implementing required clinical and 
outcomes measures. 
(e) FUNDING.—

(1) IN GENERAL.—The Secretary shall provide for the trans-
fer from the Federal Supplementary Medical Insurance Trust 
Fund established under section 1841 of the Social Security Act 
(42 U.S.C. 1395t) of such funds as are necessary for the costs 
of carrying out the demonstration program under this section. 

(2) BUDGET NEUTRALITY.—In conducting the demonstration 
program under this section, the Secretary shall ensure that the 
aggregate payments made by the Secretary do not exceed the 
amount which the Secretary estimates would have been paid if 
the demonstration program under this section was not imple-
mented. 
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(f) WAIVER AUTHORITY.—The Secretary may waive such require-
ments of titles XI and XVIII of the Social Security Act (42 U.S.C. 
1301 et seq.; 1395 et seq.) as may be necessary for the purpose of 
carrying out the demonstration program under this section. 

(g) REPORT.—Not later than 12 months after the date of comple-
tion of the demonstration program under this section, the Secretary 
shall submit to Congress a report on such program, together with 
recommendations for such legislation and administrative action as 
the Secretary determines to be appropriate. 

(h) DEFINITIONS.—In this section: 
(1) ELIGIBLE BENEFICIARY.—The term ‘‘eligible beneficiary’’ 

means any individual who—
(A) is entitled to benefits under part A and enrolled for 

benefits under part B of title XVIII of the Social Security 
Act and is not enrolled in a plan under part C of such title; 
and 

(B) has one or more chronic medical conditions speci-
fied by the Secretary (one of which may be cognitive im-
pairment). 
(2) HEALTH INFORMATION TECHNOLOGY.—The term ‘‘health 

information technology’’ means e-mail communication, clinical 
alerts and reminders, and other information technology that 
meets such functionality, interoperability, and other standards 
as prescribed by the Secretary. 

SEC. 650. GAO STUDY AND REPORT ON THE PROPAGATION OF CON-
CIERGE CARE. 

(a) STUDY.—
(1) IN GENERAL.—The Comptroller General of the United 

States shall conduct a study on concierge care (as defined in 
paragraph (2)) to determine the extent to which such care—

(A) is used by medicare beneficiaries (as defined in sec-
tion 1802(b)(5)(A) of the Social Security Act (42 U.S.C. 
1395a(b)(5)(A))); and 

(B) has impacted upon the access of medicare bene-
ficiaries (as so defined) to items and services for which re-
imbursement is provided under the medicare program 
under title XVIII of the Social Security Act (42 U.S.C. 1395 
et seq.). 
(2) CONCIERGE CARE.—In this section, the term ‘‘concierge 

care’’ means an arrangement under which, as a prerequisite for 
the provision of a health care item or service to an individual, 
a physician, practitioner (as described in section 1842(b)(18)(C) 
of the Social Security Act (42 U.S.C. 1395u(b)(18)(C))), or other 
individual—

(A) charges a membership fee or another incidental fee 
to an individual desiring to receive the health care item or 
service from such physician, practitioner, or other indi-
vidual; or 

(B) requires the individual desiring to receive the 
health care item or service from such physician, practi-
tioner, or other individual to purchase an item or service. 

(b) REPORT.—Not later than the date that is 12 months after 
the date of enactment of this Act, the Comptroller General of the 
United States shall submit to Congress a report on the study con-
ducted under subsection (a)(1) together with such recommendations 
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for legislative or administrative action as the Comptroller General 
determines to be appropriate. 
SEC. 651. DEMONSTRATION OF COVERAGE OF CHIROPRACTIC SERV-

ICES UNDER MEDICARE. 
(a) DEFINITIONS.—In this section: 

(1) CHIROPRACTIC SERVICES.—The term ‘‘chiropractic serv-
ices’’ has the meaning given that term by the Secretary for pur-
poses of the demonstration projects, but shall include, at a min-
imum—

(A) care for neuromusculoskeletal conditions typical 
among eligible beneficiaries; and 

(B) diagnostic and other services that a chiropractor is 
legally authorized to perform by the State or jurisdiction in 
which such treatment is provided. 
(2) DEMONSTRATION PROJECT.—The term ‘‘demonstration 

project’’ means a demonstration project established by the Sec-
retary under subsection (b)(1). 

(3) ELIGIBLE BENEFICIARY.—The term ‘‘eligible beneficiary’’ 
means an individual who is enrolled under part B of the medi-
care program. 

(4) MEDICARE PROGRAM.—The term ‘‘medicare program’’ 
means the health benefits program under title XVIII of the So-
cial Security Act (42 U.S.C. 1395 et seq.). 
(b) DEMONSTRATION OF COVERAGE OF CHIROPRACTIC SERVICES 

UNDER MEDICARE.—
(1) ESTABLISHMENT.—The Secretary shall establish dem-

onstration projects in accordance with the provisions of this sec-
tion for the purpose of evaluating the feasibility and advis-
ability of covering chiropractic services under the medicare pro-
gram (in addition to the coverage provided for services con-
sisting of treatment by means of manual manipulation of the 
spine to correct a subluxation described in section 1861(r)(5) of 
the Social Security Act (42 U.S.C. 1395x(r)(5))). 

(2) NO PHYSICIAN APPROVAL REQUIRED.—In establishing the 
demonstration projects, the Secretary shall ensure that an eligi-
ble beneficiary who participates in a demonstration project, in-
cluding an eligible beneficiary who is enrolled for coverage 
under a Medicare+Choice plan (or, on and after January 1, 
2006, under a Medicare Advantage plan), is not required to re-
ceive approval from a physician or other health care provider 
in order to receive a chiropractic service under a demonstration 
project. 

(3) CONSULTATION.—In establishing the demonstration 
projects, the Secretary shall consult with chiropractors, organi-
zations representing chiropractors, eligible beneficiaries, and or-
ganizations representing eligible beneficiaries. 

(4) PARTICIPATION.—Any eligible beneficiary may partici-
pate in the demonstration projects on a voluntary basis. 
(c) CONDUCT OF DEMONSTRATION PROJECTS.—

(1) DEMONSTRATION SITES.—
(A) SELECTION OF DEMONSTRATION SITES.—The Sec-

retary shall conduct demonstration projects at 4 demonstra-
tion sites. 

(B) GEOGRAPHIC DIVERSITY.—Of the sites described in 
subparagraph (A)—
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(i) 2 shall be in rural areas; and 
(ii) 2 shall be in urban areas. 

(C) SITES LOCATED IN HPSAS.—At least 1 site described 
in clause (i) of subparagraph (B) and at least 1 site de-
scribed in clause (ii) of such subparagraph shall be located 
in an area that is designated under section 332(a)(1)(A) of 
the Public Health Service Act (42 U.S.C. 254e(a)(1)(A)) as 
a health professional shortage area. 
(2) IMPLEMENTATION; DURATION.—

(A) IMPLEMENTATION.—The Secretary shall not imple-
ment the demonstration projects before October 1, 2004. 

(B) DURATION.—The Secretary shall complete the dem-
onstration projects by the date that is 2 years after the date 
on which the first demonstration project is implemented. 

(d) EVALUATION AND REPORT.—
(1) EVALUATION.—The Secretary shall conduct an evalua-

tion of the demonstration projects—
(A) to determine whether eligible beneficiaries who use 

chiropractic services use a lesser overall amount of items 
and services for which payment is made under the medi-
care program than eligible beneficiaries who do not use 
such services; 

(B) to determine the cost of providing payment for 
chiropractic services under the medicare program; 

(C) to determine the satisfaction of eligible beneficiaries 
participating in the demonstration projects and the quality 
of care received by such beneficiaries; and 

(D) to evaluate such other matters as the Secretary de-
termines is appropriate. 
(2) REPORT.—Not later than the date that is 1 year after 

the date on which the demonstration projects conclude, the Sec-
retary shall submit to Congress a report on the evaluation con-
ducted under paragraph (1) together with such recommenda-
tions for legislation or administrative action as the Secretary 
determines is appropriate. 
(e) WAIVER OF MEDICARE REQUIREMENTS.—The Secretary shall 

waive compliance with such requirements of the medicare program 
to the extent and for the period the Secretary finds necessary to con-
duct the demonstration projects. 

(f) FUNDING.—
(1) DEMONSTRATION PROJECTS.—

(A) IN GENERAL.—Subject to subparagraph (B) and 
paragraph (2), the Secretary shall provide for the transfer 
from the Federal Supplementary Insurance Trust Fund 
under section 1841 of the Social Security Act (42 U.S.C. 
1395t) of such funds as are necessary for the costs of car-
rying out the demonstration projects under this section. 

(B) LIMITATION.—In conducting the demonstration 
projects under this section, the Secretary shall ensure that 
the aggregate payments made by the Secretary under the 
medicare program do not exceed the amount which the Sec-
retary would have paid under the medicare program if the 
demonstration projects under this section were not imple-
mented. 
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(2) EVALUATION AND REPORT.—There are authorized to be 
appropriated such sums as are necessary for the purpose of de-
veloping and submitting the report to Congress under sub-
section (d). 

TITLE VII—PROVISIONS RELATING TO PARTS A AND B 

Subtitle A—Home Health Services 

SEC. 701. UPDATE IN HOME HEALTH SERVICES. 
(a) CHANGE TO CALENDAR YEAR UPDATE.—Section 1895(b) (42 

U.S.C. 1395fff(b)(3)) is amended—
(1) in paragraph (3)(B)(i)—

(A) by striking ‘‘each fiscal year (beginning with fiscal 
year 2002)’’ and inserting ‘‘fiscal year 2002 and for fiscal 
year 2003 and for each subsequent year (beginning with 
2004)’’; and 

(B) by inserting ‘‘or year’’ after ‘‘the fiscal year’’; 
(2) in paragraph (3)(B)(ii)—

(A) in subclause (I), by striking ‘‘or’’ at the end; 
(B) by redesignating subclause (II) as subclause (III); 
(C) in subclause (III), as so redesignated, by striking 

‘‘any subsequent fiscal year’’ and inserting ‘‘2004 and any 
subsequent year’’; and 

(D) by inserting after subclause (I) the following new 
subclause: 

‘‘(II) for the last calendar quarter of 2003 and 
the first calendar quarter of 2004, the home health 
market basket percentage increase; or’’; 

(3) in paragraph (3)(B)(iii), by inserting ‘‘or year’’ after ‘‘fis-
cal year’’ each place it appears; and 

(4) in paragraph (3)(B)(iv)—
(A) by inserting ‘‘or year’’ after ‘‘fiscal year’’ each place 

it appears; and 
(B) by inserting ‘‘or years’’ after ‘‘fiscal years’’; and 

(5) in paragraph (5), by inserting ‘‘or year’’ after ‘‘fiscal 
year’’. 
(b) ADJUSTMENT TO UPDATES FOR 2004, 2005, AND 2006.—Sec-

tion 1895(b)(3)(B)(ii) (42 U.S.C. 1395fff(b)(3)(B)(ii)), as amended by 
subsection (a)(2), is amended—

(1) by striking ‘‘or’’ at the end of subclause (II); 
(2) by redesignating subclause (III) as subclause (IV); 
(3) in subclause (IV), as so redesignated, by striking ‘‘2004’’ 

and inserting ‘‘2007’’; and 
(4) by inserting after subclause (II) the following new sub-

clause: 
‘‘(III) the last 3 calendar quarters of 2004, and 

each of 2005 and 2006 the home health market 
basket percentage increase minus 0.8 percentage 
points; or’’. 

SEC. 702. DEMONSTRATION PROJECT TO CLARIFY THE DEFINITION OF 
HOMEBOUND. 

(a) DEMONSTRATION PROJECT.—Not later than 180 days after 
the date of the enactment of this Act, the Secretary shall conduct a 
2-year demonstration project under part B of title XVIII of the So-
cial Security Act under which medicare beneficiaries with chronic 
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conditions described in subsection (b) are deemed to be homebound 
for purposes of receiving home health services under the medicare 
program. 

(b) MEDICARE BENEFICIARY DESCRIBED.—For purposes of sub-
section (a), a medicare beneficiary is eligible to be deemed to be 
homebound, without regard to the purpose, frequency, or duration 
of absences from the home, if—

(1) the beneficiary has been certified by one physician as an 
individual who has a permanent and severe, disabling condi-
tion that is not expected to improve; 

(2) the beneficiary is dependent upon assistance from an-
other individual with at least 3 out of the 5 activities of daily 
living for the rest of the beneficiary’s life; 

(3) the beneficiary requires skilled nursing services for the 
rest of the beneficiary’s life and the skilled nursing is more than 
medication management; 

(4) an attendant is required to visit the beneficiary on a 
daily basis to monitor and treat the beneficiary’s medical condi-
tion or to assist the beneficiary with activities of daily living; 

(5) the beneficiary requires technological assistance or the 
assistance of another person to leave the home; and 

(6) the beneficiary does not regularly work in a paid posi-
tion full-time or part-time outside the home. 
(c) DEMONSTRATION PROJECT SITES.—The demonstration 

project established under this section shall be conducted in 3 States 
selected by the Secretary to represent the Northeast, Midwest, and 
Western regions of the United States. 

(d) LIMITATION ON NUMBER OF PARTICIPANTS.—The aggregate 
number of such beneficiaries that may participate in the project may 
not exceed 15,000. 

(e) DATA.—The Secretary shall collect such data on the dem-
onstration project with respect to the provision of home health serv-
ices to medicare beneficiaries that relates to quality of care, patient 
outcomes, and additional costs, if any, to the medicare program. 

(f) REPORT TO CONGRESS.—Not later than 1 year after the date 
of the completion of the demonstration project under this section, the 
Secretary shall submit to Congress a report on the project using the 
data collected under subsection (e). The report shall include the fol-
lowing: 

(1) An examination of whether the provision of home health 
services to medicare beneficiaries under the project has had any 
of the following effects: 

(A) Has adversely affected the provision of home health 
services under the medicare program. 

(B) Has directly caused an increase of expenditures 
under the medicare program for the provision of such serv-
ices that is directly attributable to such clarification. 
(2) The specific data evidencing the amount of any increase 

in expenditures that is directly attributable to the demonstra-
tion project (expressed both in absolute dollar terms and as a 
percentage) above expenditures that would otherwise have been 
incurred for home health services under the medicare program. 

(3) Specific recommendations to exempt permanently and 
severely disabled homebound beneficiaries from restrictions on 
the length, frequency, and purpose of their absences from the 
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home to qualify for home health services without incurring ad-
ditional costs to the medicare program. 
(g) WAIVER AUTHORITY.—The Secretary shall waive compliance 

with the requirements of title XVIII of the Social Security Act (42 
U.S.C. 1395 et seq.) to such extent and for such period as the Sec-
retary determines is necessary to conduct demonstration projects. 

(h) CONSTRUCTION.—Nothing in this section shall be construed 
as waiving any applicable civil monetary penalty, criminal penalty, 
or other remedy available to the Secretary under title XI or title 
XVIII of the Social Security Act for acts prohibited under such ti-
tles, including penalties for false certifications for purposes of re-
ceipt of items or services under the medicare program. 

(i) AUTHORIZATION OF APPROPRIATIONS.—Payments for the costs 
of carrying out the demonstration project under this section shall be 
made from the Federal Supplementary Medical Insurance Trust 
Fund under section 1841 of such Act (42 U.S.C. 1395t). 

(j) DEFINITIONS.—In this section: 
(1) MEDICARE BENEFICIARY.—The term ‘‘medicare bene-

ficiary’’ means an individual who is enrolled under part B of 
title XVIII of the Social Security Act.

(2) HOME HEALTH SERVICES.—The term ‘‘home health serv-
ices’’ has the meaning given such term in section 1861(m) of the 
Social Security Act (42 U.S.C. 1395x(m)). 

(3) ACTIVITIES OF DAILY LIVING DEFINED.—The term ‘‘activi-
ties of daily living’’ means eating, toileting, transferring, bath-
ing, and dressing. 

SEC. 703. DEMONSTRATION PROJECT FOR MEDICAL ADULT DAY-CARE 
SERVICES. 

(a) ESTABLISHMENT.—Subject to the succeeding provisions of 
this section, the Secretary shall establish a demonstration project 
(in this section referred to as the ‘‘demonstration project’’) under 
which the Secretary shall, as part of a plan of an episode of care 
for home health services established for a medicare beneficiary, per-
mit a home health agency, directly or under arrangements with a 
medical adult day-care facility, to provide medical adult day-care 
services as a substitute for a portion of home health services that 
would otherwise be provided in the beneficiary’s home. 

(b) PAYMENT.—
(1) IN GENERAL.—Subject to paragraph (2), the amount of 

payment for an episode of care for home health services, a por-
tion of which consists of substitute medical adult day-care serv-
ices, under the demonstration project shall be made at a rate 
equal to 95 percent of the amount that would otherwise apply 
for such home health services under section 1895 of the Social 
Security Act (42 U.S.C. 1395fff). In no case may a home health 
agency, or a medical adult day-care facility under arrange-
ments with a home health agency, separately charge a bene-
ficiary for medical adult day-care services furnished under the 
plan of care. 

(2) ADJUSTMENT IN CASE OF OVERUTILIZATION OF SUB-
STITUTE ADULT DAY-CARE SERVICES TO ENSURE BUDGET NEU-
TRALITY.—The Secretary shall monitor the expenditures under 
the demonstration project and under title XVIII of the Social 
Security Act for home health services. If the Secretary estimates 
that the total expenditures under the demonstration project and 
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under such title XVIII for home health services for a period de-
termined by the Secretary exceed expenditures that would have 
been made under such title XVIII for home health services for 
such period if the demonstration project had not been con-
ducted, the Secretary shall adjust the rate of payment to med-
ical adult day-care facilities under paragraph (1) in order to 
eliminate such excess. 
(c) DEMONSTRATION PROJECT SITES.—The demonstration 

project established under this section shall be conducted in not more 
than 5 sites in States selected by the Secretary that license or certify 
providers of services that furnish medical adult day-care services. 

(d) DURATION.—The Secretary shall conduct the demonstration 
project for a period of 3 years. 

(e) VOLUNTARY PARTICIPATION.—Participation of medicare bene-
ficiaries in the demonstration project shall be voluntary. The total 
number of such beneficiaries that may participate in the project at 
any given time may not exceed 15,000. 

(f) PREFERENCE IN SELECTING AGENCIES.—In selecting home 
health agencies to participate under the demonstration project, the 
Secretary shall give preference to those agencies that are currently 
licensed or certified through common ownership and control to fur-
nish medical adult day-care services. 

(g) WAIVER AUTHORITY.—The Secretary may waive such re-
quirements of title XVIII of the Social Security Act as may be nec-
essary for the purposes of carrying out the demonstration project, 
other than waiving the requirement that an individual be home-
bound in order to be eligible for benefits for home health services. 

(h) EVALUATION AND REPORT.—The Secretary shall conduct an 
evaluation of the clinical and cost-effectiveness of the demonstration 
project. Not later than 6 months after the completion of the project, 
the Secretary shall submit to Congress a report on the evaluation, 
and shall include in the report the following: 

(1) An analysis of the patient outcomes and costs of fur-
nishing care to the medicare beneficiaries participating in the 
project as compared to such outcomes and costs to beneficiaries 
receiving only home health services for the same health condi-
tions. 

(2) Such recommendations regarding the extension, expan-
sion, or termination of the project as the Secretary determines 
appropriate. 
(i) DEFINITIONS.—In this section: 

(1) HOME HEALTH AGENCY.—The term ‘‘home health agen-
cy’’ has the meaning given such term in section 1861(o) of the 
Social Security Act (42 U.S.C. 1395x(o)). 

(2) MEDICAL ADULT DAY-CARE FACILITY.—The term ‘‘medical 
adult day-care facility’’ means a facility that—

(A) has been licensed or certified by a State to furnish 
medical adult day-care services in the State for a contin-
uous 2-year period; 

(B) is engaged in providing skilled nursing services 
and other therapeutic services directly or under arrange-
ment with a home health agency; 

(C) is licensed and certified by the State in which it op-
erates or meets such standards established by the Secretary 
to assure quality of care and such other requirements as 
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the Secretary finds necessary in the interest of the health 
and safety of individuals who are furnished services in the 
facility; and 

(D) provides medical adult day-care services. 
(3) MEDICAL ADULT DAY-CARE SERVICES.—The term ‘‘med-

ical adult day-care services’’ means—
(A) home health service items and services described in 

paragraphs (1) through (7) of section 1861(m) furnished in 
a medical adult day-care facility; 

(B) a program of supervised activities furnished in a 
group setting in the facility that—

(i) meet such criteria as the Secretary determines 
appropriate; and 

(ii) is designed to promote physical and mental 
health of the individuals; and 
(C) such other services as the Secretary may specify. 

(4) MEDICARE BENEFICIARY.—The term ‘‘medicare bene-
ficiary’’ means an individual entitled to benefits under part A 
of this title, enrolled under part B of this title, or both. 

SEC. 704. TEMPORARY SUSPENSION OF OASIS REQUIREMENT FOR 
COLLECTION OF DATA ON NON-MEDICARE AND NON-MED-
ICAID PATIENTS. 

(a) IN GENERAL.—During the period described in subsection (b), 
the Secretary may not require, under section 4602(e) of the Balanced 
Budget Act of 1997 (Public Law 105–33; 111 Stat. 467) or otherwise 
under OASIS, a home health agency to gather or submit informa-
tion that relates to an individual who is not eligible for benefits 
under either title XVIII or title XIX of the Social Security Act (such 
information in this section referred to as ‘‘non-medicare/medicaid 
OASIS information’’). 

(b) PERIOD OF SUSPENSION.—The period described in this sub-
section—

(1) begins on the date of the enactment of this Act; and 
(2) ends on the last day of the second month beginning 

after the date as of which the Secretary has published final reg-
ulations regarding the collection and use by the Centers for 
Medicare & Medicaid Services of non-medicare/medicaid 
OASIS information following the submission of the report re-
quired under subsection (c). 
(c) REPORT.—

(1) STUDY.—The Secretary shall conduct a study on how 
non-medicare/medicaid OASIS information is and can be used 
by large home health agencies. Such study shall examine—

(A) whether there are unique benefits from the analysis 
of such information that cannot be derived from other in-
formation available to, or collected by, such agencies; and 

(B) the value of collecting such information by small 
home health agencies compared to the administrative bur-
den related to such collection. 

In conducting the study the Secretary shall obtain recommenda-
tions from quality assessment experts in the use of such infor-
mation and the necessity of small, as well as large, home health 
agencies collecting such information. 
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(2) REPORT.—The Secretary shall submit to Congress a re-
port on the study conducted under paragraph (1) by not later 
than 18 months after the date of the enactment of this Act. 
(d) CONSTRUCTION.—Nothing in this section shall be construed 

as preventing home health agencies from collecting non-medicare/
medicaid OASIS information for their own use. 
SEC. 705. MEDPAC STUDY ON MEDICARE MARGINS OF HOME HEALTH 

AGENCIES. 
(a) STUDY.—The Medicare Payment Advisory Commission shall 

conduct a study of payment margins of home health agencies under 
the home health prospective payment system under section 1895 of 
the Social Security Act (42 U.S.C. 1395fff). Such study shall exam-
ine whether systematic differences in payment margins are related 
to differences in case mix (as measured by home health resource 
groups (HHRGs)) among such agencies. The study shall use the par-
tial or full-year cost reports filed by home health agencies. 

(b) REPORT.—Not later than 2 years after the date of the enact-
ment of this Act, the Commission shall submit to Congress a report 
on the study under subsection (a). 
SEC. 706. COVERAGE OF RELIGIOUS NONMEDICAL HEALTH CARE IN-

STITUTION SERVICES FURNISHED IN THE HOME. 
(a) IN GENERAL.—Section 1821(a) (42 U.S.C. 1395i–5(a)) is 

amended—
(1) in the matter preceding paragraph (1), by inserting 

‘‘and for home health services furnished an individual by a reli-
gious nonmedical health care institution’’ after ‘‘religious non-
medical health care institution’’; and 

(2) in paragraph (2)—
(A) by striking ‘‘or extended care services’’ and inserting 

‘‘, extended care services, or home health services’’; and 
(B) by inserting ‘‘, or receiving services from a home 

health agency,’’ after ‘‘skilled nursing facility’’. 
(b) DEFINITION.—Section 1861 (42 U.S.C. 1395x), as amended 

by section 642, is amended by adding at the end the following new 
section: 

‘‘Extended Care in Religious Nonmedical Health Care Institutions 

‘‘(aaa)(1) The term ‘home health agency’ also includes a reli-
gious nonmedical health care institution (as defined in subsection 
(ss)(1)), but only with respect to items and services ordinarily fur-
nished by such an institution to individuals in their homes, and 
that are comparable to items and services furnished to individuals 
by a home health agency that is not religious nonmedical health 
care institution. 

‘‘(2)(A) Subject to subparagraphs (B), payment may be made 
with respect to services provided by such an institution only to such 
extent and under such conditions, limitations, and requirements (in 
addition to or in lieu of the conditions, limitations, and require-
ments otherwise applicable) as may be provided in regulations con-
sistent with section 1821. 

‘‘(B) Notwithstanding any other provision of this title, payment 
may not be made under subparagraph (A)—

‘‘(i) in a year insofar as such payments exceed $700,000; 
and 
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‘‘(ii) after December 31, 2006.’’. 

Subtitle B—Graduate Medical Education 

SEC. 711. EXTENSION OF UPDATE LIMITATION ON HIGH COST PRO-
GRAMS. 

Section 1886(h)(2)(D)(iv) (42 U.S.C. 1395ww(h)(2)(D)(iv)) is 
amended—

(1) in subclause (I)—
(A) by inserting ‘‘AND 2004 THROUGH 2013’’ after ‘‘AND 

2002’’; and 
(B) by inserting ‘‘or during the period beginning with 

fiscal year 2004 and ending with fiscal year 2013’’ after 
‘‘during fiscal year 2001 or fiscal year 2002’’; and 
(2) in subclause (II)—

(A) by striking ‘‘fiscal year 2004, or fiscal year 2005,’’ 
and 

(B) by striking ‘‘For a’’ and inserting ‘‘For the’’. 
SEC. 712. EXCEPTION TO INITIAL RESIDENCY PERIOD FOR GERIATRIC 

RESIDENCY OR FELLOWSHIP PROGRAMS. 
(a) CLARIFICATION OF CONGRESSIONAL INTENT.—Congress in-

tended section 1886(h)(5)(F)(ii) of the Social Security Act (42 U.S.C. 
1395ww(h)(5)(F)(ii)), as added by section 9202 of the Consolidated 
Omnibus Budget Reconciliation Act of 1985 (Public Law 99–272), to 
provide an exception to the initial residency period for geriatric resi-
dency or fellowship programs such that, where a particular ap-
proved geriatric training program requires a resident to complete 2 
years of training to initially become board eligible in the geriatric 
specialty, the 2 years spent in the geriatric training program are 
treated as part of the resident’s initial residency period, but are not 
counted against any limitation on the initial residency period. 

(b) INTERIM FINAL REGULATORY AUTHORITY AND EFFECTIVE 
DATE.—The Secretary shall promulgate interim final regulations 
consistent with the congressional intent expressed in this section 
after notice and pending opportunity for public comment to be effec-
tive for cost reporting periods beginning on or after October 1, 2003. 
SEC. 713. TREATMENT OF VOLUNTEER SUPERVISION. 

(a) MORATORIUM ON CHANGES IN TREATMENT.—During the 1-
year period beginning on January 1, 2004, for purposes of applying 
subsections (d)(5)(B) and (h) of section 1886 of the Social Security 
Act (42 U.S.C. 1395ww), the Secretary shall allow all hospitals to 
count residents in osteopathic and allopathic family practice pro-
grams in existence as of January 1, 2002, who are training at non-
hospital sites, without regard to the financial arrangement between 
the hospital and the teaching physician practicing in the non-hos-
pital site to which the resident has been assigned. 

(b) STUDY AND REPORT.—
(1) STUDY.—The Inspector General of the Department of 

Health and Human Services shall conduct a study of the appro-
priateness of alternative payment methodologies under such sec-
tions for the costs of training residents in non-hospital settings. 

(2) REPORT.—Not later than 1 year after the date of the en-
actment of this Act, the Inspector General shall submit to Con-
gress a report on the study conducted under paragraph (1), to-
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gether with such recommendations as the Inspector General de-
termines appropriate. 

Subtitle C—Chronic Care Improvement 

SEC. 721. VOLUNTARY CHRONIC CARE IMPROVEMENT UNDER TRADI-
TIONAL FEE-FOR-SERVICE. 

(a) IN GENERAL.—Title XVIII is amended by inserting after sec-
tion 1806 the following new section: 

‘‘CHRONIC CARE IMPROVEMENT 

‘‘SEC. 1807. (a) IMPLEMENTATION OF CHRONIC CARE IMPROVE-
MENT PROGRAMS.—

‘‘(1) IN GENERAL.—The Secretary shall provide for the 
phased-in development, testing, evaluation, and implementation 
of chronic care improvement programs in accordance with this 
section. Each such program shall be designed to improve clin-
ical quality and beneficiary satisfaction and achieve spending 
targets with respect to expenditures under this title for targeted 
beneficiaries with one or more threshold conditions. 

‘‘(2) DEFINITIONS.—For purposes of this section: 
‘‘(A) CHRONIC CARE IMPROVEMENT PROGRAM.—The 

term ‘chronic care improvement program’ means a program 
described in paragraph (1) that is offered under an agree-
ment under subsection (b) or (c). 

‘‘(B) CHRONIC CARE IMPROVEMENT ORGANIZATION.—The 
term ‘chronic care improvement organization’ means an en-
tity that has entered into an agreement under subsection (b) 
or (c) to provide, directly or through contracts with sub-
contractors, a chronic care improvement program under 
this section. Such an entity may be a disease management 
organization, health insurer, integrated delivery system, 
physician group practice, a consortium of such entities, or 
any other legal entity that the Secretary determines appro-
priate to carry out a chronic care improvement program 
under this section. 

‘‘(C) CARE MANAGEMENT PLAN.—The term ‘care man-
agement plan’ means a plan established under subsection 
(d) for a participant in a chronic care improvement pro-
gram. 

‘‘(D) THRESHOLD CONDITION.—The term ‘threshold con-
dition’ means a chronic condition, such as congestive heart 
failure, diabetes, chronic obstructive pulmonary disease 
(COPD), or other diseases or conditions, as selected by the 
Secretary as appropriate for the establishment of a chronic 
care improvement program. 

‘‘(E) TARGETED BENEFICIARY.—The term ‘targeted bene-
ficiary’ means, with respect to a chronic care improvement 
program, an individual who—

‘‘(i) is entitled to benefits under part A and en-
rolled under part B, but not enrolled in a plan under 
part C; 

‘‘(ii) has one or more threshold conditions covered 
under such program; and 

‘‘(iii) has been identified under subsection (d)(1) as 
a potential participant in such program. 
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‘‘(3) CONSTRUCTION.—Nothing in this section shall be con-
strued as—

‘‘(A) expanding the amount, duration, or scope of bene-
fits under this title; 

‘‘(B) providing an entitlement to participate in a chron-
ic care improvement program under this section; 

‘‘(C) providing for any hearing or appeal rights under 
section 1869, 1878, or otherwise, with respect to a chronic 
care improvement program under this section; or 

‘‘(D) providing benefits under a chronic care improve-
ment program for which a claim may be submitted to the 
Secretary by any provider of services or supplier (as defined 
in section 1861(d)). 

‘‘(b) DEVELOPMENTAL PHASE (PHASE I).—
‘‘(1) IN GENERAL.—In carrying out this section, the Sec-

retary shall enter into agreements consistent with subsection (f) 
with chronic care improvement organizations for the develop-
ment, testing, and evaluation of chronic care improvement pro-
grams using randomized controlled trials. The first such agree-
ment shall be entered into not later than 12 months after the 
date of the enactment of this section. 

‘‘(2) AGREEMENT PERIOD.—The period of an agreement 
under this subsection shall be for 3 years. 

‘‘(3) MINIMUM PARTICIPATION.—
‘‘(A) IN GENERAL.—The Secretary shall enter into agree-

ments under this subsection in a manner so that chronic 
care improvement programs offered under this section are 
offered in geographic areas that, in the aggregate, consist 
of areas in which at least 10 percent of the aggregate num-
ber of medicare beneficiaries reside. 

‘‘(B) MEDICARE BENEFICIARY DEFINED.—In this para-
graph, the term ‘medicare beneficiary’ means an individual 
who is entitled to benefits under part A, enrolled under 
part B, or both, and who resides in the United States. 
‘‘(4) SITE SELECTION.—In selecting geographic areas in 

which agreements are entered into under this subsection, the 
Secretary shall ensure that each chronic care improvement pro-
gram is conducted in a geographic area in which at least 
10,000 targeted beneficiaries reside among other individuals en-
titled to benefits under part A, enrolled under part B, or both 
to serve as a control population. 

‘‘(5) INDEPENDENT EVALUATIONS OF PHASE I PROGRAMS.—
The Secretary shall contract for an independent evaluation of 
the programs conducted under this subsection. Such evaluation 
shall be done by a contractor with knowledge of chronic care 
management programs and demonstrated experience in the 
evaluation of such programs. Each evaluation shall include an 
assessment of the following factors of the programs: 

‘‘(A) Quality improvement measures, such as adherence 
to evidence-based guidelines and rehospitalization rates. 

‘‘(B) Beneficiary and provider satisfaction. 
‘‘(C) Health outcomes. 
‘‘(D) Financial outcomes, including any cost savings to 

the program under this title. 
‘‘(c) EXPANDED IMPLEMENTATION PHASE (PHASE II).—
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‘‘(1) IN GENERAL.—With respect to chronic care improve-
ment programs conducted under subsection (b), if the Secretary 
finds that the results of the independent evaluation conducted 
under subsection (b)(6) indicate that the conditions specified in 
paragraph (2) have been met by a program (or components of 
such program), the Secretary shall enter into agreements con-
sistent with subsection (f) to expand the implementation of the 
program (or components) to additional geographic areas not 
covered under the program as conducted under subsection (b), 
which may include the implementation of the program on a na-
tional basis. Such expansion shall begin not earlier than 2 
years after the program is implemented under subsection (b) 
and not later than 6 months after the date of completion of such 
program. 

‘‘(2) CONDITIONS FOR EXPANSION OF PROGRAMS.—The con-
ditions specified in this paragraph are, with respect to a chron-
ic care improvement program conducted under subsection (b) 
for a threshold condition, that the program is expected to—

‘‘(A) improve the clinical quality of care; 
‘‘(B) improve beneficiary satisfaction; and 
‘‘(C) achieve targets for savings to the program under 

this title specified by the Secretary in the agreement within 
a range determined to be appropriate by the Secretary, sub-
ject to the application of budget neutrality with respect to 
the program and not taking into account any payments by 
the organization under the agreement under the program 
for risk under subsection (f)(3)(B). 
‘‘(3) INDEPENDENT EVALUATIONS OF PHASE II PROGRAMS.—

The Secretary shall carry out evaluations of programs expanded 
under this subsection as the Secretary determines appropriate. 
Such evaluations shall be carried out in the similar manner as 
is provided under subsection (b)(5). 
‘‘(d) IDENTIFICATION AND ENROLLMENT OF PROSPECTIVE PRO-

GRAM PARTICIPANTS.—
‘‘(1) IDENTIFICATION OF PROSPECTIVE PROGRAM PARTICI-

PANTS.—The Secretary shall establish a method for identifying 
targeted beneficiaries who may benefit from participation in a 
chronic care improvement program. 

‘‘(2) INITIAL CONTACT BY SECRETARY.—The Secretary shall 
communicate with each targeted beneficiary concerning partici-
pation in a chronic care improvement program. Such commu-
nication may be made by the Secretary and shall include infor-
mation on the following: 

‘‘(A) A description of the advantages to the beneficiary 
in participating in a program.

‘‘(B) Notification that the organization offering a pro-
gram may contact the beneficiary directly concerning such 
participation. 

‘‘(C) Notification that participation in a program is vol-
untary. 

‘‘(D) A description of the method for the beneficiary to 
participate or for declining to participate and the method 
for obtaining additional information concerning such par-
ticipation. 
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‘‘(3) VOLUNTARY PARTICIPATION.—A targeted beneficiary 
may participate in a chronic care improvement program on a 
voluntary basis and may terminate participation at any time. 
‘‘(e) CHRONIC CARE IMPROVEMENT PROGRAMS.—

‘‘(1) IN GENERAL.—Each chronic care improvement program 
shall—

‘‘(A) have a process to screen each targeted beneficiary 
for conditions other than threshold conditions, such as im-
paired cognitive ability and co-morbidities, for the purposes 
of developing an individualized, goal-oriented care manage-
ment plan under paragraph (2); 

‘‘(B) provide each targeted beneficiary participating in 
the program with such plan; and 

‘‘(C) carry out such plan and other chronic care im-
provement activities in accordance with paragraph (3). 
‘‘(2) ELEMENTS OF CARE MANAGEMENT PLANS.—A care man-

agement plan for a targeted beneficiary shall be developed with 
the beneficiary and shall, to the extent appropriate, include the 
following: 

‘‘(A) A designated point of contact responsible for com-
munications with the beneficiary and for facilitating com-
munications with other health care providers under the 
plan. 

‘‘(B) Self-care education for the beneficiary (through ap-
proaches such as disease management or medical nutrition 
therapy) and education for primary caregivers and family 
members. 

‘‘(C) Education for physicians and other providers and 
collaboration to enhance communication of relevant clinical 
information. 

‘‘(D) The use of monitoring technologies that enable pa-
tient guidance through the exchange of pertinent clinical 
information, such as vital signs, symptomatic information, 
and health self-assessment. 

‘‘(E) The provision of information about hospice care, 
pain and palliative care, and end-of-life care. 
‘‘(3) CONDUCT OF PROGRAMS.—In carrying out paragraph 

(1)(C) with respect to a participant, the chronic care improve-
ment organization shall—

‘‘(A) guide the participant in managing the partici-
pant’s health (including all co-morbidities, relevant health 
care services, and pharmaceutical needs) and in performing 
activities as specified under the elements of the care man-
agement plan of the participant; 

‘‘(B) use decision-support tools such as evidence-based 
practice guidelines or other criteria as determined by the 
Secretary; and 

‘‘(C) develop a clinical information database to track 
and monitor each participant across settings and to evalu-
ate outcomes. 
‘‘(4) ADDITIONAL RESPONSIBILITIES.—

‘‘(A) OUTCOMES REPORT.—Each chronic care improve-
ment organization offering a chronic care improvement pro-
gram shall monitor and report to the Secretary, in a man-
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ner specified by the Secretary, on health care quality, cost, 
and outcomes. 

‘‘(B) ADDITIONAL REQUIREMENTS.—Each such organiza-
tion and program shall comply with such additional re-
quirements as the Secretary may specify. 
‘‘(5) ACCREDITATION.—The Secretary may provide that 

chronic care improvement programs and chronic care improve-
ment organizations that are accredited by qualified organiza-
tions (as defined by the Secretary) may be deemed to meet such 
requirements under this section as the Secretary may specify. 
‘‘(f) TERMS OF AGREEMENTS.—

‘‘(1) TERMS AND CONDITIONS.—
‘‘(A) IN GENERAL.—An agreement under this section 

with a chronic care improvement organization shall contain 
such terms and conditions as the Secretary may specify 
consistent with this section. 

‘‘(B) CLINICAL, QUALITY IMPROVEMENT, AND FINANCIAL 
REQUIREMENTS.—The Secretary may not enter into an 
agreement with such an organization under this section for 
the operation of a chronic care improvement program un-
less—

‘‘(i) the program and organization meet the re-
quirements of subsection (e) and such clinical, quality 
improvement, financial, and other requirements as the 
Secretary deems to be appropriate for the targeted 
beneficiaries to be served; and 

‘‘(ii) the organization demonstrates to the satisfac-
tion of the Secretary that the organization is able to as-
sume financial risk for performance under the agree-
ment (as applied under paragraph (3)(B)) with respect 
to payments made to the organization under such 
agreement through available reserves, reinsurance, 
withholds, or such other means as the Secretary deter-
mines appropriate. 

‘‘(2) MANNER OF PAYMENT.—Subject to paragraph (3)(B), 
the payment under an agreement under—

‘‘(A) subsection (b) shall be computed on a per-member 
per-month basis; or 

‘‘(B) subsection (c) may be on a per-member per-month 
basis or such other basis as the Secretary and organization 
may agree. 
‘‘(3) APPLICATION OF PERFORMANCE STANDARDS.—

‘‘(A) SPECIFICATION OF PERFORMANCE STANDARDS.—
Each agreement under this section with a chronic care im-
provement organization shall specify performance stand-
ards for each of the factors specified in subsection (c)(2), in-
cluding clinical quality and spending targets under this 
title, against which the performance of the chronic care im-
provement organization under the agreement is measured. 

‘‘(B) ADJUSTMENT OF PAYMENT BASED ON PERFORM-
ANCE.—

‘‘(i) IN GENERAL.—Each such agreement shall pro-
vide for adjustments in payment rates to an organiza-
tion under the agreement insofar as the Secretary de-
termines that the organization failed to meet the per-
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formance standards specified in the agreement under 
subparagraph (A). 

‘‘(ii) FINANCIAL RISK FOR PERFORMANCE.—In the 
case of an agreement under subsection (b) or (c), the 
agreement shall provide for a full recovery for any 
amount by which the fees paid to the organization 
under the agreement exceed the estimated savings to 
the programs under this title attributable to implemen-
tation of such agreement. 

‘‘(4) BUDGET NEUTRAL PAYMENT CONDITION.—Under this 
section, the Secretary shall ensure that the aggregate sum of 
medicare program benefit expenditures for beneficiaries partici-
pating in chronic care improvement programs and funds paid 
to chronic care improvement organizations under this section, 
shall not exceed the medicare program benefit expenditures that 
the Secretary estimates would have been made for such targeted 
beneficiaries in the absence of such programs. 
‘‘(g) FUNDING.—(1) Subject to paragraph (2), there are appro-

priated to the Secretary, in appropriate part from the Federal Hos-
pital Insurance Trust Fund and the Federal Supplementary Med-
ical Insurance Trust Fund, such sums as may be necessary to pro-
vide for agreements with chronic care improvement programs under 
this section. 

‘‘(2) In no case shall the funding under this section exceed 
$100,000,000 in aggregate increased expenditures under this title 
(after taking into account any savings attributable to the operation 
of this section) over the 3-fiscal-year period beginning on October 1, 
2003.’’. 

(b) REPORTS.—The Secretary shall submit to Congress reports 
on the operation of section 1807 of the Social Security Act, as added 
by subsection (a), as follows: 

(1) Not later than 2 years after the date of the implementa-
tion of such section, the Secretary shall submit to Congress an 
interim report on the scope of implementation of the programs 
under subsection (b) of such section, the design of the programs, 
and preliminary cost and quality findings with respect to those 
programs based on the following measures of the programs: 

(A) Quality improvement measures, such as adherence 
to evidence-based guidelines and rehospitalization rates. 

(B) Beneficiary and provider satisfaction. 
(C) Health outcomes. 
(D) Financial outcomes. 

(2) Not later than 3 years and 6 months after the date of 
the implementation of such section the Secretary shall submit 
to Congress an update to the report required under paragraph 
(1) on the results of such programs. 

(3) The Secretary shall submit to Congress 2 additional bi-
ennial reports on the chronic care improvement programs con-
ducted under such section. The first such report shall be sub-
mitted not later than 2 years after the report is submitted under 
paragraph (2). Each such report shall include information on—

(A) the scope of implementation (in terms of both re-
gions and chronic conditions) of the chronic care improve-
ment programs; 

(B) the design of the programs; and
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(C) the improvements in health outcomes and financial 
efficiencies that result from such implementation. 

SEC. 722. MEDICARE ADVANTAGE QUALITY IMPROVEMENT PROGRAMS. 
(a) IN GENERAL.—Section 1852(e) (42 U.S.C. 1395w–22(e)) is 

amended—
(1) in the heading, by striking ‘‘ASSURANCE’’ and inserting 

‘‘IMPROVEMENT’’; 
(2) by amending paragraphs (1) through (3) to read as fol-

lows: 
‘‘(1) IN GENERAL.—Each MA organization shall have an on-

going quality improvement program for the purpose of improv-
ing the quality of care provided to enrollees in each MA plan 
offered by such organization (other than an MA private fee-for-
service plan or an MSA plan). 

‘‘(2) CHRONIC CARE IMPROVEMENT PROGRAMS.—As part of 
the quality improvement program under paragraph (1), each 
MA organization shall have a chronic care improvement pro-
gram. Each chronic care improvement program shall have a 
method for monitoring and identifying enrollees with multiple 
or sufficiently severe chronic conditions that meet criteria estab-
lished by the organization for participation under the program. 

‘‘(3) DATA.—
‘‘(A) COLLECTION, ANALYSIS, AND REPORTING.—

‘‘(i) IN GENERAL.—Except as provided in clauses 
(ii) and (iii) with respect to plans described in such 
clauses and subject to subparagraph (B), as part of the 
quality improvement program under paragraph (1), 
each MA organization shall provide for the collection, 
analysis, and reporting of data that permits the meas-
urement of health outcomes and other indices of qual-
ity. 

‘‘(ii) APPLICATION TO MA REGIONAL PLANS.—The 
Secretary shall establish as appropriate by regulation 
requirements for the collection, analysis, and reporting 
of data that permits the measurement of health out-
comes and other indices of quality for MA organiza-
tions with respect to MA regional plans. Such require-
ments may not exceed the requirements under this sub-
paragraph with respect to MA local plans that are pre-
ferred provider organization plans. 

‘‘(iii) APPLICATION TO PREFERRED PROVIDER ORGA-
NIZATIONS.—Clause (i) shall apply to MA organizations 
with respect to MA local plans that are preferred pro-
vider organization plans only insofar as services are 
furnished by providers or services, physicians, and 
other health care practitioners and suppliers that have 
contracts with such organization to furnish services 
under such plans. 

‘‘(iv) DEFINITION OF PREFERRED PROVIDER ORGANI-
ZATION PLAN.—In this subparagraph, the term ‘pre-
ferred provider organization plan’ means an MA plan 
that—

‘‘(I) has a network of providers that have 
agreed to a contractually specified reimbursement 
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for covered benefits with the organization offering 
the plan; 

‘‘(II) provides for reimbursement for all cov-
ered benefits regardless of whether such benefits 
are provided within such network of providers; 
and 

‘‘(III) is offered by an organization that is not 
licensed or organized under State law as a health 
maintenance organization. 

‘‘(B) LIMITATIONS.—
‘‘(i) TYPES OF DATA.—The Secretary shall not col-

lect under subparagraph (A) data on quality, outcomes, 
and beneficiary satisfaction to facilitate consumer 
choice and program administration other than the 
types of data that were collected by the Secretary as of 
November 1, 2003. 

‘‘(ii) CHANGES IN TYPES OF DATA.—Subject to sub-
clause (iii), the Secretary may only change the types of 
data that are required to be submitted under subpara-
graph (A) after submitting to Congress a report on the 
reasons for such changes that was prepared in con-
sultation with MA organizations and private accred-
iting bodies. 

‘‘(iii) CONSTRUCTION.—Nothing in the subsection 
shall be construed as restricting the ability of the Sec-
retary to carry out the duties under section 
1851(d)(4)(D).’’; 

(3) in paragraph (4)(B)—
(A) by amending clause (i) to read as follows: 

‘‘(i) Paragraphs (1) through (3) of this subsection 
(relating to quality improvement programs).’’; and 
(B) by adding at the end the following new clause: 

‘‘(vii) The requirements described in section 
1860D–4(j), to the extent such requirements apply 
under section 1860D–21(c).’’; and 

(4) by striking paragraph (5). 
(b) CONFORMING AMENDMENT.—Section 1852(c)(1)(I) (42 U.S.C. 

1395w–22(c)(1)(I)) is amended to read as follows: 
‘‘(I) QUALITY IMPROVEMENT PROGRAM.—A description of 

the organization’s quality improvement program under sub-
section (e).’’. 

(c) EFFECTIVE DATE.—The amendments made by this section 
shall apply with respect to contract years beginning on and after 
January 1, 2006. 
SEC. 723. CHRONICALLY ILL MEDICARE BENEFICIARY RESEARCH, 

DATA, DEMONSTRATION STRATEGY. 
(a) DEVELOPMENT OF PLAN.—Not later than 6 months after the 

date of the enactment of this Act, the Secretary shall develop a plan 
to improve quality of care and reduce the cost of care for chronically 
ill medicare beneficiaries. 

(b) PLAN REQUIREMENTS.—The plan will utilize existing data 
and identify data gaps, develop research initiatives, and propose 
intervention demonstration programs to provide better health care 
for chronically ill medicare beneficiaries. The plan shall—
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(1) integrate existing data sets including, the Medicare Cur-
rent Beneficiary Survey (MCBS), Minimum Data Set (MDS), 
Outcome and Assessment Information Set (OASIS), data from 
Quality Improvement Organizations (QIO), and claims data; 

(2) identify any new data needs and a methodology to ad-
dress new data needs; 

(3) plan for the collection of such data in a data warehouse; 
and 

(4) develop a research agenda using such data. 
(c) CONSULTATION.—In developing the plan under this section, 

the Secretary shall consult with experts in the fields of care for the 
chronically ill (including clinicians). 

(d) IMPLEMENTATION.—Not later than 2 years after the date of 
the enactment of this Act, the Secretary shall implement the plan 
developed under this section. The Secretary may contract with ap-
propriate entities to implement such plan. 

(e) AUTHORIZATION OF APPROPRIATIONS.—There are authorized 
to be appropriated to the Secretary such sums as may be necessary 
in fiscal years 2004 and 2005 to carry out this section. 

Subtitle D—Other Provisions 

SEC. 731. IMPROVEMENTS IN NATIONAL AND LOCAL COVERAGE DE-
TERMINATION PROCESS TO RESPOND TO CHANGES IN 
TECHNOLOGY. 

(a) NATIONAL AND LOCAL COVERAGE DETERMINATION PROC-
ESS.—

(1) IN GENERAL.—Section 1862 (42 U.S.C. 1395y), as 
amended by sections 948 and 950, is amended—

(A) in the third sentence of subsection (a), by inserting 
‘‘consistent with subsection (l)’’ after ‘‘the Secretary shall en-
sure’’; and 

(B) by adding at the end the following new subsection: 
‘‘(l) NATIONAL AND LOCAL COVERAGE DETERMINATION PROC-

ESS.—
‘‘(1) FACTORS AND EVIDENCE USED IN MAKING NATIONAL 

COVERAGE DETERMINATIONS.—The Secretary shall make avail-
able to the public the factors considered in making national 
coverage determinations of whether an item or service is reason-
able and necessary. The Secretary shall develop guidance docu-
ments to carry out this paragraph in a manner similar to the 
development of guidance documents under section 701(h) of the 
Federal Food, Drug, and Cosmetic Act (21 U.S.C. 371(h)). 

‘‘(2) TIMEFRAME FOR DECISIONS ON REQUESTS FOR NA-
TIONAL COVERAGE DETERMINATIONS.—In the case of a request 
for a national coverage determination that—

‘‘(A) does not require a technology assessment from an 
outside entity or deliberation from the Medicare Coverage 
Advisory Committee, the decision on the request shall be 
made not later than 6 months after the date of the request; 
or 

‘‘(B) requires such an assessment or deliberation and in 
which a clinical trial is not requested, the decision on the 
request shall be made not later than 9 months after the 
date of the request. 
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‘‘(3) PROCESS FOR PUBLIC COMMENT IN NATIONAL COVERAGE 
DETERMINATIONS.—

‘‘(A) PERIOD FOR PROPOSED DECISION.—Not later than 
the end of the 6-month period (or 9-month period for re-
quests described in paragraph (2)(B)) that begins on the 
date a request for a national coverage determination is 
made, the Secretary shall make a draft of proposed decision 
on the request available to the public through the Internet 
website of the Centers for Medicare & Medicaid Services or 
other appropriate means.

‘‘(B) 30-DAY PERIOD FOR PUBLIC COMMENT.—Beginning 
on the date the Secretary makes a draft of the proposed de-
cision available under subparagraph (A), the Secretary 
shall provide a 30-day period for public comment on such 
draft. 

‘‘(C) 60-DAY PERIOD FOR FINAL DECISION.—Not later 
than 60 days after the conclusion of the 30-day period re-
ferred to under subparagraph (B), the Secretary shall—

‘‘(i) make a final decision on the request; 
‘‘(ii) include in such final decision summaries of 

the public comments received and responses to such 
comments; 

‘‘(iii) make available to the public the clinical evi-
dence and other data used in making such a decision 
when the decision differs from the recommendations of 
the Medicare Coverage Advisory Committee; and 

‘‘(iv) in the case of a final decision under clause (i) 
to grant the request for the national coverage deter-
mination, the Secretary shall assign a temporary or 
permanent code (whether existing or unclassified) and 
implement the coding change. 

‘‘(4) CONSULTATION WITH OUTSIDE EXPERTS IN CERTAIN NA-
TIONAL COVERAGE DETERMINATIONS.—With respect to a request 
for a national coverage determination for which there is not a 
review by the Medicare Coverage Advisory Committee, the Sec-
retary shall consult with appropriate outside clinical experts. 

‘‘(5) LOCAL COVERAGE DETERMINATION PROCESS.—
‘‘(A) PLAN TO PROMOTE CONSISTENCY OF COVERAGE DE-

TERMINATIONS.—The Secretary shall develop a plan to 
evaluate new local coverage determinations to determine 
which determinations should be adopted nationally and to 
what extent greater consistency can be achieved among 
local coverage determinations. 

‘‘(B) CONSULTATION.—The Secretary shall require the 
fiscal intermediaries or carriers providing services within 
the same area to consult on all new local coverage deter-
minations within the area. 

‘‘(C) DISSEMINATION OF INFORMATION.—The Secretary 
should serve as a center to disseminate information on 
local coverage determinations among fiscal intermediaries 
and carriers to reduce duplication of effort. 
‘‘(6) NATIONAL AND LOCAL COVERAGE DETERMINATION DE-

FINED.—For purposes of this subsection—
‘‘(A) NATIONAL COVERAGE DETERMINATION.—The term 

‘national coverage determination’ means a determination by 
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the Secretary with respect to whether or not a particular 
item or service is covered nationally under this title. 

‘‘(B) LOCAL COVERAGE DETERMINATION.—The term 
‘local coverage determination’ has the meaning given that 
in section 1869(f)(2)(B).’’. 
(2) EFFECTIVE DATE.—The amendments made by para-

graph (1) shall apply to national coverage determinations as of 
January 1, 2004, and section 1862(l)(5) of the Social Security 
Act, as added by such paragraph, shall apply to local coverage 
determinations made on or after July 1, 2004. 
(b) MEDICARE COVERAGE OF ROUTINE COSTS ASSOCIATED WITH 

CERTAIN CLINICAL TRIALS OF CATEGORY A DEVICES.—
(1) IN GENERAL.—Section 1862 (42 U.S.C. 1395y), as 

amended by subsection (a), is amended by adding at the end 
the following new subsection: 
‘‘(m) COVERAGE OF ROUTINE COSTS ASSOCIATED WITH CERTAIN 

CLINICAL TRIALS OF CATEGORY A DEVICES.—
‘‘(1) IN GENERAL.—In the case of an individual entitled to 

benefits under part A, or enrolled under part B, or both who 
participates in a category A clinical trial, the Secretary shall 
not exclude under subsection (a)(1) payment for coverage of rou-
tine costs of care (as defined by the Secretary) furnished to such 
individual in the trial. 

‘‘(2) CATEGORY A CLINICAL TRIAL.—For purposes of para-
graph (1), a ‘category A clinical trial’ means a trial of a medical 
device if—

‘‘(A) the trial is of an experimental/investigational (cat-
egory A) medical device (as defined in regulations under 
section 405.201(b) of title 42, Code of Federal Regulations 
(as in effect as of September 1, 2003)); 

‘‘(B) the trial meets criteria established by the Secretary 
to ensure that the trial conforms to appropriate scientific 
and ethical standards; and 

‘‘(C) in the case of a trial initiated before January 1, 
2010, the device involved in the trial has been determined 
by the Secretary to be intended for use in the diagnosis, 
monitoring, or treatment of an immediately life-threatening 
disease or condition.’’. 
(2) EFFECTIVE DATE.—The amendment made by paragraph 

(1) shall apply to routine costs incurred on and after January 
1, 2005, and, as of such date, section 411.15(o) of title 42, Code 
of Federal Regulations, is superseded to the extent inconsistent 
with section 1862(m) of the Social Security Act, as added by 
such paragraph. 

(3) RULE OF CONSTRUCTION.—Nothing in the amendment 
made by paragraph (1) shall be construed as applying to, or af-
fecting, coverage or payment for a nonexperimental/investiga-
tional (category B) device. 
(c) ISSUANCE OF TEMPORARY NATIONAL CODES.—Not later than 

July 1, 2004, the Secretary shall implement revised procedures for 
the issuance of temporary national HCPCS codes under part B of 
title XVIII of the Social Security Act. 
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SEC. 732. EXTENSION OF TREATMENT OF CERTAIN PHYSICIAN PA-
THOLOGY SERVICES UNDER MEDICARE. 

Section 542(c) of BIPA (114 Stat. 2763A–551) is amended by in-
serting ‘‘, and for services furnished during 2005 and 2006’’ before 
the period at the end. 
SEC. 733. PAYMENT FOR PANCREATIC ISLET CELL INVESTIGATIONAL 

TRANSPLANTS FOR MEDICARE BENEFICIARIES IN CLIN-
ICAL TRIALS. 

(a) CLINICAL TRIAL.—
(1) IN GENERAL.—The Secretary, acting through the Na-

tional Institute of Diabetes and Digestive and Kidney Disorders, 
shall conduct a clinical investigation of pancreatic islet cell 
transplantation which includes medicare beneficiaries. 

(2) AUTHORIZATION OF APPROPRIATIONS.—There are author-
ized to be appropriated to the Secretary such sums as may be 
necessary to conduct the clinical investigation under paragraph 
(1). 
(b) MEDICARE PAYMENT.—Not earlier than October 1, 2004, the 

Secretary shall pay for the routine costs as well as transplantation 
and appropriate related items and services (as described in sub-
section (c)) in the case of medicare beneficiaries who are partici-
pating in a clinical trial described in subsection (a) as if such trans-
plantation were covered under title XVIII of such Act and as would 
be paid under part A or part B of such title for such beneficiary. 

(c) SCOPE OF PAYMENT.—For purposes of subsection (b): 
(1) The term ‘‘routine costs’’ means reasonable and nec-

essary routine patient care costs (as defined in the Centers for 
Medicare & Medicaid Services Coverage Issues Manual, section 
30–1), including immunosuppressive drugs and other followup 
care. 

(2) The term ‘‘transplantation and appropriate related 
items and services’’ means items and services related to the ac-
quisition and delivery of the pancreatic islet cell transplan-
tation, notwithstanding any national noncoverage determina-
tion contained in the Centers for Medicare & Medicaid Services 
Coverage Issues Manual. 

(3) The term ‘‘medicare beneficiary’’ means an individual 
who is entitled to benefits under part A of title XVIII of the So-
cial Security Act, or enrolled under part B of such title, or both. 
(d) CONSTRUCTION.—The provisions of this section shall not be 

construed—
(1) to permit payment for partial pancreatic tissue or islet 

cell transplantation under title XVIII of the Social Security Act 
other than payment as described in subsection (b); or 

(2) as authorizing or requiring coverage or payment con-
veying—

(A) benefits under part A of such title to a beneficiary 
not entitled to such part A; or 

(B) benefits under part B of such title to a beneficiary 
not enrolled in such part B. 

SEC. 734. RESTORATION OF MEDICARE TRUST FUNDS. 
(a) DEFINITIONS.—In this section: 

(1) CLERICAL ERROR.—The term ‘‘clerical error’’ means a 
failure that occurs on or after April 15, 2001, to have trans-
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ferred the correct amount from the general fund of the Treasury 
to a Trust Fund. 

(2) TRUST FUND.—The term ‘‘Trust Fund’’ means the Fed-
eral Hospital Insurance Trust Fund established under section 
1817 of the Social Security Act (42 U.S.C. 1395i) and the Fed-
eral Supplementary Medical Insurance Trust Fund established 
under section 1841 of such Act (42 U.S.C. 1395t). 
(b) CORRECTION OF TRUST FUND HOLDINGS.—

(1) IN GENERAL.—The Secretary of the Treasury shall take 
the actions described in paragraph (2) with respect to the Trust 
Fund with the goal being that, after such actions are taken, the 
holdings of the Trust Fund will replicate, to the extent prac-
ticable in the judgment of the Secretary of the Treasury, in con-
sultation with the Secretary, the holdings that would have been 
held by the Trust Fund if the clerical error involved had not oc-
curred. 

(2) OBLIGATIONS ISSUED AND REDEEMED.—The Secretary of 
the Treasury shall—

(A) issue to the Trust Fund obligations under chapter 
31 of title 31, United States Code, that bear issue dates, in-
terest rates, and maturity dates that are the same as those 
for the obligations that—

(i) would have been issued to the Trust Fund if the 
clerical error involved had not occurred; or 

(ii) were issued to the Trust Fund and were re-
deemed by reason of the clerical error involved; and 
(B) redeem from the Trust Fund obligations that would 

have been redeemed from the Trust Fund if the clerical 
error involved had not occurred. 

(c) APPROPRIATION.—There is appropriated to the Trust Fund, 
out of any money in the Treasury not otherwise appropriated, an 
amount determined by the Secretary of the Treasury, in consultation 
with the Secretary, to be equal to the interest income lost by the 
Trust Fund through the date on which the appropriation is being 
made as a result of the clerical error involved. 

(d) CONGRESSIONAL NOTICE.—In the case of a clerical error that 
occurs after April 15, 2001, the Secretary of the Treasury, before 
taking action to correct the error under this section, shall notify the 
appropriate committees of Congress concerning such error and the 
actions to be taken under this section in response to such error. 

(e) DEADLINE.—With respect to the clerical error that occurred 
on April 15, 2001, not later than 120 days after the date of the en-
actment of this Act—

(1) the Secretary of the Treasury shall take the actions 
under subsection (b)(1); and 

(2) the appropriation under subsection (c) shall be made. 
SEC. 735. MODIFICATIONS TO MEDICARE PAYMENT ADVISORY COMMIS-

SION (MEDPAC). 
(a) EXAMINATION OF BUDGET CONSEQUENCES.—Section 1805(b) 

(42 U.S.C. 1395b–6(b)) is amended by adding at the end the fol-
lowing new paragraph: 

‘‘(8) EXAMINATION OF BUDGET CONSEQUENCES.—Before 
making any recommendations, the Commission shall examine 
the budget consequences of such recommendations, directly or 
through consultation with appropriate expert entities.’’. 
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(b) CONSIDERATION OF EFFICIENT PROVISION OF SERVICES.—
Section 1805(b)(2)(B)(i) (42 U.S.C. 1395b–6(b)(2)(B)(i)) is amended 
by inserting ‘‘the efficient provision of’’ after ‘‘expenditures for’’. 

(c) APPLICATION OF DISCLOSURE REQUIREMENTS.—
(1) IN GENERAL.—Section 1805(c)(2)(D) (42 U.S.C. 1395b–

6(c)(2)(D)) is amended by adding at the end the following: 
‘‘Members of the Commission shall be treated as employees of 
Congress for purposes of applying title I of the Ethics in Gov-
ernment Act of 1978 (Public Law 95–521).’’. 

(2) EFFECTIVE DATE.—The amendment made by paragraph 
(1) shall take effect on January 1, 2004. 
(d) ADDITIONAL REPORTS.—

(1) DATA NEEDS AND SOURCES.—The Medicare Payment 
Advisory Commission shall conduct a study, and submit a re-
port to Congress by not later than June 1, 2004, on the need 
for current data, and sources of current data available, to deter-
mine the solvency and financial circumstances of hospitals and 
other medicare providers of services. 

(2) USE OF TAX-RELATED RETURNS.—Using return informa-
tion provided under Form 990 of the Internal Revenue Service, 
the Commission shall submit to Congress, by not later than 
June 1, 2004, a report on the following: 

(A) Investments, endowments, and fundraising of hos-
pitals participating under the medicare program and re-
lated foundations. 

(B) Access to capital financing for private and for not-
for-profit hospitals. 

(e) REPRESENTATION OF EXPERTS IN PRESCRIPTION DRUGS.— 
(1) IN GENERAL.—Section 1805(c)(2)(B) (42 U.S.C. 1395b–

6(c)(2)(B)) is amended by inserting ‘‘experts in the area of 
pharmaco-economics or prescription drug benefit programs,’’ 
after ‘‘other health professionals,’’. 

(2) APPOINTMENT.—The Comptroller General of the United 
States shall ensure that the membership of the Commission 
complies with the amendment made by paragraph (1) with re-
spect to appointments made on or after the date of the enact-
ment of this Act. 

SEC. 736. TECHNICAL AMENDMENTS. 
(a) PART A.—(1) Section 1814(a) (42 U.S.C. 1395f(a)) is amend-

ed—
(A) by striking the seventh sentence, as added by section 

322(a)(1) of BIPA (114 Stat. 2763A–501); and 
(B) in paragraph (7)(A)—

(i) in clause (i), by inserting before the comma at the 
end the following: ‘‘based on the physician’s or medical di-
rector’s clinical judgment regarding the normal course of 
the individual’s illness’’; and 

(ii) in clause (ii), by inserting before the semicolon at 
the end the following: ‘‘based on such clinical judgment’’. 

(2) Section 1814(b) (42 U.S.C. 1395f(b)), in the matter preceding 
paragraph (1), is amended by inserting a comma after ‘‘1813’’. 

(3) Section 1815(e)(1)(B) (42 U.S.C. 1395g(e)(1)(B)), in the mat-
ter preceding clause (i), is amended by striking ‘‘of hospital’’ and in-
serting ‘‘of a hospital’’. 
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(4) Section 1816(c)(2)(B)(ii) (42 U.S.C. 1395h(c)(2)(B)(ii)) is 
amended—

(A) by striking ‘‘and’’ at the end of subclause (III); and 
(B) by striking the period at the end of subclause (IV) and 

inserting ‘‘, and’’. 
(5) Section 1817(k)(3)(A) (42 U.S.C. 1395i(k)(3)(A)) is amend-

ed—
(A) in clause (i)(I), by striking the comma at the end and 

inserting a semicolon; and
(B) in clause (ii), by striking ‘‘the Medicare and medicaid 

programs’’ and inserting ‘‘the programs under this title and title 
XIX’’. 
(6) Section 1817(k)(6)(B) (42 U.S.C. 1395i(k)(6)(B)) is amended 

by striking ‘‘Medicare program under title XVIII’’ and inserting 
‘‘program under this title’’. 

(7) Section 1818 (42 U.S.C. 1395i–2) is amended—
(A) in subsection (d)(6)(A) is amended by inserting ‘‘of such 

Code’’ after ‘‘3111(b)’’; and 
(B) in subsection (g)(2)(B) is amended by striking ‘‘sub-

section (b).’’ and inserting ‘‘subsection (b)’’. 
(8) Section 1819 (42 U.S.C. 1395i–3) is amended—

(A) in subsection (b)(4)(C)(i), by striking ‘‘at least at least’’ 
and inserting ‘‘at least’’; 

(B) in subsection (d)(1)(A), by striking ‘‘physical mental’’ 
and inserting ‘‘physical, mental’’; and 

(C) in subsection (f)(2)(B)(iii), by moving the last sentence 
2 ems to the left. 
(9) Section 1886(b)(3)(I)(i)(I) (42 U.S.C. 1395ww(b)(3)(I)(i)(I)) is 

amended by striking ‘‘the the’’ and inserting ‘‘the’’. 
(10) The heading of subsection (mm) of section 1861 (42 U.S.C. 

1395x) is amended to read as follows: 

‘‘Critical Access Hospital; Critical Access Hospital Services’’. 

(11) Paragraphs (1) and (2) of section 1861(tt) (42 U.S.C. 
1395x(tt)) are each amended by striking ‘‘rural primary care’’ and 
inserting ‘‘critical access’’. 

(12) Section 1865(b)(3)(B) (42 U.S.C. 1395bb(b)(3)(B)) is amend-
ed by striking ‘‘section 1819 and 1861(j)’’ and inserting ‘‘sections 
1819 and 1861(j)’’. 

(13) Section 1866(b)(2) (42 U.S.C. 1395cc(b)(2)) is amended by 
moving subparagraph (D) 2 ems to the left. 

(14) Section 1867 (42 U.S.C. 1395dd) is amended— 
(A) in the matter following clause (ii) of subsection 

(d)(1)(B), by striking ‘‘is is’’ and inserting ‘‘is’’; 
(B) in subsection (e)(1)(B), by striking ‘‘a pregnant women’’ 

and inserting ‘‘a pregnant woman’’; and 
(C) in subsection (e)(2), by striking ‘‘means hospital’’ and 

inserting ‘‘means a hospital’’. 
(15) Section 1886(g)(3)(B) (42 U.S.C. 1395ww(g)(3)(B)) is 

amended by striking ‘‘(as defined in subsection (d)(5)(D)(iii)’’ and in-
serting ‘‘(as defined in subsection (d)(5)(D)(iii))’’. 

(b) PART B.—(1) Section 1833(h)(5)(D) (42 U.S.C. 
1395l(h)(5)(D)) is amended by striking ‘‘clinic,,’’ and inserting ‘‘clin-
ic,’’. 
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(2) Section 1833(t)(3)(C)(ii) (42 U.S.C. 1395l(t)(3)(C)(ii)) is 
amended by striking ‘‘clause (iii)’’ and inserting ‘‘clause (iv)’’. 

(3) Section 1861(v)(1)(S)(ii)(III) (42 U.S.C. 
1395x(v)(1)(S)(ii)(III)) is amended by striking ‘‘(as defined in section 
1886(d)(5)(D)(iii)’’ and inserting ‘‘(as defined in section 
1886(d)(5)(D)(iii))’’. 

(4) Section 1834(b)(4)(D)(iv) (42 U.S.C. 1395m(b)(4)(D)(iv)) is 
amended by striking ‘‘clauses (vi)’’ and inserting ‘‘clause (vi)’’. 

(5) Section 1834(m)(4)(C)(ii)(III) (42 U.S.C. 
1395m(m)(4)(C)(ii)(III)) is amended by striking ‘‘1861(aa)(s)’’ and 
inserting ‘‘1861(aa)(2)’’. 

(6) Section 1838(a)(1) (42 U.S.C. 1395q(a)(1)) is amended by in-
serting a comma after ‘‘1966’’. 

(7) The second sentence of section 1839(a)(4) (42 U.S.C. 
1395r(a)(4)) is amended by striking ‘‘which will’’ and inserting 
‘‘will’’. 

(8) Section 1842(c)(2)(B)(ii) (42 U.S.C. 1395u(c)(2)(B)(ii)) is 
amended—

(A) by striking ‘‘and’’ at the end of subclause (III); and 
(B) by striking the period at the end of subclause (IV) and 

inserting ‘‘, and’’. 
(9) Section 1842(i)(2) (42 U.S.C. 1395u(i)(2)) is amended by 

striking ‘‘services, a physician’’ and inserting ‘‘services, to a physi-
cian’’. 

(10) Section 1848(i)(3)(A) (42 U.S.C. 1395w–4(i)(3)(A)) is 
amended by striking ‘‘a comparable services’’ and inserting ‘‘com-
parable services’’. 

(11) Section 1861(s)(2)(K)(i) (42 U.S.C. 1395x(s)(2)(K)(i)) is 
amended by striking ‘‘; and but’’ and inserting ‘‘, but’’. 

(12) Section 1861(aa)(1)(B) (42 U.S.C. 1395x(aa)(1)(B)) is 
amended by striking ‘‘,,’’ and inserting a comma. 

(13) Section 128(b)(2) of BIPA (114 Stat. 2763A–480) is amend-
ed by striking ‘‘Not later that’’ and inserting ‘‘Not later than’’ each 
place it appears. 

(c) PARTS A AND B.—(1) Section 1812(a)(3) (42 U.S.C. 
1395d(a)(3)) is amended—

(A) by striking ‘‘for individuals not’’ and inserting ‘‘in the 
case of individuals not’’; and 

(B) by striking ‘‘for individuals so’’ and inserting ‘‘in the 
case of individuals so’’. 
(2)(A) Section 1814(a) (42 U.S.C. 1395f(a)) is amended in the 

sixth sentence by striking ‘‘leave home,’’ and inserting ‘‘leave home 
and’’. 

(B) Section 1835(a) (42 U.S.C. 1395n(a)) is amended in the sev-
enth sentence by striking ‘‘leave home,’’ and inserting ‘‘leave home 
and’’. 

(3) Section 1891(d)(1) (42 U.S.C. 1395bbb(d)(1)) is amended by 
striking ‘‘subsection (c)(2)(C)(I)’’ and inserting ‘‘subsection 
(c)(2)(C)(i)(I)’’. 

(4) Section 1861(v) (42 U.S.C. 1395x(v)) is amended by moving 
paragraph (8) (including clauses (i) through (v) of such paragraph) 
2 ems to the left. 

(5) Section 1866B(b)(7)(D) (42 U.S.C. 1395cc–2(b)(7)(D)) is 
amended by striking ‘‘(c)(2)(A)(ii)’’ and inserting ‘‘(c)(2)(B)’’. 
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(6) Section 1886(h)(3)(D)(ii)(III) (42 U.S.C. 
1395ww(h)(3)(D)(ii)(III)) is amended by striking ‘‘and’’ after the 
comma at the end. 

(7) Section 1893(a) (42 U.S.C. 1395ddd(a)) is amended by strik-
ing ‘‘Medicare program’’ and inserting ‘‘medicare program’’. 

(8) Section 1896(b)(4) (42 U.S.C. 1395ggg(b)(4)) is amended by 
striking ‘‘701(f)’’ and inserting ‘‘712(f)’’. 

(d) PART C.—(1) Section 1853 (42 U.S.C. 1395w–23), as amend-
ed by section 607 of BIPA (114 Stat. 2763A–558), is amended—

(A) in subsection (a)(3)(C)(ii), by striking ‘‘clause (iii)’’ and 
inserting ‘‘clause (iv)’’; 

(B) in subsection (a)(3)(C), by redesignating the clause (iii) 
added by such section 607 as clause (iv); and 

(C) in subsection (c)(5), by striking ‘‘(a)(3)(C)(iii)’’ and in-
serting ‘‘(a)(3)(C)(iv)’’. 
(2) Section 1876 (42 U.S.C. 1395mm) is amended—

(A) in subsection (c)(2)(B), by striking ‘‘signifcant’’ and in-
serting ‘‘significant’’; and 

(B) in subsection (j)(2), by striking ‘‘this setion’’ and insert-
ing ‘‘this section’’. 
(e) MEDIGAP.—Section 1882 (42 U.S.C. 1395ss) is amended—

(1) in subsection (d)(3)(A)(i)(II), by striking ‘‘plan a medi-
care supplemental policy’’ and inserting ‘‘plan, a medicare sup-
plemental policy’’; 

(2) in subsection (d)(3)(B)(iii)(II), by striking ‘‘to the best of 
the issuer or seller’s knowledge’’ and inserting ‘‘to the best of the 
issuer’s or seller’s knowledge’’; 

(3) in subsection (g)(2)(A), by striking ‘‘medicare supple-
ment policies’’ and inserting ‘‘medicare supplemental policies’’; 

(4) in subsection (p)(2)(B), by striking ‘‘, and’’ and inserting 
‘‘; and’’; and 

(5) in subsection (s)(3)(A)(iii), by striking ‘‘pre-existing’’ and 
inserting ‘‘preexisting’’. 

TITLE VIII—COST CONTAINMENT 

Subtitle A—Cost Containment 

SEC. 801. INCLUSION IN ANNUAL REPORT OF MEDICARE TRUSTEES OF 
INFORMATION ON STATUS OF MEDICARE TRUST FUNDS. 

(a) DETERMINATIONS OF EXCESS GENERAL REVENUE MEDICARE 
FUNDING.—

(1) IN GENERAL.—The Board of Trustees of each medicare 
trust fund shall include in the annual reports submitted under 
subsection (b)(2) of sections 1817 and 1841 of the Social Secu-
rity Act (42 U.S.C. 1395i and 1395t)—

(A) the information described in subsection (b); and 
(B) a determination as to whether there is projected to 

be excess general revenue medicare funding (as defined in 
subsection (c)) for the fiscal year in which the report is sub-
mitted or for any of the succeeding 6 fiscal years. 
(2) MEDICARE FUNDING WARNING.—For purposes of section 

1105(h) of title 31, United States Code, and this subtitle, an af-
firmative determination under paragraph (1)(B) in 2 consecu-
tive annual reports shall be treated as a medicare funding 
warning in the year in which the second such report is made. 
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(3) 7-FISCAL-YEAR REPORTING PERIOD.—For purposes of this 
subtitle, the term ‘‘7-fiscal-year reporting period’’ means, with 
respect to a year in which an annual report described in para-
graph (1) is made, the period of 7 consecutive fiscal years begin-
ning with the fiscal year in which the report is submitted. 
(b) INFORMATION.—The information described in this subsection 

for an annual report in a year is as follows: 
(1) PROJECTIONS OF GROWTH OF GENERAL REVENUE SPEND-

ING.—A statement of the general revenue medicare funding as 
a percentage of the total medicare outlays for each of the fol-
lowing:

(A) Each fiscal year within the 7-fiscal-year reporting 
period. 

(B) Previous fiscal years and as of 10, 50, and 75 years 
after such year. 
(2) COMPARISON WITH OTHER GROWTH TRENDS.—A compari-

son of the trend of such percentages with the annual growth 
rate in the following: 

(A) The gross domestic product. 
(B) Private health costs. 
(C) National health expenditures. 
(D) Other appropriate measures. 

(3) PART D SPENDING.—Expenditures, including trends in 
expenditures, under part D of title XVIII of the Social Security 
Act, as added by section 101. 

(4) COMBINED MEDICARE TRUST FUND ANALYSIS.—A finan-
cial analysis of the combined medicare trust funds if general 
revenue medicare funding were limited to the percentage speci-
fied in subsection (c)(1)(B) of total medicare outlays. 
(c) DEFINITIONS.—For purposes of this section: 

(1) EXCESS GENERAL REVENUE MEDICARE FUNDING.—The 
term ‘‘excess general revenue medicare funding’’ means, with re-
spect to a fiscal year, that—

(A) general revenue medicare funding (as defined in 
paragraph (2)), expressed as a percentage of total medicare 
outlays (as defined in paragraph (4)) for the fiscal year; ex-
ceeds 

(B) 45 percent. 
(2) GENERAL REVENUE MEDICARE FUNDING.—The term 

‘‘general revenue medicare funding’’ means for a year—
(A) the total medicare outlays (as defined in paragraph 

(4)) for the year; minus 
(B) the dedicated medicare financing sources (as de-

fined in paragraph (3)) for the year. 
(3) DEDICATED MEDICARE FINANCING SOURCES.—The term 

‘‘dedicated medicare financing sources’’ means the following: 
(A) HOSPITAL INSURANCE TAX.—Amounts appropriated 

to the Hospital Insurance Trust Fund under the third sen-
tence of section 1817(a) of the Social Security Act (42 
U.S.C. 1395i(a)) and amounts transferred to such Trust 
Fund under section 7(c)(2) of the Railroad Retirement Act 
of 1974 (45 U.S.C. 231f(c)(2)). 

(B) TAXATION OF CERTAIN OASDI BENEFITS.—Amounts 
appropriated to the Hospital Insurance Trust Fund under 
section 121(e)(1)(B) of the Social Security Amendments of 

VerDate jul 14 2003 06:29 Nov 24, 2003 Jkt 090299 PO 00000 Frm 00301 Fmt 6659 Sfmt 6603 E:\HR\OC\HR391.XXX HR391



300

1983 (Public Law 98–21), as inserted by section 13215(c) of 
the Omnibus Budget Reconciliation Act of 1993 (Public 
Law 103–66). 

(C) STATE TRANSFERS.—The State share of amounts 
paid to the Federal Government by a State under section 
1843 of the Social Security Act (42 U.S.C. 1395v) or pursu-
ant to section 1935(c) of such Act. 

(D) PREMIUMS.—The following premiums: 
(i) PART A.—Premiums paid by non-Federal 

sources under sections 1818 and section 1818A (42 
U.S.C. 1395i–2 and 1395i–2a) of such Act. 

(ii) PART B.—Premiums paid by non-Federal 
sources under section 1839 of such Act (42 U.S.C. 
1395r), including any adjustments in premiums under 
such section. 

(iii) PART D.—Monthly beneficiary premiums paid 
under part D of title XVIII of such Act, as added by 
section 101, and MA monthly prescription drug bene-
ficiary premiums paid under part C of such title inso-
far as they are attributable to basic prescription drug 
coverage. 

Premiums under clauses (ii) and (iii) shall be determined with-
out regard to any reduction in such premiums attributable to 
a beneficiary rebate under section 1854(b)(1)(C) of such title, as 
amended by section 222(b)(1), and premiums under clause (iii) 
are deemed to include any amounts paid under section 1860D–
13(b) of such title, as added by section 101. 

(E) GIFTS.—Amounts received by the medicare trust 
funds under section 201(i) of the Social Security Act (42 
U.S.C. 401(i)). 
(4) TOTAL MEDICARE OUTLAYS.—The term ‘‘total medicare 

outlays’’ means total outlays from the medicare trust funds and 
shall—

(A) include payments made to plans under part C of 
title XVIII of the Social Security Act that are attributable 
to any rebates under section 1854(b)(1)(C) of such Act (42 
U.S.C. 1395w–24(b)(1)(C)), as amended by section 
222(b)(1); 

(B) include administrative expenditures made in car-
rying out title XVIII of such Act and Federal outlays under 
section 1935(b) of such Act, as added by section 103(a)(2); 
and 

(C) offset outlays by the amount of fraud and abuse 
collections insofar as they are applied or deposited into a 
medicare trust fund. 
(5) MEDICARE TRUST FUND.—The term ‘‘medicare trust 

fund’’ means—
(A) the Federal Hospital Insurance Trust Fund estab-

lished under section 1817 of the Social Security Act (42 
U.S.C. 1395i); and 

(B) the Federal Supplementary Medical Insurance 
Trust Fund established under section 1841 of such Act (42 
U.S.C. 1395t), including the Medicare Prescription Drug 
Account under such Trust Fund. 

(d) CONFORMING AMENDMENTS.—
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(1) FEDERAL HOSPITAL INSURANCE TRUST FUND.—Section 
1817(b)(2) (42 U.S.C. 1395i(b)(2)) is amended by adding at the 
end the following: ‘‘Each report provided under paragraph (2) 
beginning with the report in 2005 shall include the information 
specified in section 801(a) of Medicare Prescription Drug, Im-
provement, and Modernization Act of 2003.’’. 

(2) FEDERAL SUPPLEMENTARY MEDICAL INSURANCE TRUST 
FUND.—Section 1841(b)(2) (42 U.S.C. 1395t(b)(2)) is amended 
by adding at the end the following: ‘‘Each report provided 
under paragraph (2) beginning with the report in 2005 shall in-
clude the information specified in section 801(a) of Medicare 
Prescription Drug, Improvement, and Modernization Act of 
2003.’’. 
(e) NOTICE OF MEDICARE FUNDING WARNING.—Whenever any 

report described in subsection (a) contains a determination that for 
any fiscal year within the 7-fiscal-year reporting period there will 
be excess general revenue medicare funding, Congress and the Presi-
dent should address the matter under existing rules and procedures. 
SEC. 802. PRESIDENTIAL SUBMISSION OF LEGISLATION. 

(a) IN GENERAL.—Section 1105 of title 31, United States Code, 
is amended by adding at the end the following new subsection: 

‘‘(h)(1) If there is a medicare funding warning under section 
801(a)(2) of the Medicare Prescription Drug, Improvement, and 
Modernization Act of 2003 made in a year, the President shall sub-
mit to Congress, within the 15-day period beginning on the date of 
the budget submission to Congress under subsection (a) for the suc-
ceeding year, proposed legislation to respond to such warning. 

‘‘(2) Paragraph (1) does not apply if, during the year in which 
the warning is made, legislation is enacted which eliminates excess 
general revenue medicare funding (as defined in section 801(c) of 
the Medicare Prescription Drug, Improvement, and Modernization 
Act of 2003) for the 7-fiscal-year reporting period, as certified by the 
Board of Trustees of each medicare trust fund (as defined in section 
801(c)(5) of such Act) not later than 30 days after the date of the 
enactment of such legislation.’’. 

(b) SENSE OF CONGRESS.—It is the sense of Congress that legis-
lation submitted pursuant to section 1105(h) of title 31, United 
States Code, in a year should be designed to eliminate excess gen-
eral revenue medicare funding (as defined in section 801(c)) for the 
7-fiscal-year period that begins in such year. 
SEC. 803. PROCEDURES IN THE HOUSE OF REPRESENTATIVES. 

(a) INTRODUCTION AND REFERRAL OF PRESIDENT’S LEGISLATIVE 
PROPOSAL.—

(1) INTRODUCTION.—In the case of a legislative proposal 
submitted by the President pursuant to section 1105(h) of title 
31, United States Code, within the 15-day period specified in 
paragraph (1) of such section, the Majority Leader of the House 
of Representatives (or his designee) and the Minority Leader of 
the House of Representatives (or his designee) shall introduce 
such proposal (by request), the title of which is as follows: ‘‘A 
bill to respond to a medicare funding warning.’’ Such bill shall 
be introduced within 3 legislative days after Congress receives 
such proposal. 
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(2) REFERRAL.—Any legislation introduced pursuant to 
paragraph (1) shall be referred to the appropriate committees of 
the House of Representatives. 
(b) DIRECTION TO THE APPROPRIATE HOUSE COMMITTEES.—

(1) IN GENERAL.—In the House, in any year during which 
the President is required to submit proposed legislation to Con-
gress under section 1105(h) of title 31, United States Code, the 
appropriate committees shall report medicare funding legisla-
tion by not later than June 30 of such year. 

(2) MEDICARE FUNDING LEGISLATION.—For purposes of this 
section, the term ‘‘medicare funding legislation’’ means—

(A) legislation introduced pursuant to subsection (a)(1), 
but only if the legislative proposal upon which the legisla-
tion is based was submitted within the 15-day period re-
ferred to in such subsection; or 

(B) any bill the title of which is as follows: ‘‘A bill to 
respond to a medicare funding warning.’’. 
(3) CERTIFICATION.—With respect to any medicare funding 

legislation or any amendment to such legislation to respond to 
a medicare funding warning, the chairman of the Committee on 
the Budget of the House shall certify—

(A) whether or not such legislation eliminates excess 
general revenue medicare funding (as defined in section 
801(c)) for each fiscal year in the 7-fiscal-year reporting pe-
riod; and 

(B) with respect to such an amendment, whether the 
legislation, as amended, would eliminate excess general 
revenue medicare funding (as defined in section 801(c)) for 
each fiscal year in such 7-fiscal-year reporting period. 

(c) FALLBACK PROCEDURE FOR FLOOR CONSIDERATION IF THE 
HOUSE FAILS TO VOTE ON FINAL PASSAGE BY JULY 30.—

(1) After July 30 of any year during which the President is 
required to submit proposed legislation to Congress under sec-
tion 1105(h) of title 31, United States Code, unless the House 
of Representatives has voted on final passage of any medicare 
funding legislation for which there is an affirmative certifi-
cation under subsection (b)(3)(A), then, after the expiration of 
not less than 30 calendar days (and concurrently 5 legislative 
days), it is in order to move to discharge any committee to 
which medicare funding legislation which has such a certifi-
cation and which has been referred to such committee for 30 
calendar days from further consideration of the legislation. 

(2) A motion to discharge may be made only by an indi-
vidual favoring the legislation, may be made only if supported 
by one-fifth of the total membership of the House (a quorum 
being present), and is highly privileged in the House. Debate 
thereon shall be limited to not more than one hour, the time to 
be divided in the House equally between those favoring and 
those opposing the motion. An amendment to the motion is not 
in order, and it is not in order to move to reconsider the vote 
by which the motion is agreed to or disagreed to. 

(3) Only one motion to discharge a particular committee 
may be adopted under this subsection in any session of a Con-
gress. 
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(4) Notwithstanding paragraph (1), it shall not be in order 
to move to discharge a committee from further consideration of 
medicare funding legislation pursuant to this subsection during 
a session of a Congress if, during the previous session of the 
Congress, the House passed medicare funding legislation for 
which there is an affirmative certification under subsection 
(b)(3)(A). 
(d) FLOOR CONSIDERATION IN THE HOUSE OF DISCHARGED LEG-

ISLATION.—
(1) In the House, not later than 3 legislative days after any 

committee has been discharged from further consideration of 
legislation under subsection (c), the Speaker shall resolve the 
House into the Committee of the Whole for consideration of the 
legislation. 

(2) The first reading of the legislation shall be dispensed 
with. All points of order against consideration of the legislation 
are waived. General debate shall be confined to the legislation 
and shall not exceed five hours, which shall be divided equally 
between those favoring and those opposing the legislation. After 
general debate the legislation shall be considered for amend-
ment under the five-minute rule. During consideration of the 
legislation, no amendments shall be in order in the House or in 
the Committee of the Whole except those for which there has 
been an affirmative certification under subsection (b)(3)(B). All 
points of order against consideration of any such amendment in 
the Committee of the Whole are waived. The legislation, to-
gether with any amendments which shall be in order, shall be 
considered as read. During the consideration of the bill for 
amendment, the Chairman of the Committee of the Whole may 
accord priority in recognition on the basis of whether the Mem-
ber offering an amendment has caused it to be printed in the 
portion of the Congressional Record designated for that purpose 
in clause 8 of Rule XVIII of the Rules of the House of Represent-
atives. Debate on any amendment shall not exceed one hour, 
which shall be divided equally between those favoring and 
those opposing the amendment, and no pro forma amendments 
shall be offered during the debate. The total time for debate on 
all amendments shall not exceed 10 hours. At the conclusion of 
consideration of the legislation for amendment, the Committee 
shall rise and report the legislation to the House with such 
amendments as may have been adopted. The previous question 
shall be considered as ordered on the legislation and amend-
ments thereto to final passage without intervening motion ex-
cept one motion to recommit with or without instructions. If the 
Committee of the Whole rises and reports that it has come to 
no resolution on the bill, then on the next legislative day the 
House shall, immediately after the third daily order of business 
under clause 1 of Rule XIV of the Rules of the House of Rep-
resentatives, resolve into the Committee of the Whole for further 
consideration of the bill. 

(3) All appeals from the decisions of the Chair relating to 
the application of the Rules of the House of Representatives to 
the procedure relating to any such legislation shall be decided 
without debate. 
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(4) Except to the extent specifically provided in the pre-
ceding provisions of this subsection, consideration of any such 
legislation and amendments thereto (or any conference report 
thereon) shall be governed by the Rules of the House of Rep-
resentatives applicable to other bills and resolutions, amend-
ments, and conference reports in similar circumstances.
(e) LEGISLATIVE DAY DEFINED.—As used in this section, the 

term ‘‘legislative day’’ means a day on which the House of Rep-
resentatives is in session. 

(f) RESTRICTION ON WAIVER.—In the House, the provisions of 
this section may be waived only by a rule or order proposing only 
to waive such provisions. 

(g) RULEMAKING POWER.—The provisions of this section are en-
acted by the Congress—

(1) as an exercise of the rulemaking power of the House of 
Representatives and, as such, shall be considered as part of the 
rules of that House and shall supersede other rules only to the 
extent that they are inconsistent therewith; and 

(2) with full recognition of the constitutional right of that 
House to change the rules (so far as they relate to the proce-
dures of that House) at any time, in the same manner, and to 
the same extent as in the case of any other rule of that House. 

SEC. 804. PROCEDURES IN THE SENATE. 
(a) INTRODUCTION AND REFERRAL OF PRESIDENT’S LEGISLATIVE 

PROPOSAL.—
(1) INTRODUCTION.—In the case of a legislative proposal 

submitted by the President pursuant to section 1105(h) of title 
31, United States Code, within the 15-day period specified in 
paragraph (1) of such section, the Majority Leader and Minor-
ity Leader of the Senate (or their designees) shall introduce 
such proposal (by request), the title of which is as follows: ‘‘A 
bill to respond to a medicare funding warning.’’ Such bill shall 
be introduced within 3 days of session after Congress receives 
such proposal. 

(2) REFERRAL.—Any legislation introduced pursuant to 
paragraph (1) shall be referred to the Committee on Finance. 
(b) MEDICARE FUNDING LEGISLATION.—For purposes of this sec-

tion, the term ‘‘medicare funding legislation’’ means—
(1) legislation introduced pursuant to subsection (a)(1), but 

only if the legislative proposal upon which the legislation is 
based was submitted within the 15-day period referred to in 
such subsection; or 

(2) any bill the title of which is as follows: ‘‘A bill to re-
spond to a medicare funding warning.’’. 
(c) QUALIFICATION FOR SPECIAL PROCEDURES.—

(1) IN GENERAL.—The special procedures set forth in sub-
sections (d) and (e) shall apply to medicare funding legislation, 
as described in subsection (b), only if the legislation—

(A) is medicare funding legislation that is passed by 
the House of Representatives; or 

(B) contains matter within the jurisdiction of the Com-
mittee on Finance in the Senate. 
(2) FAILURE TO QUALIFY FOR SPECIAL PROCEDURES.—If the 

medicare funding legislation does not satisfy paragraph (1), 
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then the legislation shall be considered under the ordinary pro-
cedures of the Standing Rules of the Senate. 
(d) DISCHARGE.—

(1) IN GENERAL.—If the Committee on Finance has not re-
ported medicare funding legislation described in subsection 
(c)(1) by June 30 of a year in which the President is required 
to submit medicare funding legislation to Congress under sec-
tion 1105(h) of title 31, United States Code, then any Senator 
may move to discharge the Committee of any single medicare 
funding legislation measure. Only one such motion shall be in 
order in any session of Congress. 

(2) DEBATE LIMITS.—Debate in the Senate on any such mo-
tion to discharge, and all appeals in connection therewith, shall 
be limited to not more than 2 hours. The time shall be equally 
divided between, and controlled by, the maker of the motion 
and the Majority Leader, or their designees, except that in the 
event the Majority Leader is in favor of such motion, the time 
in opposition thereto shall be controlled by the Minority Leader 
or the Minority Leader’s designee. A point of order under this 
subsection may be made at any time. It is not in order to move 
to proceed to another measure or matter while such motion (or 
the motion to reconsider such motion) is pending. 

(3) AMENDMENTS.—No amendment to the motion to dis-
charge shall be in order. 

(4) EXCEPTION IF CERTIFIED LEGISLATION ENACTED.—Not-
withstanding paragraph (1), it shall not be in order to dis-
charge the Committee from further consideration of medicare 
funding legislation pursuant to this subsection during a session 
of a Congress if the chairman of the Committee on the Budget 
of the Senate certifies that medicare funding legislation has 
been enacted that eliminates excess general revenue medicare 
funding (as defined in section 801(c)) for each fiscal year in the 
7-fiscal-year reporting period. 
(e) CONSIDERATION.—After the date on which the Committee on 

Finance has reported medicare funding legislation described in sub-
section (c)(1), or has been discharged (under subsection (d)) from 
further consideration of, such legislation, it is in order (even though 
a previous motion to the same effect has been disagreed to) for any 
Member of the Senate to move to proceed to the consideration of 
such legislation. 

(f) RULES OF THE SENATE.—This section is enacted by the Sen-
ate—

(1) as an exercise of the rulemaking power of the Senate 
and as such it is deemed a part of the rules of the Senate, but 
applicable only with respect to the procedure to be followed in 
the Senate in the case of a bill described in this paragraph, and 
it supersedes other rules only to the extent that it is inconsistent 
with such rules; and 

(2) with full recognition of the constitutional right of the 
Senate to change the rules (so far as relating to the procedure 
of the Senate) at any time, in the same manner, and to the 
same extent as in the case of any other rule of the Senate. 
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Subtitle B—Income-Related Reduction in Part B Premium 
Subsidy 

SEC. 811. INCOME-RELATED REDUCTION IN PART B PREMIUM SUB-
SIDY. 

(a) IN GENERAL.—Section 1839 (42 U.S.C. 1395r), as amended 
by section 241(c), is amended by adding at the end the following: 

‘‘(i) REDUCTION IN PREMIUM SUBSIDY BASED ON INCOME.—
‘‘(1) IN GENERAL.—In the case of an individual whose modi-

fied adjusted gross income exceeds the threshold amount under 
paragraph (2), the monthly amount of the premium subsidy ap-
plicable to the premium under this section for a month after De-
cember 2006 shall be reduced (and the monthly premium shall 
be increased) by the monthly adjustment amount specified in 
paragraph (3). 

‘‘(2) THRESHOLD AMOUNT.—For purposes of this subsection, 
the threshold amount is—

‘‘(A) except as provided in subparagraph (B), $80,000, 
and 

‘‘(B) in the case of a joint return, twice the amount ap-
plicable under subparagraph (A) for the calendar year. 
‘‘(3) MONTHLY ADJUSTMENT AMOUNT.—

‘‘(A) IN GENERAL.—Subject to subparagraph (B), the 
monthly adjustment amount specified in this paragraph for 
an individual for a month in a year is equal to the product 
of the following: 

‘‘(i) SLIDING SCALE PERCENTAGE.—The applicable 
percentage specified in the table in subparagraph (C) 
for the individual minus 25 percentage points. 

‘‘(ii) UNSUBSIDIZED PART B PREMIUM AMOUNT.—
200 percent of the monthly actuarial rate for enrollees 
age 65 and over (as determined under subsection (a)(1) 
for the year). 
‘‘(B) 5-YEAR PHASE IN.—The monthly adjustment 

amount specified in this paragraph for an individual for a 
month in a year before 2011 is equal to the following per-
centage of the monthly adjustment amount specified in sub-
paragraph (A): 

‘‘(i) For 2007, 20 percent. 
‘‘(ii) For 2008, 40 percent. 
‘‘(iii) For 2009, 60 percent. 
‘‘(iv) for 2010, 80 percent. 

‘‘(C) APPLICABLE PERCENTAGE.—
‘‘(i) IN GENERAL.—

‘‘If the modified adjusted gross income is: The applicable percentage is: 

More than $80,000 but not more than $100,000 ................. 35 percent 
More than $100,000 but not more than $150,000 ............... 50 percent 
More than $150,000 but not more than $200,000 ............... 65 percent 
More than $200,000 ............................................................... 80 percent. 

‘‘(ii) JOINT RETURNS.—In the case of a joint return, 
clause (i) shall be applied by substituting dollar 
amounts which are twice the dollar amounts otherwise 
applicable under clause (i) for the calendar year. 

‘‘(iii) MARRIED INDIVIDUALS FILING SEPARATE RE-
TURNS.—In the case of an individual who—
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‘‘(I) is married as of the close of the taxable 
year (within the meaning of section 7703 of the In-
ternal Revenue Code of 1986) but does not file a 
joint return for such year, and 

‘‘(II) does not live apart from such individual’s 
spouse at all times during the taxable year, 

clause (i) shall be applied by reducing each of the dol-
lar amounts otherwise applicable under such clause for 
the calendar year by the threshold amount for such 
year applicable to an unmarried individual. 

‘‘(4) MODIFIED ADJUSTED GROSS INCOME.—
‘‘(A) IN GENERAL.—For purposes of this subsection, the 

term ‘modified adjusted gross income’ means adjusted gross 
income (as defined in section 62 of the Internal Revenue 
Code of 1986)—

‘‘(i) determined without regard to sections 135, 
911, 931, and 933 of such Code; and 

‘‘(ii) increased by the amount of interest received or 
accrued during the taxable year which is exempt from 
tax under such Code. 

In the case of an individual filing a joint return, any ref-
erence in this subsection to the modified adjusted gross in-
come of such individual shall be to such return’s modified 
adjusted gross income. 

‘‘(B) TAXABLE YEAR TO BE USED IN DETERMINING MODI-
FIED ADJUSTED GROSS INCOME.—

‘‘(i) IN GENERAL.—In applying this subsection for 
an individual’s premiums in a month in a year, subject 
to clause (ii) and subparagraph (C), the individual’s 
modified adjusted gross income shall be such income 
determined for the individual’s last taxable year begin-
ning in the second calendar year preceding the year in-
volved. 

‘‘(ii) TEMPORARY USE OF OTHER DATA.—If, as of Oc-
tober 15 before a calendar year, the Secretary of the 
Treasury does not have adequate data for an indi-
vidual in appropriate electronic form for the taxable 
year referred to in clause (i), the individual’s modified 
adjusted gross income shall be determined using the 
data in such form from the previous taxable year. Ex-
cept as provided in regulations prescribed by the Com-
missioner of Social Security in consultation with the 
Secretary, the preceding sentence shall cease to apply 
when adequate data in appropriate electronic form are 
available for the individual for the taxable year re-
ferred to in clause (i), and proper adjustments shall be 
made to the extent that the premium adjustments de-
termined under the preceding sentence were incon-
sistent with those determined using such taxable year. 

‘‘(iii) NON-FILERS.—In the case of individuals with 
respect to whom the Secretary of the Treasury does not 
have adequate data in appropriate electronic form for 
either taxable year referred to in clause (i) or clause 
(ii), the Commissioner of Social Security, in consulta-
tion with the Secretary, shall prescribe regulations 
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which provide for the treatment of the premium adjust-
ment with respect to such individual under this sub-
section, including regulations which provide for—

‘‘(I) the application of the highest applicable 
percentage under paragraph (3)(C) to such indi-
vidual if the Commissioner has information which 
indicates that such individual’s modified adjusted 
gross income might exceed the threshold amount 
for the taxable year referred to in clause (i), and 

‘‘(II) proper adjustments in the case of the ap-
plication of an applicable percentage under sub-
clause (I) to such individual which is inconsistent 
with such individual’s modified adjusted gross in-
come for such taxable year. 

‘‘(C) USE OF MORE RECENT TAXABLE YEAR.—
‘‘(i) IN GENERAL.—The Commissioner of Social Se-

curity in consultation with the Secretary of the Treas-
ury shall establish a procedures under which an indi-
vidual’s modified adjusted gross income shall, at the 
request of such individual, be determined under this 
subsection—

‘‘(I) for a more recent taxable year than the 
taxable year otherwise used under subparagraph 
(B), or 

‘‘(II) by such methodology as the Commis-
sioner, in consultation with such Secretary, deter-
mines to be appropriate, which may include a 
methodology for aggregating or disaggregating in-
formation from tax returns in the case of marriage 
or divorce. 
‘‘(ii) STANDARD FOR GRANTING REQUESTS.—A re-

quest under clause (i)(I) to use a more recent taxable 
year may be granted only if—

‘‘(I) the individual furnishes to such Commis-
sioner with respect to such year such documenta-
tion, such as a copy of a filed Federal income tax 
return or an equivalent document, as the Commis-
sioner specifies for purposes of determining the 
premium adjustment (if any) under this sub-
section; and 

‘‘(II) the individual’s modified adjusted gross 
income for such year is significantly less than such 
income for the taxable year determined under sub-
paragraph (B) by reason of the death of such indi-
vidual’s spouse, the marriage or divorce of such in-
dividual, or other major life changing events speci-
fied in regulations prescribed by the Commissioner 
in consultation with the Secretary. 

‘‘(5) INFLATION ADJUSTMENT.—
‘‘(A) IN GENERAL.—In the case of any calendar year be-

ginning after 2007, each dollar amount in paragraph (2) or 
(3) shall be increased by an amount equal to—

‘‘(i) such dollar amount, multiplied by 
‘‘(ii) the percentage (if any) by which the average of 

the Consumer Price Index for all urban consumers 
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(United States city average) for the 12-month period 
ending with August of the preceding calendar year ex-
ceeds such average for the 12-month period ending 
with August 2006. 
‘‘(B) ROUNDING.—If any dollar amount after being in-

creased under subparagraph (A) is not a multiple of 
$1,000, such dollar amount shall be rounded to the nearest 
multiple of $1,000. 
‘‘(6) JOINT RETURN DEFINED.—For purposes of this sub-

section, the term ‘joint return’ has the meaning given to such 
term by section 7701(a)(38) of the Internal Revenue Code of 
1986.’’. 
(b) CONFORMING AMENDMENTS.—

(1) Section 1839 (42 U.S.C. 1395r) is amended—
(A) in subsection (a)(2), by striking ‘‘and (f)’’ and insert-

ing ‘‘(f), and (i)’’; 
(B) in subsection (b), inserting ‘‘(without regard to any 

adjustment under subsection (i))’’ after ‘‘subsection (a)’’; and 
(C) in subsection (f)—

(i) by striking ‘‘and if’’ and inserting ‘‘if’’; and 
(ii) by inserting ‘‘and if the amount of the individ-

ual’s premium is not adjusted for such January under 
subsection (i),’’ after ‘‘section 1840(b)(1),’’. 

(2) Section 1844 (42 U.S.C. 1395w) is amended—
(A) in subsection (a)(1)—

(i) in subparagraph (B), by striking ‘‘plus’’ at the 
end and inserting ‘‘minus’’; and 

(ii) by adding at the end the following new sub-
paragraph: 

‘‘(C) the aggregate amount of additional premium payments 
attributable to the application of section 1839(i); plus’’; and 

(B) in subsection (c), by inserting before the period at 
the end the following: ‘‘and without regard to any premium 
adjustment under section 1839(i)’’. 

(c) REPORTING REQUIREMENTS FOR SECRETARY OF THE TREAS-
URY.—

(1) IN GENERAL.—Subsection (l) of section 6103 of the Inter-
nal Revenue Code of 1986 (relating to disclosure of returns and 
return information for purposes other than tax administration), 
as amended by section 105(e), is amended by adding at the end 
the following new paragraph: 

‘‘(20) DISCLOSURE OF RETURN INFORMATION TO CARRY OUT 
MEDICARE PART B PREMIUM SUBSIDY ADJUSTMENT.—

‘‘(A) IN GENERAL.—The Secretary shall, upon written 
request from the Commissioner of Social Security, disclose 
to officers, employees, and contractors of the Social Security 
Administration return information of a taxpayer whose pre-
mium (according to the records of the Secretary) may be 
subject to adjustment under section 1839(i) of the Social Se-
curity Act. Such return information shall be limited to—

‘‘(i) taxpayer identity information with respect to 
such taxpayer, 

‘‘(ii) the filing status of such taxpayer, 
‘‘(iii) the adjusted gross income of such taxpayer, 
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‘‘(iv) the amounts excluded from such taxpayer’s 
gross income under sections 135 and 911 to the extent 
such information is available, 

‘‘(v) the interest received or accrued during the tax-
able year which is exempt from the tax imposed by 
chapter 1 to the extent such information is available, 

‘‘(vi) the amounts excluded from such taxpayer’s 
gross income by sections 931 and 933 to the extent such 
information is available, 

‘‘(vii) such other information relating to the liabil-
ity of the taxpayer as is prescribed by the Secretary by 
regulation as might indicate in the case of a taxpayer 
who is an individual described in subsection 
(i)(4)(B)(iii) of section 1839 of the Social Security Act 
that the amount of the premium of the taxpayer under 
such section may be subject to adjustment under sub-
section (i) of such section and the amount of such ad-
justment, and 

‘‘(viii) the taxable year with respect to which the 
preceding information relates. 
‘‘(B) RESTRICTION ON USE OF DISCLOSED INFORMA-

TION.—Return information disclosed under subparagraph 
(A) may be used by officers, employees, and contractors of 
the Social Security Administration only for the purposes of, 
and to the extent necessary in, establishing the appropriate 
amount of any premium adjustment under such section 
1839(i).’’
(2) CONFORMING AMENDMENTS.—

(A) Paragraph (3) of section 6103(a) of such Code, as 
amended by section 105(e)(1), is amended by striking ‘‘or 
(19)’’ and inserting ‘‘(19), or (20)’’. 

(B) Paragraph (4) of section 6103(p) of such Code, as 
amended by section 105(e)(3), is amended by striking 
‘‘(l)(16), (17), or (19)’’ each place it appears and inserting 
‘‘(l)(16), (17), (19), or (20)’’. 

(C) Paragraph (2) of section 7213(a) of such Code, as 
amended by section 105(e)(4), is amended by striking ‘‘or 
(19)’’ and inserting ‘‘(19), or (20)’’. 

TITLE IX—ADMINISTRATIVE IMPROVEMENTS, 
REGULATORY REDUCTION, AND CONTRACTING REFORM 

SEC. 900. ADMINISTRATIVE IMPROVEMENTS WITHIN THE CENTERS 
FOR MEDICARE & MEDICAID SERVICES (CMS). 

(a) COORDINATED ADMINISTRATION OF MEDICARE PRESCRIPTION 
DRUG AND MEDICARE ADVANTAGE PROGRAMS.—Title XVIII (42 
U.S.C. 1395 et seq.), as amended by section 721, is amended by in-
serting after 1807 the following new section: 

‘‘PROVISIONS RELATING TO ADMINISTRATION 

‘‘SEC. 1808. (a) COORDINATED ADMINISTRATION OF MEDICARE 
PRESCRIPTION DRUG AND MEDICARE ADVANTAGE PROGRAMS.—

‘‘(1) IN GENERAL.—There is within the Centers for Medicare 
& Medicaid Services a center to carry out the duties described 
in paragraph (3). 
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‘‘(2) DIRECTOR.—Such center shall be headed by a director 
who shall report directly to the Administrator of the Centers for 
Medicare & Medicaid Services. 

‘‘(3) DUTIES.—The duties described in this paragraph are 
the following: 

‘‘(A) The administration of parts C and D. 
‘‘(B) The provision of notice and information under sec-

tion 1804. 
‘‘(C) Such other duties as the Secretary may specify. 

‘‘(4) DEADLINE.—The Secretary shall ensure that the center 
is carrying out the duties described in paragraph (3) by not 
later than January 1, 2008.’’. 
(b) MANAGEMENT STAFF FOR THE CENTERS FOR MEDICARE & 

MEDICAID SERVICES.—Such section is further amended by adding 
at the end the following new subsection: 

‘‘(b) EMPLOYMENT OF MANAGEMENT STAFF.—
‘‘(1) IN GENERAL.—The Secretary may employ, within the 

Centers for Medicare & Medicaid Services, such individuals as 
management staff as the Secretary determines to be appro-
priate. With respect to the administration of parts C and D, 
such individuals shall include individuals with private sector 
expertise in negotiations with health benefits plans. 

‘‘(2) ELIGIBILITY.—To be eligible for employment under 
paragraph (1) an individual shall be required to have dem-
onstrated, by their education and experience (either in the pub-
lic or private sector), superior expertise in at least one of the fol-
lowing areas: 

‘‘(A) The review, negotiation, and administration of 
health care contracts. 

‘‘(B) The design of health care benefit plans. 
‘‘(C) Actuarial sciences. 
‘‘(D) Compliance with health plan contracts. 
‘‘(E) Consumer education and decision making. 
‘‘(F) Any other area specified by the Secretary that re-

quires specialized management or other expertise. 
‘‘(3) RATES OF PAYMENT.—

‘‘(A) PERFORMANCE-RELATED PAY.—Subject to subpara-
graph (B), the Secretary shall establish the rate of pay for 
an individual employed under paragraph (1). Such rate 
shall take into account expertise, experience, and perform-
ance. 

‘‘(B) LIMITATION.—In no case may the rate of com-
pensation determined under subparagraph (A) exceed the 
highest rate of basic pay for the Senior Executive Service 
under section 5382(b) of title 5, United States Code.’’. 

(c) REQUIREMENT FOR DEDICATED ACTUARY FOR PRIVATE 
HEALTH PLANS.—Section 1117(b) (42 U.S.C. 1317(b)) is amended by 
adding at the end the following new paragraph: 

‘‘(3) In the office of the Chief Actuary there shall be an actuary 
whose duties relate exclusively to the programs under parts C and 
D of title XVIII and related provisions of such title.’’. 

(d) INCREASE IN GRADE TO EXECUTIVE LEVEL III FOR THE AD-
MINISTRATOR OF THE CENTERS FOR MEDICARE & MEDICAID SERV-
ICES.—
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(1) IN GENERAL.—Section 5314 of title 5, United States 
Code, is amended by adding at the end the following: 

‘‘Administrator of the Centers for Medicare & Medicaid 
Services.’’.

(2) CONFORMING AMENDMENT.—Section 5315 of such title is 
amended by striking ‘‘Administrator of the Health Care Financ-
ing Administration.’’. 

(3) EFFECTIVE DATE.—The amendments made by this sub-
section take effect on January 1, 2004. 
(e) CONFORMING AMENDMENTS RELATING TO HEALTH CARE FI-

NANCING ADMINISTRATION.—
(1) AMENDMENTS TO THE SOCIAL SECURITY ACT.—The So-

cial Security Act is amended—
(A) in section 1117 (42 U.S.C. 1317)—

(i) in the heading to read as follows: 

‘‘APPOINTMENT OF THE ADMINISTRATOR AND CHIEF ACTUARY OF THE 
CENTERS FOR MEDICARE & MEDICAID SERVICES’’; 

(ii) in subsection (a), by striking ‘‘Health Care Fi-
nancing Administration’’ and inserting ‘‘Centers for 
Medicare & Medicaid Services’’; and 

(iii) in subsection (b)(1)—
(I) by striking ‘‘Health Care Financing Admin-

istration’’ and inserting ‘‘Centers for Medicare & 
Medicaid Services’’; and 

(II) by striking ‘‘Administration’’ and inserting 
‘‘Centers’’; 

(B) in section 1140(a) (42 U.S.C. 1320b–10(a))—
(i) in paragraph (1), by striking ‘‘Health Care Fi-

nancing Administration’’ both places it appears in the 
matter following subparagraph (B) and inserting ‘‘Cen-
ters for Medicare & Medicaid Services’’; 

(ii) in paragraph (1)(A)— 
(I) by striking ‘‘Health Care Financing Admin-

istration’’ and inserting ‘‘Centers for Medicare & 
Medicaid Services’’; and 

(II) by striking ‘‘HCFA’’ and inserting ‘‘CMS’’; 
and 
(iii) in paragraph (1)(B), by striking ‘‘Health Care 

Financing Administration’’ both places it appears and 
inserting ‘‘Centers for Medicare & Medicaid Services’’; 
(C) in section 1142(b)(3) (42 U.S.C. 1320b–12(b)(3)), by 

striking ‘‘Health Care Financing Administration’’ and in-
serting ‘‘Centers for Medicare & Medicaid Services’’; 

(D) in section 1817(b) (42 U.S.C. 1395i(b))—
(i) by striking ‘‘Health Care Financing Administra-

tion’’, both in the fifth sentence of the matter preceding 
paragraph (1) and in the second sentence of the matter 
following paragraph (4), and inserting ‘‘Centers for 
Medicare & Medicaid Services’’; and 

(ii) by striking ‘‘Chief Actuarial Officer’’ in the sec-
ond sentence of the matter following paragraph (4) and 
inserting ‘‘Chief Actuary’’; 
(E) in section 1841(b) (42 U.S.C. 1395t(b))—
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(i) by striking ‘‘Health Care Financing Administra-
tion’’, both in the fifth sentence of the matter preceding 
paragraph (1) and in the second sentence of the matter 
following paragraph (4), and inserting ‘‘Centers for 
Medicare & Medicaid Services’’; and 

(ii) by striking ‘‘Chief Actuarial Officer’’ in the sec-
ond sentence of the matter following paragraph (4) and 
inserting ‘‘Chief Actuary’’; 
(F) in section 1852(a)(5) (42 U.S.C. 1395w–22(a)(5)), by 

striking ‘‘Health Care Financing Administration’’ in the 
matter following subparagraph (B) and inserting ‘‘Centers 
for Medicare & Medicaid Services’’; 

(G) in section 1853 (42 U.S.C. 1395w–23)—
(i) in subsection (b)(4), by striking ‘‘Health Care Fi-

nancing Administration’’ in the first sentence and in-
serting ‘‘Centers for Medicare & Medicaid Services’’; 
and 

(ii) in subsection (c)(7), by striking ‘‘Health Care 
Financing Administration’’ in the last sentence and in-
serting ‘‘Centers for Medicare & Medicaid Services’’; 
(H) in section 1854(a)(5)(A) (42 U.S.C. 1395w–

24(a)(5)(A)), by striking ‘‘Health Care Financing Adminis-
tration’’ and inserting ‘‘Centers for Medicare & Medicaid 
Services’’; 

(I) in section 1857(d)(4)(A)(ii) (42 U.S.C. 1395w–
27(d)(4)(A)(ii)), by striking ‘‘Health Care Financing Admin-
istration’’ and inserting ‘‘Secretary’’; 

(J) in section 1862(b)(5)(A)(ii) (42 U.S.C. 
1395y(b)(5)(A)(ii)), by striking ‘‘Health Care Financing Ad-
ministration’’ and inserting ‘‘Centers for Medicare & Med-
icaid Services’’; 

(K) in section 1927(e)(4) (42 U.S.C. 1396r–8(e)(4)), by 
striking ‘‘HCFA’’ and inserting ‘‘The Secretary’’; 

(L) in section 1927(f)(2) (42 U.S.C. 1396r–8(f)(2)), by 
striking ‘‘HCFA’’ and inserting ‘‘The Secretary’’; and 

(M) in section 2104(g)(3) (42 U.S.C. 1397dd(g)(3)) by 
inserting ‘‘or CMS Form 64 or CMS Form 21, as the case 
may be,’’ after ‘‘HCFA Form 64 or HCFA Form 21’’. 
(2) AMENDMENTS TO THE PUBLIC HEALTH SERVICE ACT.—

The Public Health Service Act is amended—
(A) in section 501(d)(18) (42 U.S.C. 290aa(d)(18)), by 

striking ‘‘Health Care Financing Administration’’ and in-
serting ‘‘Centers for Medicare & Medicaid Services’’; 

(B) in section 507(b)(6) (42 U.S.C. 290bb(b)(6)), by 
striking ‘‘Health Care Financing Administration’’ and in-
serting ‘‘Centers for Medicare & Medicaid Services’’; 

(C) in section 916 (42 U.S.C. 299b–5)—
(i) in subsection (b)(2), by striking ‘‘Health Care Fi-

nancing Administration’’ and inserting ‘‘Centers for 
Medicare & Medicaid Services’’; and 

(ii) in subsection (c)(2), by striking ‘‘Health Care 
Financing Administration’’ and inserting ‘‘Centers for 
Medicare & Medicaid Services’’; 
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(D) in section 921(c)(3)(A) (42 U.S.C. 299c(c)(3)(A)), by 
striking ‘‘Health Care Financing Administration’’ and in-
serting ‘‘Centers for Medicare & Medicaid Services’’; 

(E) in section 1318(a)(2) (42 U.S.C. 300e–17(a)(2)), by 
striking ‘‘Health Care Financing Administration’’ and in-
serting ‘‘Centers for Medicare & Medicaid Services’’; 

(F) in section 2102(a)(7) (42 U.S.C. 300aa–2(a)(7)), by 
striking ‘‘Health Care Financing Administration’’ and in-
serting ‘‘Centers for Medicare & Medicaid Services’’; and 

(G) in section 2675(a) (42 U.S.C. 300ff–75(a)), by strik-
ing ‘‘Health Care Financing Administration’’ in the first 
sentence and inserting ‘‘Centers for Medicare & Medicaid 
Services’’. 
(3) AMENDMENTS TO THE INTERNAL REVENUE CODE OF 

1986.—Section 6103(l)(12) of the Internal Revenue Code of 1986 
is amended—

(A) in subparagraph (B), by striking ‘‘Health Care Fi-
nancing Administration’’ in the matter preceding clause (i) 
and inserting ‘‘Centers for Medicare & Medicaid Services’’; 
and 

(B) in subparagraph (C)—
(i) by striking ‘‘HEALTH CARE FINANCING ADMINIS-

TRATION’’ in the heading and inserting ‘‘CENTERS FOR 
MEDICARE & MEDICAID SERVICES’’; and 

(ii) by striking ‘‘Health Care Financing Adminis-
tration’’ in the matter preceding clause (i) and insert-
ing ‘‘Centers for Medicare & Medicaid Services’’. 

(4) AMENDMENTS TO TITLE 10, UNITED STATES CODE.—Title 
10, United States Code, is amended—

(A) in section 1086(d)(4), by striking ‘‘administrator of 
the Health Care Financing Administration’’ in the last sen-
tence and inserting ‘‘Administrator of the Centers for Medi-
care & Medicaid Services’’; and 

(B) in section 1095(k)(2), by striking ‘‘Health Care Fi-
nancing Administration’’ in the second sentence and insert-
ing ‘‘Centers for Medicare & Medicaid Services’’. 
(5) AMENDMENTS TO THE ALZHEIMER’S DISEASE AND RE-

LATED DEMENTIAS SERVICES RESEARCH ACT OF 1992.—The Alz-
heimer’s Disease and Related Dementias Research Act of 1992 
(42 U.S.C. 11271 et seq.) is amended—

(A) in the heading of subpart 3 of part D to read as 
follows: 

‘‘Subpart 3—Responsibilities of the Centers for Medicare & 
Medicaid Services’’; 

(B) in section 937 (42 U.S.C. 11271)—
(i) in subsection (a), by striking ‘‘National Health 

Care Financing Administration’’ and inserting ‘‘Cen-
ters for Medicare & Medicaid Services’’; 

(ii) in subsection (b)(1), by striking ‘‘Health Care 
Financing Administration’’ and inserting ‘‘Centers for 
Medicare & Medicaid Services’’; 

(iii) in subsection (b)(2), by striking ‘‘Health Care 
Financing Administration’’ and inserting ‘‘Centers for 
Medicare & Medicaid Services’’; and 
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(iv) in subsection (c), by striking ‘‘Health Care Fi-
nancing Administration’’ and inserting ‘‘Centers for 
Medicare & Medicaid Services’’; and 
(C) in section 938 (42 U.S.C. 11272), by striking 

‘‘Health Care Financing Administration’’ and inserting 
‘‘Centers for Medicare & Medicaid Services’’. 
(6) MISCELLANEOUS AMENDMENTS.—

(A) REHABILITATION ACT OF 1973.—Section 202(b)(8) of 
the Rehabilitation Act of 1973 (29 U.S.C. 762(b)(8)) is 
amended by striking ‘‘Health Care Financing Administra-
tion’’ and inserting ‘‘Centers for Medicare & Medicaid Serv-
ices’’. 

(B) INDIAN HEALTH CARE IMPROVEMENT ACT.—Section 
405(d)(1) of the Indian Health Care Improvement Act (25 
U.S.C. 1645(d)(1)) is amended by striking ‘‘Health Care Fi-
nancing Administration’’ in the matter preceding subpara-
graph (A) and inserting ‘‘Centers for Medicare & Medicaid 
Services’’. 

(C) INDIVIDUALS WITH DISABILITIES EDUCATION ACT.—
Section 644(b)(5) of the Individuals with Disabilities Edu-
cation Act (20 U.S.C. 1444(b)(5)) is amended by striking 
‘‘Health Care Financing Administration’’ and inserting 
‘‘Centers for Medicare & Medicaid Services’’. 

(D) THE HOME HEALTH CARE AND ALZHEIMER’S DISEASE 
AMENDMENTS OF 1990.—Section 302(a)(9) of the Home 
Health Care and Alzheimer’s Disease Amendments of 1990 
(42 U.S.C. 242q–1(a)(9)) is amended by striking ‘‘Health 
Care Financing Administration’’ and inserting ‘‘Centers for 
Medicare & Medicaid Services’’. 

(E) THE CHILDREN’S HEALTH ACT OF 2000.—Section 
2503(a) of the Children’s Health Act of 2000 (42 U.S.C. 
247b–3a(a)) is amended by striking ‘‘Health Care Financ-
ing Administration’’ and inserting ‘‘Centers for Medicare & 
Medicaid Services’’. 

(F) THE NATIONAL INSTITUTES OF HEALTH REVITALIZA-
TION ACT OF 1993.—Section 1909 of the National Institutes 
of Health Revitalization Act of 1993 (42 U.S.C. 299a note) 
is amended by striking ‘‘Health Care Financing Adminis-
tration’’ and inserting ‘‘Centers for Medicare & Medicaid 
Services’’. 

(G) THE OMNIBUS BUDGET RECONCILIATION ACT OF 
1990.—Section 4359(d) of the Omnibus Budget Reconcili-
ation Act of 1990 (42 U.S.C. 1395b–3(d)) is amended by 
striking ‘‘Health Care Financing Administration’’ and in-
serting ‘‘Centers for Medicare & Medicaid Services’’. 

(H) THE MEDICARE, MEDICAID, AND SCHIP BENEFITS IM-
PROVEMENT AND PROTECTION ACT OF 2000.—Section 
104(d)(4) of the Medicare, Medicaid, and SCHIP Benefits 
Improvement and Protection Act of 2000 (42 U.S.C. 1395m 
note) is amended by striking ‘‘Health Care Financing Ad-
ministration’’ and inserting ‘‘Health Care’’. 
(7) ADDITIONAL AMENDMENT.—Section 403 of the Act enti-

tled, ‘‘An Act to authorize certain appropriations for the terri-
tories of the United States, to amend certain Acts relating there-
to, and for other purposes’’, enacted October 15, 1977 (48 U.S.C. 

VerDate jul 14 2003 06:29 Nov 24, 2003 Jkt 090299 PO 00000 Frm 00317 Fmt 6659 Sfmt 6603 E:\HR\OC\HR391.XXX HR391



316

1574–1; 48 U.S.C. 1421q–1), is amended by striking ‘‘Health 
Care Financing Administration’’ and inserting ‘‘Centers for 
Medicare & Medicaid Services’’. 

Subtitle A—Regulatory Reform 

SEC. 901. CONSTRUCTION; DEFINITION OF SUPPLIER. 
(a) CONSTRUCTION.—Nothing in this title shall be construed—

(1) to compromise or affect existing legal remedies for ad-
dressing fraud or abuse, whether it be criminal prosecution, 
civil enforcement, or administrative remedies, including under 
sections 3729 through 3733 of title 31, United States Code (com-
monly known as the ‘‘False Claims Act’’); or 

(2) to prevent or impede the Department of Health and 
Human Services in any way from its ongoing efforts to elimi-
nate waste, fraud, and abuse in the medicare program. 

Furthermore, the consolidation of medicare administrative con-
tracting set forth in this division does not constitute consolidation 
of the Federal Hospital Insurance Trust Fund and the Federal Sup-
plementary Medical Insurance Trust Fund or reflect any position on 
that issue.

(b) DEFINITION OF SUPPLIER.—Section 1861 (42 U.S.C. 1395x) 
is amended by inserting after subsection (c) the following new sub-
section: 

‘‘Supplier 

‘‘(d) The term ‘supplier’ means, unless the context otherwise re-
quires, a physician or other practitioner, a facility, or other entity 
(other than a provider of services) that furnishes items or services 
under this title.’’. 
SEC. 902. ISSUANCE OF REGULATIONS. 

(a) REGULAR TIMELINE FOR PUBLICATION OF FINAL RULES.—
(1) IN GENERAL.—Section 1871(a) (42 U.S.C. 1395hh(a)) is 

amended by adding at the end the following new paragraph: 
‘‘(3)(A) The Secretary, in consultation with the Director of the 

Office of Management and Budget, shall establish and publish a 
regular timeline for the publication of final regulations based on the 
previous publication of a proposed regulation or an interim final 
regulation. 

‘‘(B) Such timeline may vary among different regulations based 
on differences in the complexity of the regulation, the number and 
scope of comments received, and other relevant factors, but shall not 
be longer than 3 years except under exceptional circumstances. If the 
Secretary intends to vary such timeline with respect to the publica-
tion of a final regulation, the Secretary shall cause to have pub-
lished in the Federal Register notice of the different timeline by not 
later than the timeline previously established with respect to such 
regulation. Such notice shall include a brief explanation of the jus-
tification for such variation. 

‘‘(C) In the case of interim final regulations, upon the expiration 
of the regular timeline established under this paragraph for the 
publication of a final regulation after opportunity for public com-
ment, the interim final regulation shall not continue in effect unless 
the Secretary publishes (at the end of the regular timeline and, if 
applicable, at the end of each succeeding 1-year period) a notice of 
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continuation of the regulation that includes an explanation of why 
the regular timeline (and any subsequent 1-year extension) was not 
complied with. If such a notice is published, the regular timeline (or 
such timeline as previously extended under this paragraph) for pub-
lication of the final regulation shall be treated as having been ex-
tended for 1 additional year. 

‘‘(D) The Secretary shall annually submit to Congress a report 
that describes the instances in which the Secretary failed to publish 
a final regulation within the applicable regular timeline under this 
paragraph and that provides an explanation for such failures.’’. 

(2) EFFECTIVE DATE.—The amendment made by paragraph 
(1) shall take effect on the date of the enactment of this Act. The 
Secretary shall provide for an appropriate transition to take 
into account the backlog of previously published interim final 
regulations. 
(b) LIMITATIONS ON NEW MATTER IN FINAL REGULATIONS.—

(1) IN GENERAL.—Section 1871(a) (42 U.S.C. 1395hh(a)), as 
amended by subsection (a), is amended by adding at the end 
the following new paragraph: 
‘‘(4) If the Secretary publishes a final regulation that includes 

a provision that is not a logical outgrowth of a previously published 
notice of proposed rulemaking or interim final rule, such provision 
shall be treated as a proposed regulation and shall not take effect 
until there is the further opportunity for public comment and a pub-
lication of the provision again as a final regulation.’’. 

(2) EFFECTIVE DATE.—The amendment made by paragraph 
(1) shall apply to final regulations published on or after the 
date of the enactment of this Act. 

SEC. 903. COMPLIANCE WITH CHANGES IN REGULATIONS AND POLI-
CIES. 

(a) NO RETROACTIVE APPLICATION OF SUBSTANTIVE CHANGES.—
(1) IN GENERAL.—Section 1871 (42 U.S.C. 1395hh), as 

amended by section 902(a), is amended by adding at the end 
the following new subsection: 
‘‘(e)(1)(A) A substantive change in regulations, manual instruc-

tions, interpretative rules, statements of policy, or guidelines of gen-
eral applicability under this title shall not be applied (by extrapo-
lation or otherwise) retroactively to items and services furnished be-
fore the effective date of the change, unless the Secretary determines 
that—

‘‘(i) such retroactive application is necessary to comply with 
statutory requirements; or 

‘‘(ii) failure to apply the change retroactively would be con-
trary to the public interest.’’. 

(2) EFFECTIVE DATE.—The amendment made by paragraph 
(1) shall apply to substantive changes issued on or after the 
date of the enactment of this Act. 
(b) TIMELINE FOR COMPLIANCE WITH SUBSTANTIVE CHANGES 

AFTER NOTICE.—
(1) IN GENERAL.—Section 1871(e)(1), as added by sub-

section (a), is amended by adding at the end the following: 
‘‘(B)(i) Except as provided in clause (ii), a substantive change 

referred to in subparagraph (A) shall not become effective before the 
end of the 30-day period that begins on the date that the Secretary 
has issued or published, as the case may be, the substantive change. 
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‘‘(ii) The Secretary may provide for such a substantive change 
to take effect on a date that precedes the end of the 30-day period 
under clause (i) if the Secretary finds that waiver of such 30-day pe-
riod is necessary to comply with statutory requirements or that the 
application of such 30-day period is contrary to the public interest. 
If the Secretary provides for an earlier effective date pursuant to 
this clause, the Secretary shall include in the issuance or publica-
tion of the substantive change a finding described in the first sen-
tence, and a brief statement of the reasons for such finding. 

‘‘(C) No action shall be taken against a provider of services or 
supplier with respect to noncompliance with such a substantive 
change for items and services furnished before the effective date of 
such a change.’’. 

(2) EFFECTIVE DATE.—The amendment made by paragraph 
(1) shall apply to compliance actions undertaken on or after the 
date of the enactment of this Act. 
(c) RELIANCE ON GUIDANCE.—

(1) IN GENERAL.—Section 1871(e), as added by subsection 
(a), is further amended by adding at the end the following new 
paragraph: 
‘‘(2)(A) If—

‘‘(i) a provider of services or supplier follows the written 
guidance (which may be transmitted electronically) provided by 
the Secretary or by a medicare contractor (as defined in section 
1889(g)) acting within the scope of the contractor’s contract au-
thority, with respect to the furnishing of items or services and 
submission of a claim for benefits for such items or services 
with respect to such provider or supplier; 

‘‘(ii) the Secretary determines that the provider of services 
or supplier has accurately presented the circumstances relating 
to such items, services, and claim to the contractor in writing; 
and 

‘‘(iii) the guidance was in error; 
the provider of services or supplier shall not be subject to any pen-
alty or interest under this title or the provisions of title XI insofar 
as they relate to this title (including interest under a repayment 
plan under section 1893 or otherwise) relating to the provision of 
such items or service or such claim if the provider of services or sup-
plier reasonably relied on such guidance. 

‘‘(B) Subparagraph (A) shall not be construed as preventing the 
recoupment or repayment (without any additional penalty) relating 
to an overpayment insofar as the overpayment was solely the result 
of a clerical or technical operational error.’’. 

(2) EFFECTIVE DATE.—The amendment made by paragraph 
(1) shall take effect on the date of the enactment of this Act and 
shall only apply to a penalty or interest imposed with respect 
to guidance provided on or after July 24, 2003. 

SEC. 904. REPORTS AND STUDIES RELATING TO REGULATORY RE-
FORM. 

(a) GAO STUDY ON ADVISORY OPINION AUTHORITY.—
(1) STUDY.—The Comptroller General of the United States 

shall conduct a study to determine the feasibility and appro-
priateness of establishing in the Secretary authority to provide 
legally binding advisory opinions on appropriate interpretation 
and application of regulations to carry out the medicare pro-
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gram under title XVIII of the Social Security Act. Such study 
shall examine the appropriate timeframe for issuing such advi-
sory opinions, as well as the need for additional staff and fund-
ing to provide such opinions. 

(2) REPORT.—The Comptroller General shall submit to 
Congress a report on the study conducted under paragraph (1) 
by not later than 1 year after the date of the enactment of this 
Act. 
(b) REPORT ON LEGAL AND REGULATORY INCONSISTENCIES.—

Section 1871 (42 U.S.C. 1395hh), as amended by section 903(a)(1), 
is amended by adding at the end the following new subsection: 

‘‘(f)(1) Not later than 2 years after the date of the enactment of 
this subsection, and every 3 years thereafter, the Secretary shall 
submit to Congress a report with respect to the administration of 
this title and areas of inconsistency or conflict among the various 
provisions under law and regulation. 

‘‘(2) In preparing a report under paragraph (1), the Secretary 
shall collect—

‘‘(A) information from individuals entitled to benefits under 
part A or enrolled under part B, or both, providers of services, 
and suppliers and from the Medicare Beneficiary Ombudsman 
with respect to such areas of inconsistency and conflict; and 

‘‘(B) information from medicare contractors that tracks the 
nature of written and telephone inquiries. 
‘‘(3) A report under paragraph (1) shall include a description of 

efforts by the Secretary to reduce such inconsistency or conflicts, and 
recommendations for legislation or administrative action that the 
Secretary determines appropriate to further reduce such inconsist-
ency or conflicts.’’. 

Subtitle B—Contracting Reform 

SEC. 911. INCREASED FLEXIBILITY IN MEDICARE ADMINISTRATION. 
(a) CONSOLIDATION AND FLEXIBILITY IN MEDICARE ADMINISTRA-

TION.—
(1) IN GENERAL.—Title XVIII is amended by inserting after 

section 1874 the following new section: 

‘‘CONTRACTS WITH MEDICARE ADMINISTRATIVE CONTRACTORS 

‘‘SEC. 1874A. (a) AUTHORITY.—
‘‘(1) AUTHORITY TO ENTER INTO CONTRACTS.—The Secretary 

may enter into contracts with any eligible entity to serve as a 
medicare administrative contractor with respect to the perform-
ance of any or all of the functions described in paragraph (4) 
or parts of those functions (or, to the extent provided in a con-
tract, to secure performance thereof by other entities). 

‘‘(2) ELIGIBILITY OF ENTITIES.—An entity is eligible to enter 
into a contract with respect to the performance of a particular 
function described in paragraph (4) only if—

‘‘(A) the entity has demonstrated capability to carry out 
such function; 

‘‘(B) the entity complies with such conflict of interest 
standards as are generally applicable to Federal acquisi-
tion and procurement; 
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‘‘(C) the entity has sufficient assets to financially sup-
port the performance of such function; and 

‘‘(D) the entity meets such other requirements as the 
Secretary may impose.
‘‘(3) MEDICARE ADMINISTRATIVE CONTRACTOR DEFINED.—

For purposes of this title and title XI—
‘‘(A) IN GENERAL.—The term ‘medicare administrative 

contractor’ means an agency, organization, or other person 
with a contract under this section. 

‘‘(B) APPROPRIATE MEDICARE ADMINISTRATIVE CON-
TRACTOR.—With respect to the performance of a particular 
function in relation to an individual entitled to benefits 
under part A or enrolled under part B, or both, a specific 
provider of services or supplier (or class of such providers 
of services or suppliers), the ‘appropriate’ medicare admin-
istrative contractor is the medicare administrative con-
tractor that has a contract under this section with respect 
to the performance of that function in relation to that indi-
vidual, provider of services or supplier or class of provider 
of services or supplier. 
‘‘(4) FUNCTIONS DESCRIBED.—The functions referred to in 

paragraphs (1) and (2) are payment functions (including the 
function of developing local coverage determinations, as defined 
in section 1869(f)(2)(B)), provider services functions, and func-
tions relating to services furnished to individuals entitled to 
benefits under part A or enrolled under part B, or both, as fol-
lows: 

‘‘(A) DETERMINATION OF PAYMENT AMOUNTS.—Deter-
mining (subject to the provisions of section 1878 and to 
such review by the Secretary as may be provided for by the 
contracts) the amount of the payments required pursuant to 
this title to be made to providers of services, suppliers and 
individuals. 

‘‘(B) MAKING PAYMENTS.—Making payments described 
in subparagraph (A) (including receipt, disbursement, and 
accounting for funds in making such payments). 

‘‘(C) BENEFICIARY EDUCATION AND ASSISTANCE.—Pro-
viding education and outreach to individuals entitled to 
benefits under part A or enrolled under part B, or both, 
and providing assistance to those individuals with specific 
issues, concerns, or problems. 

‘‘(D) PROVIDER CONSULTATIVE SERVICES.—Providing 
consultative services to institutions, agencies, and other per-
sons to enable them to establish and maintain fiscal 
records necessary for purposes of this title and otherwise to 
qualify as providers of services or suppliers. 

‘‘(E) COMMUNICATION WITH PROVIDERS.—Commu-
nicating to providers of services and suppliers any informa-
tion or instructions furnished to the medicare administra-
tive contractor by the Secretary, and facilitating commu-
nication between such providers and suppliers and the Sec-
retary. 

‘‘(F) PROVIDER EDUCATION AND TECHNICAL ASSIST-
ANCE.—Performing the functions relating to provider edu-
cation, training, and technical assistance. 
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‘‘(G) ADDITIONAL FUNCTIONS.—Performing such other 
functions, including (subject to paragraph (5)) functions 
under the Medicare Integrity Program under section 1893, 
as are necessary to carry out the purposes of this title. 
‘‘(5) RELATIONSHIP TO MIP CONTRACTS.—

‘‘(A) NONDUPLICATION OF DUTIES.—In entering into 
contracts under this section, the Secretary shall assure that 
functions of medicare administrative contractors in car-
rying out activities under parts A and B do not duplicate 
activities carried out under a contract entered into under 
the Medicare Integrity Program under section 1893. The 
previous sentence shall not apply with respect to the activ-
ity described in section 1893(b)(5) (relating to prior author-
ization of certain items of durable medical equipment 
under section 1834(a)(15)). 

‘‘(B) CONSTRUCTION.—An entity shall not be treated as 
a medicare administrative contractor merely by reason of 
having entered into a contract with the Secretary under sec-
tion 1893. 
‘‘(6) APPLICATION OF FEDERAL ACQUISITION REGULATION.—

Except to the extent inconsistent with a specific requirement of 
this section, the Federal Acquisition Regulation applies to con-
tracts under this section. 
‘‘(b) CONTRACTING REQUIREMENTS.—

‘‘(1) USE OF COMPETITIVE PROCEDURES.—
‘‘(A) IN GENERAL.—Except as provided in laws with 

general applicability to Federal acquisition and procure-
ment or in subparagraph (B), the Secretary shall use com-
petitive procedures when entering into contracts with medi-
care administrative contractors under this section, taking 
into account performance quality as well as price and other 
factors. 

‘‘(B) RENEWAL OF CONTRACTS.—The Secretary may 
renew a contract with a medicare administrative contractor 
under this section from term to term without regard to sec-
tion 5 of title 41, United States Code, or any other provi-
sion of law requiring competition, if the medicare adminis-
trative contractor has met or exceeded the performance re-
quirements applicable with respect to the contract and con-
tractor, except that the Secretary shall provide for the ap-
plication of competitive procedures under such a contract 
not less frequently than once every 5 years. 

‘‘(C) TRANSFER OF FUNCTIONS.—The Secretary may 
transfer functions among medicare administrative contrac-
tors consistent with the provisions of this paragraph. The 
Secretary shall ensure that performance quality is consid-
ered in such transfers. The Secretary shall provide public 
notice (whether in the Federal Register or otherwise) of any 
such transfer (including a description of the functions so 
transferred, a description of the providers of services and 
suppliers affected by such transfer, and contact information 
for the contractors involved). 

‘‘(D) INCENTIVES FOR QUALITY.—The Secretary shall 
provide incentives for medicare administrative contractors 
to provide quality service and to promote efficiency. 
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‘‘(2) COMPLIANCE WITH REQUIREMENTS.—No contract under 
this section shall be entered into with any medicare administra-
tive contractor unless the Secretary finds that such medicare 
administrative contractor will perform its obligations under the 
contract efficiently and effectively and will meet such require-
ments as to financial responsibility, legal authority, quality of 
services provided, and other matters as the Secretary finds per-
tinent. 

‘‘(3) PERFORMANCE REQUIREMENTS.—
‘‘(A) DEVELOPMENT OF SPECIFIC PERFORMANCE RE-

QUIREMENTS.—
‘‘(i) IN GENERAL.—The Secretary shall develop con-

tract performance requirements to carry out the specific 
requirements applicable under this title to a function 
described in subsection (a)(4) and shall develop stand-
ards for measuring the extent to which a contractor 
has met such requirements. 

‘‘(ii) CONSULTATION.—In developing such perform-
ance requirements and standards for measurement, the 
Secretary shall consult with providers of services, orga-
nizations representative of beneficiaries under this title, 
and organizations and agencies performing functions 
necessary to carry out the purposes of this section with 
respect to such performance requirements. 

‘‘(iii) PUBLICATION OF STANDARDS.—The Secretary 
shall make such performance requirements and meas-
urement standards available to the public. 
‘‘(B) CONSIDERATIONS.—The Secretary shall include, as 

one of the standards developed under subparagraph (A), 
provider and beneficiary satisfaction levels. 

‘‘(C) INCLUSION IN CONTRACTS.—All contractor per-
formance requirements shall be set forth in the contract be-
tween the Secretary and the appropriate medicare adminis-
trative contractor. Such performance requirements—

‘‘(i) shall reflect the performance requirements pub-
lished under subparagraph (A), but may include addi-
tional performance requirements; 

‘‘(ii) shall be used for evaluating contractor per-
formance under the contract; and 

‘‘(iii) shall be consistent with the written statement 
of work provided under the contract. 

‘‘(4) INFORMATION REQUIREMENTS.—The Secretary shall not 
enter into a contract with a medicare administrative contractor 
under this section unless the contractor agrees—

‘‘(A) to furnish to the Secretary such timely information 
and reports as the Secretary may find necessary in per-
forming his functions under this title; and 

‘‘(B) to maintain such records and afford such access 
thereto as the Secretary finds necessary to assure the cor-
rectness and verification of the information and reports 
under subparagraph (A) and otherwise to carry out the 
purposes of this title. 
‘‘(5) SURETY BOND.—A contract with a medicare adminis-

trative contractor under this section may require the medicare 
administrative contractor, and any of its officers or employees 
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certifying payments or disbursing funds pursuant to the con-
tract, or otherwise participating in carrying out the contract, to 
give surety bond to the United States in such amount as the 
Secretary may deem appropriate. 
‘‘(c) TERMS AND CONDITIONS.—

‘‘(1) IN GENERAL.—A contract with any medicare adminis-
trative contractor under this section may contain such terms 
and conditions as the Secretary finds necessary or appropriate 
and may provide for advances of funds to the medicare admin-
istrative contractor for the making of payments by it under sub-
section (a)(4)(B). 

‘‘(2) PROHIBITION ON MANDATES FOR CERTAIN DATA COLLEC-
TION.—The Secretary may not require, as a condition of enter-
ing into, or renewing, a contract under this section, that the 
medicare administrative contractor match data obtained other 
than in its activities under this title with data used in the ad-
ministration of this title for purposes of identifying situations 
in which the provisions of section 1862(b) may apply. 
‘‘(d) LIMITATION ON LIABILITY OF MEDICARE ADMINISTRATIVE 

CONTRACTORS AND CERTAIN OFFICERS.—
‘‘(1) CERTIFYING OFFICER.—No individual designated pur-

suant to a contract under this section as a certifying officer 
shall, in the absence of the reckless disregard of the individual’s 
obligations or the intent by that individual to defraud the 
United States, be liable with respect to any payments certified 
by the individual under this section. 

‘‘(2) DISBURSING OFFICER.—No disbursing officer shall, in 
the absence of the reckless disregard of the officer’s obligations 
or the intent by that officer to defraud the United States, be lia-
ble with respect to any payment by such officer under this sec-
tion if it was based upon an authorization (which meets the ap-
plicable requirements for such internal controls established by 
the Comptroller General of the United States) of a certifying of-
ficer designated as provided in paragraph (1) of this subsection. 

‘‘(3) LIABILITY OF MEDICARE ADMINISTRATIVE CON-
TRACTOR.—

‘‘(A) IN GENERAL.—No medicare administrative con-
tractor shall be liable to the United States for a payment 
by a certifying or disbursing officer unless, in connection 
with such payment, the medicare administrative contractor 
acted with reckless disregard of its obligations under its 
medicare administrative contract or with intent to defraud 
the United States.

‘‘(B) RELATIONSHIP TO FALSE CLAIMS ACT.—Nothing in 
this subsection shall be construed to limit liability for con-
duct that would constitute a violation of sections 3729 
through 3731 of title 31, United States Code. 
‘‘(4) INDEMNIFICATION BY SECRETARY.—

‘‘(A) IN GENERAL.—Subject to subparagraphs (B) and 
(D), in the case of a medicare administrative contractor (or 
a person who is a director, officer, or employee of such a 
contractor or who is engaged by the contractor to partici-
pate directly in the claims administration process) who is 
made a party to any judicial or administrative proceeding 
arising from or relating directly to the claims administra-
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tion process under this title, the Secretary may, to the ex-
tent the Secretary determines to be appropriate and as spec-
ified in the contract with the contractor, indemnify the con-
tractor and such persons. 

‘‘(B) CONDITIONS.—The Secretary may not provide in-
demnification under subparagraph (A) insofar as the liabil-
ity for such costs arises directly from conduct that is deter-
mined by the judicial proceeding or by the Secretary to be 
criminal in nature, fraudulent, or grossly negligent. If in-
demnification is provided by the Secretary with respect to 
a contractor before a determination that such costs arose 
directly from such conduct, the contractor shall reimburse 
the Secretary for costs of indemnification. 

‘‘(C) SCOPE OF INDEMNIFICATION.—Indemnification by 
the Secretary under subparagraph (A) may include pay-
ment of judgments, settlements (subject to subparagraph 
(D)), awards, and costs (including reasonable legal ex-
penses). 

‘‘(D) WRITTEN APPROVAL FOR SETTLEMENTS OR COM-
PROMISES.—A contractor or other person described in sub-
paragraph (A) may not propose to negotiate a settlement or 
compromise of a proceeding described in such subpara-
graph without the prior written approval of the Secretary 
to negotiate such settlement or compromise. Any indem-
nification under subparagraph (A) with respect to amounts 
paid under a settlement or compromise of a proceeding de-
scribed in such subparagraph are conditioned upon prior 
written approval by the Secretary of the final settlement or 
compromise. 

‘‘(E) CONSTRUCTION.—Nothing in this paragraph shall 
be construed—

‘‘(i) to change any common law immunity that may 
be available to a medicare administrative contractor or 
person described in subparagraph (A); or 

‘‘(ii) to permit the payment of costs not otherwise 
allowable, reasonable, or allocable under the Federal 
Acquisition Regulation.’’. 

(2) CONSIDERATION OF INCORPORATION OF CURRENT LAW 
STANDARDS.—In developing contract performance requirements 
under section 1874A(b) of the Social Security Act, as inserted 
by paragraph (1), the Secretary shall consider inclusion of the 
performance standards described in sections 1816(f)(2) of such 
Act (relating to timely processing of reconsiderations and appli-
cations for exemptions) and section 1842(b)(2)(B) of such Act 
(relating to timely review of determinations and fair hearing re-
quests), as such sections were in effect before the date of the en-
actment of this Act. 
(b) CONFORMING AMENDMENTS TO SECTION 1816 (RELATING TO 

FISCAL INTERMEDIARIES).—Section 1816 (42 U.S.C. 1395h) is 
amended as follows: 

(1) The heading is amended to read as follows: 

‘‘PROVISIONS RELATING TO THE ADMINISTRATION OF PART A’’. 

(2) Subsection (a) is amended to read as follows: 
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‘‘(a) The administration of this part shall be conducted through 
contracts with medicare administrative contractors under section 
1874A.’’. 

(3) Subsection (b) is repealed. 
(4) Subsection (c) is amended—

(A) by striking paragraph (1); and 
(B) in each of paragraphs (2)(A) and (3)(A), by striking 

‘‘agreement under this section’’ and inserting ‘‘contract 
under section 1874A that provides for making payments 
under this part’’. 
(5) Subsections (d) through (i) are repealed. 
(6) Subsections (j) and (k) are each amended—

(A) by striking ‘‘An agreement with an agency or orga-
nization under this section’’ and inserting ‘‘A contract with 
a medicare administrative contractor under section 1874A 
with respect to the administration of this part’’; and 

(B) by striking ‘‘such agency or organization’’ and in-
serting ‘‘such medicare administrative contractor’’ each 
place it appears. 
(7) Subsection (l) is repealed. 

(c) CONFORMING AMENDMENTS TO SECTION 1842 (RELATING TO 
CARRIERS).—Section 1842 (42 U.S.C. 1395u) is amended as follows: 

(1) The heading is amended to read as follows: 

‘‘PROVISIONS RELATING TO THE ADMINISTRATION OF PART B’’. 

(2) Subsection (a) is amended to read as follows: 
‘‘(a) The administration of this part shall be conducted through 

contracts with medicare administrative contractors under section 
1874A.’’. 

(3) Subsection (b) is amended—
(A) by striking paragraph (1); 
(B) in paragraph (2)—

(i) by striking subparagraphs (A) and (B); 
(ii) in subparagraph (C), by striking ‘‘carriers’’ and 

inserting ‘‘medicare administrative contractors’’; and 
(iii) by striking subparagraphs (D) and (E); 

(C) in paragraph (3)—
(i) in the matter before subparagraph (A), by strik-

ing ‘‘Each such contract shall provide that the carrier’’ 
and inserting ‘‘The Secretary’’; 

(ii) by striking ‘‘will’’ the first place it appears in 
each of subparagraphs (A), (B), (F), (G), (H), and (L) 
and inserting ‘‘shall’’; 

(iii) in subparagraph (B), in the matter before 
clause (i), by striking ‘‘to the policyholders and sub-
scribers of the carrier’’ and inserting ‘‘to the policy-
holders and subscribers of the medicare administrative 
contractor’’; 

(iv) by striking subparagraphs (C), (D), and (E); 
(v) in subparagraph (H)—

(I) by striking ‘‘if it makes determinations or 
payments with respect to physicians’ services,’’ in 
the matter preceding clause (i); and 

(II) by striking ‘‘carrier’’ and inserting ‘‘medi-
care administrative contractor’’ in clause (i); 
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(vi) by striking subparagraph (I); 
(vii) in subparagraph (L), by striking the semicolon 

and inserting a period; 
(viii) in the first sentence, after subparagraph (L), 

by striking ‘‘and shall contain’’ and all that follows 
through the period; and 

(ix) in the seventh sentence, by inserting ‘‘medicare 
administrative contractor,’’ after ‘‘carrier,’’; 
(D) by striking paragraph (5); 
(E) in paragraph (6)(D)(iv), by striking ‘‘carrier’’ and 

inserting ‘‘medicare administrative contractor’’; and 
(F) in paragraph (7), by striking ‘‘the carrier’’ and in-

serting ‘‘the Secretary’’ each place it appears. 
(4) Subsection (c) is amended—

(A) by striking paragraph (1); 
(B) in paragraph (2)(A), by striking ‘‘contract under 

this section which provides for the disbursement of funds, 
as described in subsection (a)(1)(B),’’ and inserting ‘‘con-
tract under section 1874A that provides for making pay-
ments under this part’’; 

(C) in paragraph (3)(A), by striking ‘‘subsection 
(a)(1)(B)’’ and inserting ‘‘section 1874A(a)(3)(B)’’; 

(D) in paragraph (4), in the matter preceding subpara-
graph (A), by striking ‘‘carrier’’ and inserting ‘‘medicare ad-
ministrative contractor’’; and 

(E) by striking paragraphs (5) and (6). 
(5) Subsections (d), (e), and (f) are repealed. 
(6) Subsection (g) is amended by striking ‘‘carrier or car-

riers’’ and inserting ‘‘medicare administrative contractor or con-
tractors’’. 

(7) Subsection (h) is amended—
(A) in paragraph (2)—

(i) by striking ‘‘Each carrier having an agreement 
with the Secretary under subsection (a)’’ and inserting 
‘‘The Secretary’’; and 

(ii) by striking ‘‘Each such carrier’’ and inserting 
‘‘The Secretary’’; 
(B) in paragraph (3)(A)—

(i) by striking ‘‘a carrier having an agreement with 
the Secretary under subsection (a)’’ and inserting 
‘‘medicare administrative contractor having a contract 
under section 1874A that provides for making pay-
ments under this part’’; and 

(ii) by striking ‘‘such carrier’’ and inserting ‘‘such 
contractor’’; 
(C) in paragraph (3)(B)—

(i) by striking ‘‘a carrier’’ and inserting ‘‘a medi-
care administrative contractor’’ each place it appears; 
and 

(ii) by striking ‘‘the carrier’’ and inserting ‘‘the con-
tractor’’ each place it appears; and 
(D) in paragraphs (5)(A) and (5)(B)(iii), by striking 

‘‘carriers’’ and inserting ‘‘medicare administrative contrac-
tors’’ each place it appears. 
(8) Subsection (l) is amended—
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(A) in paragraph (1)(A)(iii), by striking ‘‘carrier’’ and 
inserting ‘‘medicare administrative contractor’’; and 

(B) in paragraph (2), by striking ‘‘carrier’’ and insert-
ing ‘‘medicare administrative contractor’’. 
(9) Subsection (p)(3)(A) is amended by striking ‘‘carrier’’ 

and inserting ‘‘medicare administrative contractor’’. 
(10) Subsection (q)(1)(A) is amended by striking ‘‘carrier’’. 

(d) EFFECTIVE DATE; TRANSITION RULE.—
(1) EFFECTIVE DATE.—

(A) IN GENERAL.—Except as otherwise provided in this 
subsection, the amendments made by this section shall take 
effect on October 1, 2005, and the Secretary is authorized 
to take such steps before such date as may be necessary to 
implement such amendments on a timely basis. 

(B) CONSTRUCTION FOR CURRENT CONTRACTS.—Such 
amendments shall not apply to contracts in effect before the 
date specified under subparagraph (A) that continue to re-
tain the terms and conditions in effect on such date (except 
as otherwise provided under this Act, other than under this 
section) until such date as the contract is let out for com-
petitive bidding under such amendments. 

(C) DEADLINE FOR COMPETITIVE BIDDING.—The Sec-
retary shall provide for the letting by competitive bidding 
of all contracts for functions of medicare administrative 
contractors for annual contract periods that begin on or 
after October 1, 2011. 
(2) GENERAL TRANSITION RULES.—

(A) AUTHORITY TO CONTINUE TO ENTER INTO NEW 
AGREEMENTS AND CONTRACTS AND WAIVER OF PROVIDER 
NOMINATION PROVISIONS DURING TRANSITION.—Prior to Oc-
tober 1, 2005, the Secretary may, consistent with subpara-
graph (B), continue to enter into agreements under section 
1816 and contracts under section 1842 of the Social Secu-
rity Act (42 U.S.C. 1395h, 1395u). The Secretary may enter 
into new agreements under section 1816 prior to October 1, 
2005, without regard to any of the provider nomination 
provisions of such section. 

(B) APPROPRIATE TRANSITION.—The Secretary shall 
take such steps as are necessary to provide for an appro-
priate transition from agreements under section 1816 and 
contracts under section 1842 of the Social Security Act (42 
U.S.C. 1395h, 1395u) to contracts under section 1874A, as 
added by subsection (a)(1). 
(3) AUTHORIZING CONTINUATION OF MIP FUNCTIONS UNDER 

CURRENT CONTRACTS AND AGREEMENTS AND UNDER TRANSITION 
CONTRACTS.—Notwithstanding the amendments made by this 
section, the provisions contained in the exception in section 
1893(d)(2) of the Social Security Act (42 U.S.C. 1395ddd(d)(2)) 
shall continue to apply during the period that begins on the 
date of the enactment of this Act and ends on October 1, 2011, 
and any reference in such provisions to an agreement or con-
tract shall be deemed to include a contract under section 1874A 
of such Act, as inserted by subsection (a)(1), that continues the 
activities referred to in such provisions. 
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(e) REFERENCES.—On and after the effective date provided 
under subsection (d)(1), any reference to a fiscal intermediary or 
carrier under title XI or XVIII of the Social Security Act (or any reg-
ulation, manual instruction, interpretative rule, statement of policy, 
or guideline issued to carry out such titles) shall be deemed a ref-
erence to a medicare administrative contractor (as provided under 
section 1874A of the Social Security Act). 

(f) SECRETARIAL SUBMISSION OF LEGISLATIVE PROPOSAL.—Not 
later than 6 months after the date of the enactment of this Act, the 
Secretary shall submit to the appropriate committees of Congress a 
legislative proposal providing for such technical and conforming 
amendments in the law as are required by the provisions of this sec-
tion. 

(g) REPORTS ON IMPLEMENTATION.—
(1) PLAN FOR IMPLEMENTATION.—By not later than October 

1, 2004, the Secretary shall submit a report to Congress and the 
Comptroller General of the United States that describes the 
plan for implementation of the amendments made by this sec-
tion. The Comptroller General shall conduct an evaluation of 
such plan and shall submit to Congress, not later than 6 
months after the date the report is received, a report on such 
evaluation and shall include in such report such recommenda-
tions as the Comptroller General deems appropriate. 

(2) STATUS OF IMPLEMENTATION.—The Secretary shall sub-
mit a report to Congress not later than October 1, 2008, that 
describes the status of implementation of such amendments and 
that includes a description of the following: 

(A) The number of contracts that have been competi-
tively bid as of such date. 

(B) The distribution of functions among contracts and 
contractors. 

(C) A timeline for complete transition to full competi-
tion. 

(D) A detailed description of how the Secretary has 
modified oversight and management of medicare contrac-
tors to adapt to full competition. 

SEC. 912. REQUIREMENTS FOR INFORMATION SECURITY FOR MEDI-
CARE ADMINISTRATIVE CONTRACTORS. 

(a) IN GENERAL.—Section 1874A, as added by section 911(a)(1), 
is amended by adding at the end the following new subsection: 

‘‘(e) REQUIREMENTS FOR INFORMATION SECURITY.—
‘‘(1) DEVELOPMENT OF INFORMATION SECURITY PROGRAM.—

A medicare administrative contractor that performs the func-
tions referred to in subparagraphs (A) and (B) of subsection 
(a)(4) (relating to determining and making payments) shall im-
plement a contractor-wide information security program to pro-
vide information security for the operation and assets of the 
contractor with respect to such functions under this title. An in-
formation security program under this paragraph shall meet 
the requirements for information security programs imposed on 
Federal agencies under paragraphs (1) through (8) of section 
3544(b) of title 44, United States Code (other than the require-
ments under paragraphs (2)(D)(i), (5)(A), and (5)(B) of such sec-
tion). 

‘‘(2) INDEPENDENT AUDITS.—
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‘‘(A) PERFORMANCE OF ANNUAL EVALUATIONS.—Each 
year a medicare administrative contractor that performs 
the functions referred to in subparagraphs (A) and (B) of 
subsection (a)(4) (relating to determining and making pay-
ments) shall undergo an evaluation of the information secu-
rity of the contractor with respect to such functions under 
this title. The evaluation shall—

‘‘(i) be performed by an entity that meets such re-
quirements for independence as the Inspector General 
of the Department of Health and Human Services may 
establish; and 

‘‘(ii) test the effectiveness of information security 
control techniques of an appropriate subset of the con-
tractor’s information systems (as defined in section 
3502(8) of title 44, United States Code) relating to such 
functions under this title and an assessment of compli-
ance with the requirements of this subsection and re-
lated information security policies, procedures, stand-
ards and guidelines, including policies and procedures 
as may be prescribed by the Director of the Office of 
Management and Budget and applicable information 
security standards promulgated under section 11331 of 
title 40, United States Code. 
‘‘(B) DEADLINE FOR INITIAL EVALUATION.—

‘‘(i) NEW CONTRACTORS.—In the case of a medicare 
administrative contractor covered by this subsection 
that has not previously performed the functions re-
ferred to in subparagraphs (A) and (B) of subsection 
(a)(4) (relating to determining and making payments) 
as a fiscal intermediary or carrier under section 1816 
or 1842, the first independent evaluation conducted 
pursuant to subparagraph (A) shall be completed prior 
to commencing such functions. 

‘‘(ii) OTHER CONTRACTORS.—In the case of a medi-
care administrative contractor covered by this sub-
section that is not described in clause (i), the first inde-
pendent evaluation conducted pursuant to subpara-
graph (A) shall be completed within 1 year after the 
date the contractor commences functions referred to in 
clause (i) under this section. 
‘‘(C) REPORTS ON EVALUATIONS.—

‘‘(i) TO THE DEPARTMENT OF HEALTH AND HUMAN 
SERVICES.—The results of independent evaluations 
under subparagraph (A) shall be submitted promptly 
to the Inspector General of the Department of Health 
and Human Services and to the Secretary. 

‘‘(ii) TO CONGRESS.—The Inspector General of the 
Department of Health and Human Services shall sub-
mit to Congress annual reports on the results of such 
evaluations, including assessments of the scope and 
sufficiency of such evaluations. 

‘‘(iii) AGENCY REPORTING.—The Secretary shall ad-
dress the results of such evaluations in reports required 
under section 3544(c) of title 44, United States Code.’’. 
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(b) APPLICATION OF REQUIREMENTS TO FISCAL INTERMEDIARIES 
AND CARRIERS.—

(1) IN GENERAL.—The provisions of section 1874A(e)(2) of 
the Social Security Act (other than subparagraph (B)), as added 
by subsection (a), shall apply to each fiscal intermediary under 
section 1816 of the Social Security Act (42 U.S.C. 1395h) and 
each carrier under section 1842 of such Act (42 U.S.C. 1395u) 
in the same manner as they apply to medicare administrative 
contractors under such provisions. 

(2) DEADLINE FOR INITIAL EVALUATION.—In the case of such 
a fiscal intermediary or carrier with an agreement or contract 
under such respective section in effect as of the date of the en-
actment of this Act, the first evaluation under section 
1874A(e)(2)(A) of the Social Security Act (as added by sub-
section (a)), pursuant to paragraph (1), shall be completed (and 
a report on the evaluation submitted to the Secretary) by not 
later than 1 year after such date. 

Subtitle C—Education and Outreach 

SEC. 921. PROVIDER EDUCATION AND TECHNICAL ASSISTANCE. 
(a) COORDINATION OF EDUCATION FUNDING.—

(1) IN GENERAL.—Title XVIII is amended by inserting after 
section 1888 the following new section: 

‘‘PROVIDER EDUCATION AND TECHNICAL ASSISTANCE 

‘‘SEC. 1889. (a) COORDINATION OF EDUCATION FUNDING.—The 
Secretary shall coordinate the educational activities provided 
through medicare contractors (as defined in subsection (g), includ-
ing under section 1893) in order to maximize the effectiveness of 
Federal education efforts for providers of services and suppliers.’’. 

(2) EFFECTIVE DATE.—The amendment made by paragraph 
(1) shall take effect on the date of the enactment of this Act. 

(3) REPORT.—Not later than October 1, 2004, the Secretary 
shall submit to Congress a report that includes a description 
and evaluation of the steps taken to coordinate the funding of 
provider education under section 1889(a) of the Social Security 
Act, as added by paragraph (1).
(b) INCENTIVES TO IMPROVE CONTRACTOR PERFORMANCE.—

(1) IN GENERAL.—Section 1874A, as added by section 
911(a)(1) and as amended by section 912(a), is amended by 
adding at the end the following new subsection: 
‘‘(f) INCENTIVES TO IMPROVE CONTRACTOR PERFORMANCE IN 

PROVIDER EDUCATION AND OUTREACH.—The Secretary shall use 
specific claims payment error rates or similar methodology of medi-
care administrative contractors in the processing or reviewing of 
medicare claims in order to give such contractors an incentive to im-
plement effective education and outreach programs for providers of 
services and suppliers.’’. 

(2) APPLICATION TO FISCAL INTERMEDIARIES AND CAR-
RIERS.—The provisions of section 1874A(f) of the Social Security 
Act, as added by paragraph (1), shall apply to each fiscal inter-
mediary under section 1816 of the Social Security Act (42 
U.S.C. 1395h) and each carrier under section 1842 of such Act 
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(42 U.S.C. 1395u) in the same manner as they apply to medi-
care administrative contractors under such provisions. 

(3) GAO REPORT ON ADEQUACY OF METHODOLOGY.—Not 
later than October 1, 2004, the Comptroller General of the 
United States shall submit to Congress and to the Secretary a 
report on the adequacy of the methodology under section 
1874A(f) of the Social Security Act, as added by paragraph (1), 
and shall include in the report such recommendations as the 
Comptroller General determines appropriate with respect to the 
methodology. 

(4) REPORT ON USE OF METHODOLOGY IN ASSESSING CON-
TRACTOR PERFORMANCE.—Not later than October 1, 2004, the 
Secretary shall submit to Congress a report that describes how 
the Secretary intends to use such methodology in assessing 
medicare contractor performance in implementing effective edu-
cation and outreach programs, including whether to use such 
methodology as a basis for performance bonuses. The report 
shall include an analysis of the sources of identified errors and 
potential changes in systems of contractors and rules of the Sec-
retary that could reduce claims error rates. 
(c) PROVISION OF ACCESS TO AND PROMPT RESPONSES FROM 

MEDICARE ADMINISTRATIVE CONTRACTORS.—
(1) IN GENERAL.—Section 1874A, as added by section 

911(a)(1) and as amended by section 912(a) and subsection (b), 
is further amended by adding at the end the following new sub-
section: 
‘‘(g) COMMUNICATIONS WITH BENEFICIARIES, PROVIDERS OF 

SERVICES AND SUPPLIERS.—
‘‘(1) COMMUNICATION STRATEGY.—The Secretary shall de-

velop a strategy for communications with individuals entitled to 
benefits under part A or enrolled under part B, or both, and 
with providers of services and suppliers under this title. 

‘‘(2) RESPONSE TO WRITTEN INQUIRIES.—Each medicare ad-
ministrative contractor shall, for those providers of services and 
suppliers which submit claims to the contractor for claims proc-
essing and for those individuals entitled to benefits under part 
A or enrolled under part B, or both, with respect to whom 
claims are submitted for claims processing, provide general 
written responses (which may be through electronic trans-
mission) in a clear, concise, and accurate manner to inquiries 
of providers of services, suppliers, and individuals entitled to 
benefits under part A or enrolled under part B, or both, con-
cerning the programs under this title within 45 business days 
of the date of receipt of such inquiries. 

‘‘(3) RESPONSE TO TOLL-FREE LINES.—The Secretary shall 
ensure that each medicare administrative contractor shall pro-
vide, for those providers of services and suppliers which submit 
claims to the contractor for claims processing and for those in-
dividuals entitled to benefits under part A or enrolled under 
part B, or both, with respect to whom claims are submitted for 
claims processing, a toll-free telephone number at which such 
individuals, providers of services, and suppliers may obtain in-
formation regarding billing, coding, claims, coverage, and other 
appropriate information under this title. 

‘‘(4) MONITORING OF CONTRACTOR RESPONSES.—
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‘‘(A) IN GENERAL.—Each medicare administrative con-
tractor shall, consistent with standards developed by the 
Secretary under subparagraph (B)—

‘‘(i) maintain a system for identifying who provides 
the information referred to in paragraphs (2) and (3); 
and 

‘‘(ii) monitor the accuracy, consistency, and timeli-
ness of the information so provided. 
‘‘(B) DEVELOPMENT OF STANDARDS.—

‘‘(i) IN GENERAL.—The Secretary shall establish 
and make public standards to monitor the accuracy, 
consistency, and timeliness of the information provided 
in response to written and telephone inquiries under 
this subsection. Such standards shall be consistent 
with the performance requirements established under 
subsection (b)(3). 

‘‘(ii) EVALUATION.—In conducting evaluations of 
individual medicare administrative contractors, the 
Secretary shall take into account the results of the 
monitoring conducted under subparagraph (A) taking 
into account as performance requirements the stand-
ards established under clause (i). The Secretary shall, 
in consultation with organizations representing pro-
viders of services, suppliers, and individuals entitled to 
benefits under part A or enrolled under part B, or both, 
establish standards relating to the accuracy, consist-
ency, and timeliness of the information so provided. 
‘‘(C) DIRECT MONITORING.—Nothing in this paragraph 

shall be construed as preventing the Secretary from directly 
monitoring the accuracy, consistency, and timeliness of the 
information so provided. 
‘‘(5) AUTHORIZATION OF APPROPRIATIONS.—There are au-

thorized to be appropriated such sums as are necessary to carry 
out this subsection.’’. 

(2) EFFECTIVE DATE.—The amendment made by paragraph 
(1) shall take effect October 1, 2004. 

(3) APPLICATION TO FISCAL INTERMEDIARIES AND CAR-
RIERS.—The provisions of section 1874A(g) of the Social Secu-
rity Act, as added by paragraph (1), shall apply to each fiscal 
intermediary under section 1816 of the Social Security Act (42 
U.S.C. 1395h) and each carrier under section 1842 of such Act 
(42 U.S.C. 1395u) in the same manner as they apply to medi-
care administrative contractors under such provisions. 
(d) IMPROVED PROVIDER EDUCATION AND TRAINING.—

(1) IN GENERAL.—Section 1889, as added by subsection (a), 
is amended by adding at the end the following new subsections: 
‘‘(b) ENHANCED EDUCATION AND TRAINING.—

‘‘(1) ADDITIONAL RESOURCES.—There are authorized to be 
appropriated to the Secretary (in appropriate part from the Fed-
eral Hospital Insurance Trust Fund and the Federal Supple-
mentary Medical Insurance Trust Fund) such sums as may be 
necessary for fiscal years beginning with fiscal year 2005. 

‘‘(2) USE.—The funds made available under paragraph (1) 
shall be used to increase the conduct by medicare contractors of 
education and training of providers of services and suppliers re-
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garding billing, coding, and other appropriate items and may 
also be used to improve the accuracy, consistency, and timeli-
ness of contractor responses. 
‘‘(c) TAILORING EDUCATION AND TRAINING ACTIVITIES FOR 

SMALL PROVIDERS OR SUPPLIERS.—
‘‘(1) IN GENERAL.—Insofar as a medicare contractor con-

ducts education and training activities, it shall tailor such ac-
tivities to meet the special needs of small providers of services 
or suppliers (as defined in paragraph (2)). Such education and 
training activities for small providers of services and suppliers 
may include the provision of technical assistance (such as re-
view of billing systems and internal controls to determine pro-
gram compliance and to suggest more efficient and effective 
means of achieving such compliance). 

‘‘(2) SMALL PROVIDER OF SERVICES OR SUPPLIER.—In this 
subsection, the term ‘small provider of services or supplier’ 
means—

‘‘(A) a provider of services with fewer than 25 full-time-
equivalent employees; or 

‘‘(B) a supplier with fewer than 10 full-time-equivalent 
employees.’’. 
(2) EFFECTIVE DATE.—The amendment made by paragraph 

(1) shall take effect on October 1, 2004. 
(e) REQUIREMENT TO MAINTAIN INTERNET WEBSITES.—

(1) IN GENERAL.—Section 1889, as added by subsection (a) 
and as amended by subsection (d), is further amended by add-
ing at the end the following new subsection: 
‘‘(d) INTERNET WEBSITES; FAQS.—The Secretary, and each 

medicare contractor insofar as it provides services (including claims 
processing) for providers of services or suppliers, shall maintain an 
Internet website which—

‘‘(1) provides answers in an easily accessible format to fre-
quently asked questions, and 

‘‘(2) includes other published materials of the contractor, 
that relate to providers of services and suppliers under the pro-
grams under this title (and title XI insofar as it relates to such pro-
grams).’’. 

(2) EFFECTIVE DATE.—The amendment made by paragraph 
(1) shall take effect on October 1, 2004. 
(f) ADDITIONAL PROVIDER EDUCATION PROVISIONS.—

(1) IN GENERAL.—Section 1889, as added by subsection (a) 
and as amended by subsections (d) and (e), is further amended 
by adding at the end the following new subsections:
‘‘(e) ENCOURAGEMENT OF PARTICIPATION IN EDUCATION PRO-

GRAM ACTIVITIES.—A medicare contractor may not use a record of 
attendance at (or failure to attend) educational activities or other 
information gathered during an educational program conducted 
under this section or otherwise by the Secretary to select or track 
providers of services or suppliers for the purpose of conducting any 
type of audit or prepayment review. 

‘‘(f) CONSTRUCTION.—Nothing in this section or section 1893(g) 
shall be construed as providing for disclosure by a medicare con-
tractor—

‘‘(1) of the screens used for identifying claims that will be 
subject to medical review; or 
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‘‘(2) of information that would compromise pending law en-
forcement activities or reveal findings of law enforcement-re-
lated audits. 
‘‘(g) DEFINITIONS.—For purposes of this section, the term ‘medi-

care contractor’ includes the following: 
‘‘(1) A medicare administrative contractor with a contract 

under section 1874A, including a fiscal intermediary with a 
contract under section 1816 and a carrier with a contract under 
section 1842. 

‘‘(2) An eligible entity with a contract under section 1893. 
Such term does not include, with respect to activities of a specific 
provider of services or supplier an entity that has no authority 
under this title or title IX with respect to such activities and such 
provider of services or supplier.’’. 

(2) EFFECTIVE DATE.—The amendment made by paragraph 
(1) shall take effect on the date of the enactment of this Act. 

SEC. 922. SMALL PROVIDER TECHNICAL ASSISTANCE DEMONSTRA-
TION PROGRAM. 

(a) ESTABLISHMENT.—
(1) IN GENERAL.—The Secretary shall establish a dem-

onstration program (in this section referred to as the ‘‘dem-
onstration program’’) under which technical assistance de-
scribed in paragraph (2) is made available, upon request and 
on a voluntary basis, to small providers of services or suppliers 
in order to improve compliance with the applicable require-
ments of the programs under medicare program under title 
XVIII of the Social Security Act (including provisions of title XI 
of such Act insofar as they relate to such title and are not ad-
ministered by the Office of the Inspector General of the Depart-
ment of Health and Human Services). 

(2) FORMS OF TECHNICAL ASSISTANCE.—The technical as-
sistance described in this paragraph is—

(A) evaluation and recommendations regarding billing 
and related systems; and 

(B) information and assistance regarding policies and 
procedures under the medicare program, including coding 
and reimbursement. 
(3) SMALL PROVIDERS OF SERVICES OR SUPPLIERS.—In this 

section, the term ‘‘small providers of services or suppliers’’ 
means—

(A) a provider of services with fewer than 25 full-time-
equivalent employees; or 

(B) a supplier with fewer than 10 full-time-equivalent 
employees. 

(b) QUALIFICATION OF CONTRACTORS.—In conducting the dem-
onstration program, the Secretary shall enter into contracts with 
qualified organizations (such as peer review organizations or enti-
ties described in section 1889(g)(2) of the Social Security Act, as in-
serted by section 921(f)(1)) with appropriate expertise with billing 
systems of the full range of providers of services and suppliers to 
provide the technical assistance. In awarding such contracts, the 
Secretary shall consider any prior investigations of the entity’s work 
by the Inspector General of Department of Health and Human Serv-
ices or the Comptroller General of the United States. 
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(c) DESCRIPTION OF TECHNICAL ASSISTANCE.—The technical as-
sistance provided under the demonstration program shall include a 
direct and in-person examination of billing systems and internal 
controls of small providers of services or suppliers to determine pro-
gram compliance and to suggest more efficient or effective means of 
achieving such compliance. 

(d) GAO EVALUATION.—Not later than 2 years after the date the 
demonstration program is first implemented, the Comptroller Gen-
eral, in consultation with the Inspector General of the Department 
of Health and Human Services, shall conduct an evaluation of the 
demonstration program. The evaluation shall include a determina-
tion of whether claims error rates are reduced for small providers 
of services or suppliers who participated in the program and the ex-
tent of improper payments made as a result of the demonstration 
program. The Comptroller General shall submit a report to the Sec-
retary and the Congress on such evaluation and shall include in 
such report recommendations regarding the continuation or exten-
sion of the demonstration program. 

(e) FINANCIAL PARTICIPATION BY PROVIDERS.—The provision of 
technical assistance to a small provider of services or supplier under 
the demonstration program is conditioned upon the small provider 
of services or supplier paying an amount estimated (and disclosed 
in advance of a provider’s or supplier’s participation in the pro-
gram) to be equal to 25 percent of the cost of the technical assist-
ance. 

(f) AUTHORIZATION OF APPROPRIATIONS.—There are authorized 
to be appropriated, from amounts not otherwise appropriated in the 
Treasury, such sums as may be necessary to carry out this section. 
SEC. 923. MEDICARE BENEFICIARY OMBUDSMAN. 

(a) IN GENERAL.—Section 1808, as added and amended by sec-
tion 900, is amended by adding at the end the following new sub-
section: 

‘‘(c) MEDICARE BENEFICIARY OMBUDSMAN.—
‘‘(1) IN GENERAL.—The Secretary shall appoint within the 

Department of Health and Human Services a Medicare Bene-
ficiary Ombudsman who shall have expertise and experience in 
the fields of health care and education of (and assistance to) in-
dividuals entitled to benefits under this title. 

‘‘(2) DUTIES.—The Medicare Beneficiary Ombudsman 
shall—

‘‘(A) receive complaints, grievances, and requests for in-
formation submitted by individuals entitled to benefits 
under part A or enrolled under part B, or both, with respect 
to any aspect of the medicare program; 

‘‘(B) provide assistance with respect to complaints, 
grievances, and requests referred to in subparagraph (A), 
including—

‘‘(i) assistance in collecting relevant information for 
such individuals, to seek an appeal of a decision or de-
termination made by a fiscal intermediary, carrier, MA 
organization, or the Secretary; 

‘‘(ii) assistance to such individuals with any prob-
lems arising from disenrollment from an MA plan 
under part C; and 
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‘‘(iii) assistance to such individuals in presenting 
information under section 1839(i)(4)(C) (relating to in-
come-related premium adjustment); and 
‘‘(C) submit annual reports to Congress and the Sec-

retary that describe the activities of the Office and that in-
clude such recommendations for improvement in the ad-
ministration of this title as the Ombudsman determines ap-
propriate. 

The Ombudsman shall not serve as an advocate for any in-
creases in payments or new coverage of services, but may iden-
tify issues and problems in payment or coverage policies. 

‘‘(3) WORKING WITH HEALTH INSURANCE COUNSELING PRO-
GRAMS.—To the extent possible, the Ombudsman shall work 
with health insurance counseling programs (receiving funding 
under section 4360 of Omnibus Budget Reconciliation Act of 
1990) to facilitate the provision of information to individuals 
entitled to benefits under part A or enrolled under part B, or 
both regarding MA plans and changes to those plans. Nothing 
in this paragraph shall preclude further collaboration between 
the Ombudsman and such programs.’’. 
(b) DEADLINE FOR APPOINTMENT.—By not later than 1 year 

after the date of the enactment of this Act, the Secretary shall ap-
point the Medicare Beneficiary Ombudsman under section 1808(c) 
of the Social Security Act, as added by subsection (a). 

(c) FUNDING.—There are authorized to be appropriated to the 
Secretary (in appropriate part from the Federal Hospital Insurance 
Trust Fund, established under section 1817 of the Social Security 
Act (42 U.S.C. 1395i), and the Federal Supplementary Medical In-
surance Trust Fund, established under section 1841 of such Act (42 
U.S.C. 1395t)) to carry out section 1808(c) of such Act (relating to 
the Medicare Beneficiary Ombudsman), as added by subsection (a), 
such sums as are necessary for fiscal year 2004 and each succeeding 
fiscal year. 

(d) USE OF CENTRAL, TOLL-FREE NUMBER (1–800–MEDI-
CARE).—

(1) PHONE TRIAGE SYSTEM; LISTING IN MEDICARE HANDBOOK 
INSTEAD OF OTHER TOLL-FREE NUMBERS.—Section 1804(b) (42 
U.S.C. 1395b–2(b)) is amended by adding at the end the fol-
lowing: ‘‘The Secretary shall provide, through the toll-free tele-
phone number 1–800–MEDICARE, for a means by which indi-
viduals seeking information about, or assistance with, such pro-
grams who phone such toll-free number are transferred (with-
out charge) to appropriate entities for the provision of such in-
formation or assistance. Such toll-free number shall be the toll-
free number listed for general information and assistance in the 
annual notice under subsection (a) instead of the listing of 
numbers of individual contractors.’’. 

(2) MONITORING ACCURACY.—
(A) STUDY.—The Comptroller General of the United 

States shall conduct a study to monitor the accuracy and 
consistency of information provided to individuals entitled 
to benefits under part A or enrolled under part B, or both, 
through the toll-free telephone number 1–800–MEDICARE, 
including an assessment of whether the information pro-
vided is sufficient to answer questions of such individuals. 
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In conducting the study, the Comptroller General shall ex-
amine the education and training of the individuals pro-
viding information through such number. 

(B) REPORT.—Not later than 1 year after the date of 
the enactment of this Act, the Comptroller General shall 
submit to Congress a report on the study conducted under 
subparagraph (A). 

SEC. 924. BENEFICIARY OUTREACH DEMONSTRATION PROGRAM. 
(a) IN GENERAL.—The Secretary shall establish a demonstra-

tion program (in this section referred to as the ‘‘demonstration pro-
gram’’) under which medicare specialists employed by the Depart-
ment of Health and Human Services provide advice and assistance 
to individuals entitled to benefits under part A of title XVIII of the 
Social Security Act, or enrolled under part B of such title, or both, 
regarding the medicare program at the location of existing local of-
fices of the Social Security Administration. 

(b) LOCATIONS.—
(1) IN GENERAL.—The demonstration program shall be con-

ducted in at least 6 offices or areas. Subject to paragraph (2), 
in selecting such offices and areas, the Secretary shall provide 
preference for offices with a high volume of visits by individuals 
referred to in subsection (a). 

(2) ASSISTANCE FOR RURAL BENEFICIARIES.—The Secretary 
shall provide for the selection of at least 2 rural areas to par-
ticipate in the demonstration program. In conducting the dem-
onstration program in such rural areas, the Secretary shall pro-
vide for medicare specialists to travel among local offices in a 
rural area on a scheduled basis. 
(c) DURATION.—The demonstration program shall be conducted 

over a 3-year period. 
(d) EVALUATION AND REPORT.—

(1) EVALUATION.—The Secretary shall provide for an eval-
uation of the demonstration program. Such evaluation shall in-
clude an analysis of—

(A) utilization of, and satisfaction of those individuals 
referred to in subsection (a) with, the assistance provided 
under the program; and 

(B) the cost-effectiveness of providing beneficiary assist-
ance through out-stationing medicare specialists at local of-
fices of the Social Security Administration. 
(2) REPORT.—The Secretary shall submit to Congress a re-

port on such evaluation and shall include in such report rec-
ommendations regarding the feasibility of permanently out-sta-
tioning medicare specialists at local offices of the Social Secu-
rity Administration. 

SEC. 925. INCLUSION OF ADDITIONAL INFORMATION IN NOTICES TO 
BENEFICIARIES ABOUT SKILLED NURSING FACILITY BEN-
EFITS. 

(a) IN GENERAL.—The Secretary shall provide that in medicare 
beneficiary notices provided (under section 1806(a) of the Social Se-
curity Act, 42 U.S.C. 1395b–7(a)) with respect to the provision of 
post-hospital extended care services under part A of title XVIII of 
the Social Security Act, there shall be included information on the 
number of days of coverage of such services remaining under such 
part for the medicare beneficiary and spell of illness involved. 
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(b) EFFECTIVE DATE.—Subsection (a) shall apply to notices pro-
vided during calendar quarters beginning more than 6 months after 
the date of the enactment of this Act. 
SEC. 926. INFORMATION ON MEDICARE-CERTIFIED SKILLED NURSING 

FACILITIES IN HOSPITAL DISCHARGE PLANS. 
(a) AVAILABILITY OF DATA.—The Secretary shall publicly pro-

vide information that enables hospital discharge planners, medicare 
beneficiaries, and the public to identify skilled nursing facilities 
that are participating in the medicare program. 

(b) INCLUSION OF INFORMATION IN CERTAIN HOSPITAL DIS-
CHARGE PLANS.—

(1) IN GENERAL.—Section 1861(ee)(2)(D) (42 U.S.C. 
1395x(ee)(2)(D)) is amended—

(A) by striking ‘‘hospice services’’ and inserting ‘‘hospice 
care and post-hospital extended care services’’; and 

(B) by inserting before the period at the end the fol-
lowing: ‘‘and, in the case of individuals who are likely to 
need post-hospital extended care services, the availability of 
such services through facilities that participate in the pro-
gram under this title and that serve the area in which the 
patient resides’’. 
(2) EFFECTIVE DATE.—The amendments made by para-

graph (1) shall apply to discharge plans made on or after such 
date as the Secretary shall specify, but not later than 6 months 
after the date the Secretary provides for availability of informa-
tion under subsection (a). 

Subtitle D—Appeals and Recovery 

SEC. 931. TRANSFER OF RESPONSIBILITY FOR MEDICARE APPEALS. 
(a) TRANSITION PLAN.—

(1) IN GENERAL.—Not later than April 1, 2004, the Com-
missioner of Social Security and the Secretary shall develop 
and transmit to Congress and the Comptroller General of the 
United States a plan under which the functions of administra-
tive law judges responsible for hearing cases under title XVIII 
of the Social Security Act (and related provisions in title XI of 
such Act) are transferred from the responsibility of the Commis-
sioner and the Social Security Administration to the Secretary 
and the Department of Health and Human Services. 

(2) CONTENTS.—The plan shall include information on the 
following: 

(A) WORKLOAD.—The number of such administrative 
law judges and support staff required now and in the fu-
ture to hear and decide such cases in a timely manner, tak-
ing into account the current and anticipated claims volume, 
appeals, number of beneficiaries, and statutory changes. 

(B) COST PROJECTIONS AND FINANCING.—Funding lev-
els required for fiscal year 2005 and subsequent fiscal years 
to carry out the functions transferred under the plan. 

(C) TRANSITION TIMETABLE.—A timetable for the tran-
sition. 

(D) REGULATIONS.—The establishment of specific regu-
lations to govern the appeals process. 
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(E) CASE TRACKING.—The development of a unified 
case tracking system that will facilitate the maintenance 
and transfer of case specific data across both the fee-for-
service and managed care components of the medicare pro-
gram. 

(F) FEASIBILITY OF PRECEDENTIAL AUTHORITY.—The 
feasibility of developing a process to give decisions of the 
Departmental Appeals Board in the Department of Health 
and Human Services addressing broad legal issues bind-
ing, precedential authority. 

(G) ACCESS TO ADMINISTRATIVE LAW JUDGES.—The fea-
sibility of—

(i) filing appeals with administrative law judges 
electronically; and 

(ii) conducting hearings using tele- or video-con-
ference technologies. 
(H) INDEPENDENCE OF ADMINISTRATIVE LAW JUDGES.—

The steps that should be taken to ensure the independence 
of administrative law judges consistent with the require-
ments of subsection (b)(2). 

(I) GEOGRAPHIC DISTRIBUTION.—The steps that should 
be taken to provide for an appropriate geographic distribu-
tion of administrative law judges throughout the United 
States to carry out subsection (b)(3). 

(J) HIRING.—The steps that should be taken to hire ad-
ministrative law judges (and support staff) to carry out 
subsection (b)(4). 

(K) PERFORMANCE STANDARDS.—The appropriateness 
of establishing performance standards for administrative 
law judges with respect to timelines for decisions in cases 
under title XVIII of the Social Security Act taking into ac-
count requirements under subsection (b)(2) for the inde-
pendence of such judges and consistent with the applicable 
provisions of title 5, United States Code relating to impar-
tiality. 

(L) SHARED RESOURCES.—The steps that should be 
taken to carry out subsection (b)(6) (relating to the arrange-
ments with the Commissioner of Social Security to share of-
fice space, support staff, and other resources, with appro-
priate reimbursement). 

(M) TRAINING.—The training that should be provided 
to administrative law judges with respect to laws and regu-
lations under title XVIII of the Social Security Act. 
(3) ADDITIONAL INFORMATION.—The plan may also include 

recommendations for further congressional action, including 
modifications to the requirements and deadlines established 
under section 1869 of the Social Security Act (42 U.S.C. 1395ff) 
(as amended by this Act). 

(4) GAO EVALUATION.—The Comptroller General of the 
United States shall evaluate the plan and, not later than the 
date that is 6 months after the date on which the plan is re-
ceived by the Comptroller General, shall submit to Congress a 
report on such evaluation. 
(b) TRANSFER OF ADJUDICATION AUTHORITY.—
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(1) IN GENERAL.—Not earlier than July 1, 2005, and not 
later than October 1, 2005, the Commissioner of Social Security 
and the Secretary shall implement the transition plan under 
subsection (a) and transfer the administrative law judge func-
tions described in such subsection from the Social Security Ad-
ministration to the Secretary. 

(2) ASSURING INDEPENDENCE OF JUDGES.—The Secretary 
shall assure the independence of administrative law judges per-
forming the administrative law judge functions transferred 
under paragraph (1) from the Centers for Medicare & Medicaid 
Services and its contractors. In order to assure such independ-
ence, the Secretary shall place such judges in an administrative 
office that is organizationally and functionally separate from 
such Centers. Such judges shall report to, and be under the gen-
eral supervision of, the Secretary, but shall not report to, or be 
subject to supervision by, another officer of the Department of 
Health and Human Services. 

(3) GEOGRAPHIC DISTRIBUTION.—The Secretary shall pro-
vide for an appropriate geographic distribution of administra-
tive law judges performing the administrative law judge func-
tions transferred under paragraph (1) throughout the United 
States to ensure timely access to such judges. 

(4) HIRING AUTHORITY.—Subject to the amounts provided 
in advance in appropriations Acts, the Secretary shall have au-
thority to hire administrative law judges to hear such cases, 
taking into consideration those judges with expertise in han-
dling medicare appeals and in a manner consistent with para-
graph (3), and to hire support staff for such judges. 

(5) FINANCING.—Amounts payable under law to the Com-
missioner for administrative law judges performing the admin-
istrative law judge functions transferred under paragraph (1) 
from the Federal Hospital Insurance Trust Fund and the Fed-
eral Supplementary Medical Insurance Trust Fund shall be-
come payable to the Secretary for the functions so transferred. 

(6) SHARED RESOURCES.—The Secretary shall enter into 
such arrangements with the Commissioner as may be appro-
priate with respect to transferred functions of administrative 
law judges to share office space, support staff, and other re-
sources, with appropriate reimbursement from the Trust Funds 
described in paragraph (5). 
(c) INCREASED FINANCIAL SUPPORT.—In addition to any 

amounts otherwise appropriated, to ensure timely action on appeals 
before administrative law judges and the Departmental Appeals 
Board consistent with section 1869 of the Social Security Act (42 
U.S.C. 1395ff) (as amended by this Act), there are authorized to be 
appropriated (in appropriate part from the Federal Hospital Insur-
ance Trust Fund, established under section 1817 of the Social Secu-
rity Act (42 U.S.C. 1395i), and the Federal Supplementary Medical 
Insurance Trust Fund, established under section 1841 of such Act 
(42 U.S.C. 1395t)) to the Secretary such sums as are necessary for 
fiscal year 2005 and each subsequent fiscal year to—

(1) increase the number of administrative law judges (and 
their staffs) under subsection (b)(4); 

(2) improve education and training opportunities for ad-
ministrative law judges (and their staffs); and 
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(3) increase the staff of the Departmental Appeals Board. 
(d) CONFORMING AMENDMENT.—Section 1869(f)(2)(A)(i) (42 

U.S.C. 1395ff(f)(2)(A)(i)) is amended by striking ‘‘of the Social Secu-
rity Administration’’. 
SEC. 932. PROCESS FOR EXPEDITED ACCESS TO REVIEW. 

(a) EXPEDITED ACCESS TO JUDICIAL REVIEW.—
(1) IN GENERAL.—Section 1869(b) (42 U.S.C. 1395ff(b)) is 

amended—
(A) in paragraph (1)(A), by inserting ‘‘, subject to para-

graph (2),’’ before ‘‘to judicial review of the Secretary’s final 
decision’’; and 

(B) by adding at the end the following new paragraph: 
‘‘(2) EXPEDITED ACCESS TO JUDICIAL REVIEW.—

‘‘(A) IN GENERAL.—The Secretary shall establish a 
process under which a provider of services or supplier that 
furnishes an item or service or an individual entitled to 
benefits under part A or enrolled under part B, or both, 
who has filed an appeal under paragraph (1) (other than 
an appeal filed under paragraph (1)(F)(i)) may obtain ac-
cess to judicial review when a review entity (described in 
subparagraph (D)), on its own motion or at the request of 
the appellant, determines that the Departmental Appeals 
Board does not have the authority to decide the question of 
law or regulation relevant to the matters in controversy and 
that there is no material issue of fact in dispute. The appel-
lant may make such request only once with respect to a 
question of law or regulation for a specific matter in dis-
pute in a case of an appeal. 

‘‘(B) PROMPT DETERMINATIONS.—If, after or coincident 
with appropriately filing a request for an administrative 
hearing, the appellant requests a determination by the ap-
propriate review entity that the Departmental Appeals 
Board does not have the authority to decide the question of 
law or regulations relevant to the matters in controversy 
and that there is no material issue of fact in dispute, and 
if such request is accompanied by the documents and mate-
rials as the appropriate review entity shall require for pur-
poses of making such determination, such review entity 
shall make a determination on the request in writing with-
in 60 days after the date such review entity receives the re-
quest and such accompanying documents and materials. 
Such a determination by such review entity shall be consid-
ered a final decision and not subject to review by the Sec-
retary. 

‘‘(C) ACCESS TO JUDICIAL REVIEW.—
‘‘(i) IN GENERAL.—If the appropriate review enti-

ty—
‘‘(I) determines that there are no material 

issues of fact in dispute and that the only issues to 
be adjudicated are ones of law or regulation that 
the Departmental Appeals Board does not have au-
thority to decide; or 

‘‘(II) fails to make such determination within 
the period provided under subparagraph (B), 
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then the appellant may bring a civil action as de-
scribed in this subparagraph. 

‘‘(ii) DEADLINE FOR FILING.—Such action shall be 
filed, in the case described in—

‘‘(I) clause (i)(I), within 60 days of the date of 
the determination described in such clause; or 

‘‘(II) clause (i)(II), within 60 days of the end of 
the period provided under subparagraph (B) for 
the determination. 
‘‘(iii) VENUE.—Such action shall be brought in the 

district court of the United States for the judicial dis-
trict in which the appellant is located (or, in the case 
of an action brought jointly by more than one appli-
cant, the judicial district in which the greatest number 
of applicants are located) or in the District Court for 
the District of Columbia. 

‘‘(iv) INTEREST ON ANY AMOUNTS IN CON-
TROVERSY.—Where a provider of services or supplier is 
granted judicial review pursuant to this paragraph, the 
amount in controversy (if any) shall be subject to an-
nual interest beginning on the first day of the first 
month beginning after the 60-day period as determined 
pursuant to clause (ii) and equal to the rate of interest 
on obligations issued for purchase by the Federal Sup-
plementary Medical Insurance Trust Fund for the 
month in which the civil action authorized under this 
paragraph is commenced, to be awarded by the review-
ing court in favor of the prevailing party. No interest 
awarded pursuant to the preceding sentence shall be 
deemed income or cost for the purposes of determining 
reimbursement due providers of services or suppliers 
under this title. 
‘‘(D) REVIEW ENTITY DEFINED.—For purposes of this 

subsection, the term ‘review entity’ means an entity of up to 
three reviewers who are administrative law judges or mem-
bers of the Departmental Appeals Board selected for pur-
poses of making determinations under this paragraph.’’. 
(2) CONFORMING AMENDMENT.—Section 1869(b)(1)(F)(ii) (42 

U.S.C. 1395ff(b)(1)(F)(ii)) is amended to read as follows: 
‘‘(ii) REFERENCE TO EXPEDITED ACCESS TO JUDI-

CIAL REVIEW.—For the provision relating to expedited 
access to judicial review, see paragraph (2).’’. 

(b) APPLICATION TO PROVIDER AGREEMENT DETERMINATIONS.—
Section 1866(h)(1) (42 U.S.C. 1395cc(h)(1)) is amended—

(1) by inserting ‘‘(A)’’ after ‘‘(h)(1)’’; and 
(2) by adding at the end the following new subparagraph: 

‘‘(B) An institution or agency described in subparagraph (A) 
that has filed for a hearing under subparagraph (A) shall have ex-
pedited access to judicial review under this subparagraph in the 
same manner as providers of services, suppliers, and individuals 
entitled to benefits under part A or enrolled under part B, or both, 
may obtain expedited access to judicial review under the process es-
tablished under section 1869(b)(2). Nothing in this subparagraph 
shall be construed to affect the application of any remedy imposed 
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under section 1819 during the pendency of an appeal under this 
subparagraph.’’. 

(c) EXPEDITED REVIEW OF CERTAIN PROVIDER AGREEMENT DE-
TERMINATIONS.—

(1) TERMINATION AND CERTAIN OTHER IMMEDIATE REM-
EDIES.—Section 1866(h)(1) (42 U.S.C. 1395cc(h)(1)), as amend-
ed by subsection (b), is amended by adding at the end the fol-
lowing new subparagraph:
‘‘(C)(i) The Secretary shall develop and implement a process to 

expedite proceedings under this subsection in which—
‘‘(I) the remedy of termination of participation has been im-

posed; 
‘‘(II) a remedy described in clause (i) or (iii) of section 

1819(h)(2)(B) has been imposed, but only if such remedy has 
been imposed on an immediate basis; or 

‘‘(III) a determination has been made as to a finding of sub-
standard quality of care that results in the loss of approval of 
a skilled nursing facility’s nurse aide training program. 
‘‘(ii) Under such process under clause (i), priority shall be pro-

vided in cases of termination described in clause (i)(I). 
‘‘(iii) Nothing in this subparagraph shall be construed to affect 

the application of any remedy imposed under section 1819 during 
the pendency of an appeal under this subparagraph.’’. 

(2) WAIVER OF DISAPPROVAL OF NURSE-AIDE TRAINING PRO-
GRAMS.—Sections 1819(f)(2) and section 1919(f)(2) (42 U.S.C. 
1395i–3(f)(2) and 1396r(f)(2)) are each amended—

(A) in subparagraph (B)(iii), by striking ‘‘subparagraph 
(C)’’ and inserting ‘‘subparagraphs (C) and (D)’’; and 

(B) by adding at the end the following new subpara-
graph: 

‘‘(D) WAIVER OF DISAPPROVAL OF NURSE-AIDE TRAINING 
PROGRAMS.—Upon application of a nursing facility, the 
Secretary may waive the application of subparagraph 
(B)(iii)(I)(c) if the imposition of the civil monetary penalty 
was not related to the quality of care provided to residents 
of the facility. Nothing in this subparagraph shall be con-
strued as eliminating any requirement upon a facility to 
pay a civil monetary penalty described in the preceding 
sentence.’’. 
(3) INCREASED FINANCIAL SUPPORT.—In addition to any 

amounts otherwise appropriated, to reduce by 50 percent the av-
erage time for administrative determinations on appeals under 
section 1866(h) of the Social Security Act (42 U.S.C. 1395cc(h)), 
there are authorized to be appropriated (in appropriate part 
from the Federal Hospital Insurance Trust Fund, established 
under section 1817 of the Social Security Act (42 U.S.C. 1395i), 
and the Federal Supplementary Medical Insurance Trust Fund, 
established under section 1841 of such Act (42 U.S.C. 1395t)) 
to the Secretary such additional sums for fiscal year 2004 and 
each subsequent fiscal year as may be necessary. The purposes 
for which such amounts are available include increasing the 
number of administrative law judges (and their staffs) and the 
appellate level staff at the Departmental Appeals Board of the 
Department of Health and Human Services and educating such 
judges and staffs on long-term care issues. 
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(d) EFFECTIVE DATE.—The amendments made by this section 
shall apply to appeals filed on or after October 1, 2004. 
SEC. 933. REVISIONS TO MEDICARE APPEALS PROCESS. 

(a) REQUIRING FULL AND EARLY PRESENTATION OF EVIDENCE.—
(1) IN GENERAL.—Section 1869(b) (42 U.S.C. 1395ff(b)), as 

amended by section 932(a), is further amended by adding at the 
end the following new paragraph: 

‘‘(3) REQUIRING FULL AND EARLY PRESENTATION OF EVI-
DENCE BY PROVIDERS.—A provider of services or supplier may 
not introduce evidence in any appeal under this section that 
was not presented at the reconsideration conducted by the 
qualified independent contractor under subsection (c), unless 
there is good cause which precluded the introduction of such 
evidence at or before that reconsideration.’’. 

(2) EFFECTIVE DATE.—The amendment made by paragraph 
(1) shall take effect on October 1, 2004. 
(b) USE OF PATIENTS’ MEDICAL RECORDS.—Section 

1869(c)(3)(B)(i) (42 U.S.C. 1395ff(c)(3)(B)(i)) is amended by inserting 
‘‘(including the medical records of the individual involved)’’ after 
‘‘clinical experience’’. 

(c) NOTICE REQUIREMENTS FOR MEDICARE APPEALS.— 
(1) INITIAL DETERMINATIONS AND REDETERMINATIONS.—

Section 1869(a) (42 U.S.C. 1395ff(a)) is amended by adding at 
the end the following new paragraphs: 

‘‘(4) REQUIREMENTS OF NOTICE OF DETERMINATIONS.—With 
respect to an initial determination insofar as it results in a de-
nial of a claim for benefits—

‘‘(A) the written notice on the determination shall in-
clude—

‘‘(i) the reasons for the determination, including 
whether a local medical review policy or a local cov-
erage determination was used; 

‘‘(ii) the procedures for obtaining additional infor-
mation concerning the determination, including the in-
formation described in subparagraph (B); and 

‘‘(iii) notification of the right to seek a redetermina-
tion or otherwise appeal the determination and instruc-
tions on how to initiate such a redetermination under 
this section; 
‘‘(B) such written notice shall be provided in printed 

form and written in a manner calculated to be understood 
by the individual entitled to benefits under part A or en-
rolled under part B, or both; and 

‘‘(C) the individual provided such written notice may 
obtain, upon request, information on the specific provision 
of the policy, manual, or regulation used in making the re-
determination. 
‘‘(5) REQUIREMENTS OF NOTICE OF REDETERMINATIONS.—

With respect to a redetermination insofar as it results in a de-
nial of a claim for benefits—

‘‘(A) the written notice on the redetermination shall in-
clude—

‘‘(i) the specific reasons for the redetermination; 
‘‘(ii) as appropriate, a summary of the clinical or 

scientific evidence used in making the redetermination; 
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‘‘(iii) a description of the procedures for obtaining 
additional information concerning the redetermination; 
and 

‘‘(iv) notification of the right to appeal the redeter-
mination and instructions on how to initiate such an 
appeal under this section; 
‘‘(B) such written notice shall be provided in printed 

form and written in a manner calculated to be understood 
by the individual entitled to benefits under part A or en-
rolled under part B, or both; and 

‘‘(C) the individual provided such written notice may 
obtain, upon request, information on the specific provision 
of the policy, manual, or regulation used in making the re-
determination.’’. 
(2) RECONSIDERATIONS.—Section 1869(c)(3)(E) (42 U.S.C. 

1395ff(c)(3)(E)) is amended—
(A) by inserting ‘‘be written in a manner calculated to 

be understood by the individual entitled to benefits under 
part A or enrolled under part B, or both, and shall include 
(to the extent appropriate)’’ after ‘‘in writing,’’; and 

(B) by inserting ‘‘and a notification of the right to ap-
peal such determination and instructions on how to initiate 
such appeal under this section’’ after ‘‘such decision,’’. 
(3) APPEALS.—Section 1869(d) (42 U.S.C. 1395ff(d)) is 

amended—
(A) in the heading, by inserting ‘‘; NOTICE’’ after ‘‘SEC-

RETARY’’; and 
(B) by adding at the end the following new paragraph: 

‘‘(4) NOTICE.—Notice of the decision of an administrative 
law judge shall be in writing in a manner calculated to be un-
derstood by the individual entitled to benefits under part A or 
enrolled under part B, or both, and shall include—

‘‘(A) the specific reasons for the determination (includ-
ing, to the extent appropriate, a summary of the clinical or 
scientific evidence used in making the determination); 

‘‘(B) the procedures for obtaining additional informa-
tion concerning the decision; and 

‘‘(C) notification of the right to appeal the decision and 
instructions on how to initiate such an appeal under this 
section.’’. 
(4) SUBMISSION OF RECORD FOR APPEAL.—Section 

1869(c)(3)(J)(i) (42 U.S.C. 1395ff(c)(3)(J)(i)) is amended by 
striking ‘‘prepare’’ and inserting ‘‘submit’’ and by striking ‘‘with 
respect to’’ and all that follows through ‘‘and relevant policies’’. 
(d) QUALIFIED INDEPENDENT CONTRACTORS.—

(1) ELIGIBILITY REQUIREMENTS OF QUALIFIED INDEPENDENT 
CONTRACTORS.—Section 1869(c)(3) (42 U.S.C. 1395ff(c)(3)) is 
amended—

(A) in subparagraph (A), by striking ‘‘sufficient train-
ing and expertise in medical science and legal matters’’ and 
inserting ‘‘sufficient medical, legal, and other expertise (in-
cluding knowledge of the program under this title) and suf-
ficient staffing’’; and 

(B) by adding at the end the following new subpara-
graph: 
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‘‘(K) INDEPENDENCE REQUIREMENTS.—
‘‘(i) IN GENERAL.—Subject to clause (ii), a qualified 

independent contractor shall not conduct any activities 
in a case unless the entity—

‘‘(I) is not a related party (as defined in sub-
section (g)(5)); 

‘‘(II) does not have a material familial, finan-
cial, or professional relationship with such a party 
in relation to such case; and

‘‘(III) does not otherwise have a conflict of in-
terest with such a party. 
‘‘(ii) EXCEPTION FOR REASONABLE COMPENSA-

TION.—Nothing in clause (i) shall be construed to pro-
hibit receipt by a qualified independent contractor of 
compensation from the Secretary for the conduct of ac-
tivities under this section if the compensation is pro-
vided consistent with clause (iii). 

‘‘(iii) LIMITATIONS ON ENTITY COMPENSATION.—
Compensation provided by the Secretary to a qualified 
independent contractor in connection with reviews 
under this section shall not be contingent on any deci-
sion rendered by the contractor or by any reviewing 
professional.’’. 

(2) ELIGIBILITY REQUIREMENTS FOR REVIEWERS.—Section 
1869 (42 U.S.C. 1395ff) is amended—

(A) by amending subsection (c)(3)(D) to read as follows: 
‘‘(D) QUALIFICATIONS FOR REVIEWERS.—The require-

ments of subsection (g) shall be met (relating to qualifica-
tions of reviewing professionals).’’; and 

(B) by adding at the end the following new subsection: 
‘‘(g) QUALIFICATIONS OF REVIEWERS.—

‘‘(1) IN GENERAL.—In reviewing determinations under this 
section, a qualified independent contractor shall assure that—

‘‘(A) each individual conducting a review shall meet the 
qualifications of paragraph (2); 

‘‘(B) compensation provided by the contractor to each 
such reviewer is consistent with paragraph (3); and 

‘‘(C) in the case of a review by a panel described in sub-
section (c)(3)(B) composed of physicians or other health care 
professionals (each in this subsection referred to as a ‘re-
viewing professional’), a reviewing professional meets the 
qualifications described in paragraph (4) and, where a 
claim is regarding the furnishing of treatment by a physi-
cian (allopathic or osteopathic) or the provision of items or 
services by a physician (allopathic or osteopathic), a review-
ing professional shall be a physician (allopathic or osteo-
pathic). 
‘‘(2) INDEPENDENCE.—

‘‘(A) IN GENERAL.—Subject to subparagraph (B), each 
individual conducting a review in a case shall—

‘‘(i) not be a related party (as defined in paragraph 
(5)); 

‘‘(ii) not have a material familial, financial, or pro-
fessional relationship with such a party in the case 
under review; and 
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‘‘(iii) not otherwise have a conflict of interest with 
such a party. 
‘‘(B) EXCEPTION.—Nothing in subparagraph (A) shall 

be construed to—
‘‘(i) prohibit an individual, solely on the basis of a 

participation agreement with a fiscal intermediary, 
carrier, or other contractor, from serving as a review-
ing professional if—

‘‘(I) the individual is not involved in the provi-
sion of items or services in the case under review; 

‘‘(II) the fact of such an agreement is disclosed 
to the Secretary and the individual entitled to ben-
efits under part A or enrolled under part B, or 
both, or such individual’s authorized representa-
tive, and neither party objects; and 

‘‘(III) the individual is not an employee of the 
intermediary, carrier, or contractor and does not 
provide services exclusively or primarily to or on 
behalf of such intermediary, carrier, or contractor; 
‘‘(ii) prohibit an individual who has staff privileges 

at the institution where the treatment involved takes 
place from serving as a reviewer merely on the basis of 
having such staff privileges if the existence of such 
privileges is disclosed to the Secretary and such indi-
vidual (or authorized representative), and neither party 
objects; or 

‘‘(iii) prohibit receipt of compensation by a review-
ing professional from a contractor if the compensation 
is provided consistent with paragraph (3). 

For purposes of this paragraph, the term ‘participation 
agreement’ means an agreement relating to the provision of 
health care services by the individual and does not include 
the provision of services as a reviewer under this sub-
section. 
‘‘(3) LIMITATIONS ON REVIEWER COMPENSATION.—Com-

pensation provided by a qualified independent contractor to a 
reviewer in connection with a review under this section shall 
not be contingent on the decision rendered by the reviewer. 

‘‘(4) LICENSURE AND EXPERTISE.—Each reviewing profes-
sional shall be—

‘‘(A) a physician (allopathic or osteopathic) who is ap-
propriately credentialed or licensed in one or more States 
to deliver health care services and has medical expertise in 
the field of practice that is appropriate for the items or 
services at issue; or 

‘‘(B) a health care professional who is legally author-
ized in one or more States (in accordance with State law 
or the State regulatory mechanism provided by State law) 
to furnish the health care items or services at issue and has 
medical expertise in the field of practice that is appropriate 
for such items or services. 
‘‘(5) RELATED PARTY DEFINED.—For purposes of this section, 

the term ‘related party’ means, with respect to a case under this 
title involving a specific individual entitled to benefits under 
part A or enrolled under part B, or both, any of the following: 
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‘‘(A) The Secretary, the medicare administrative con-
tractor involved, or any fiduciary, officer, director, or em-
ployee of the Department of Health and Human Services, or 
of such contractor. 

‘‘(B) The individual (or authorized representative). 
‘‘(C) The health care professional that provides the 

items or services involved in the case. 
‘‘(D) The institution at which the items or services (or 

treatment) involved in the case are provided. 
‘‘(E) The manufacturer of any drug or other item that 

is included in the items or services involved in the case. 
‘‘(F) Any other party determined under any regulations 

to have a substantial interest in the case involved.’’. 
(3) REDUCING MINIMUM NUMBER OF QUALIFIED INDE-

PENDENT CONTRACTORS.—Section 1869(c)(4) (42 U.S.C. 
1395ff(c)(4)) is amended by striking ‘‘not fewer than 12 quali-
fied independent contractors under this subsection’’ and insert-
ing ‘‘a sufficient number of qualified independent contractors 
(but not fewer than 4 such contractors) to conduct reconsider-
ations consistent with the timeframes applicable under this sub-
section’’. 

(4) EFFECTIVE DATE.—The amendments made by para-
graphs (1) and (2) shall be effective as if included in the enact-
ment of the respective provisions of subtitle C of title V of BIPA 
(114 Stat. 2763A–534). 

(5) TRANSITION.—In applying section 1869(g) of the Social 
Security Act (as added by paragraph (2)), any reference to a 
medicare administrative contractor shall be deemed to include 
a reference to a fiscal intermediary under section 1816 of the 
Social Security Act (42 U.S.C. 1395h) and a carrier under sec-
tion 1842 of such Act (42 U.S.C. 1395u). 

SEC. 934. PREPAYMENT REVIEW. 
(a) IN GENERAL.—Section 1874A, as added by section 911(a)(1) 

and as amended by sections 912(b), 921(b)(1), and 921(c)(1), is fur-
ther amended by adding at the end the following new subsection: 

‘‘(h) CONDUCT OF PREPAYMENT REVIEW.—
‘‘(1) CONDUCT OF RANDOM PREPAYMENT REVIEW.—

‘‘(A) IN GENERAL.—A medicare administrative con-
tractor may conduct random prepayment review only to de-
velop a contractor-wide or program-wide claims payment 
error rates or under such additional circumstances as may 
be provided under regulations, developed in consultation 
with providers of services and suppliers. 

‘‘(B) USE OF STANDARD PROTOCOLS WHEN CONDUCTING 
PREPAYMENT REVIEWS.—When a medicare administrative 
contractor conducts a random prepayment review, the con-
tractor may conduct such review only in accordance with a 
standard protocol for random prepayment audits developed 
by the Secretary. 

‘‘(C) CONSTRUCTION.—Nothing in this paragraph shall 
be construed as preventing the denial of payments for 
claims actually reviewed under a random prepayment re-
view. 

‘‘(D) RANDOM PREPAYMENT REVIEW.—For purposes of 
this subsection, the term ‘random prepayment review’ 
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means a demand for the production of records or docu-
mentation absent cause with respect to a claim. 
‘‘(2) LIMITATIONS ON NON-RANDOM PREPAYMENT REVIEW.—

‘‘(A) LIMITATIONS ON INITIATION OF NON-RANDOM PRE-
PAYMENT REVIEW.—A medicare administrative contractor 
may not initiate non-random prepayment review of a pro-
vider of services or supplier based on the initial identifica-
tion by that provider of services or supplier of an improper 
billing practice unless there is a likelihood of sustained or 
high level of payment error under section 1893(f)(3)(A). 

‘‘(B) TERMINATION OF NON-RANDOM PREPAYMENT RE-
VIEW.—The Secretary shall issue regulations relating to the 
termination, including termination dates, of non-random 
prepayment review. Such regulations may vary such a ter-
mination date based upon the differences in the cir-
cumstances triggering prepayment review.’’. 

(b) EFFECTIVE DATE.—
(1) IN GENERAL.—Except as provided in this subsection, the 

amendment made by subsection (a) shall take effect 1 year after 
the date of the enactment of this Act. 

(2) DEADLINE FOR PROMULGATION OF CERTAIN REGULA-
TIONS.—The Secretary shall first issue regulations under sec-
tion 1874A(h) of the Social Security Act, as added by subsection 
(a), by not later than 1 year after the date of the enactment of 
this Act. 

(3) APPLICATION OF STANDARD PROTOCOLS FOR RANDOM 
PREPAYMENT REVIEW.—Section 1874A(h)(1)(B) of the Social Se-
curity Act, as added by subsection (a), shall apply to random 
prepayment reviews conducted on or after such date (not later 
than 1 year after the date of the enactment of this Act) as the 
Secretary shall specify. 
(c) APPLICATION TO FISCAL INTERMEDIARIES AND CARRIERS.—

The provisions of section 1874A(h) of the Social Security Act, as 
added by subsection (a), shall apply to each fiscal intermediary 
under section 1816 of the Social Security Act (42 U.S.C. 1395h) and 
each carrier under section 1842 of such Act (42 U.S.C. 1395u) in the 
same manner as they apply to medicare administrative contractors 
under such provisions. 
SEC. 935. RECOVERY OF OVERPAYMENTS. 

(a) IN GENERAL.—Section 1893 (42 U.S.C. 1395ddd) is amend-
ed by adding at the end the following new subsection: 

‘‘(f) RECOVERY OF OVERPAYMENTS.—
‘‘(1) USE OF REPAYMENT PLANS.—

‘‘(A) IN GENERAL.—If the repayment, within 30 days by 
a provider of services or supplier, of an overpayment under 
this title would constitute a hardship (as described in sub-
paragraph (B)), subject to subparagraph (C), upon request 
of the provider of services or supplier the Secretary shall 
enter into a plan with the provider of services or supplier 
for the repayment (through offset or otherwise) of such over-
payment over a period of at least 6 months but not longer 
than 3 years (or not longer than 5 years in the case of ex-
treme hardship, as determined by the Secretary). Interest 
shall accrue on the balance through the period of repay-
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ment. Such plan shall meet terms and conditions deter-
mined to be appropriate by the Secretary. 

‘‘(B) HARDSHIP.—
‘‘(i) IN GENERAL.—For purposes of subparagraph 

(A), the repayment of an overpayment (or overpay-
ments) within 30 days is deemed to constitute a hard-
ship if—

‘‘(I) in the case of a provider of services that 
files cost reports, the aggregate amount of the over-
payments exceeds 10 percent of the amount paid 
under this title to the provider of services for the 
cost reporting period covered by the most recently 
submitted cost report; or 

‘‘(II) in the case of another provider of services 
or supplier, the aggregate amount of the overpay-
ments exceeds 10 percent of the amount paid under 
this title to the provider of services or supplier for 
the previous calendar year. 
‘‘(ii) RULE OF APPLICATION.—The Secretary shall 

establish rules for the application of this subparagraph 
in the case of a provider of services or supplier that 
was not paid under this title during the previous year 
or was paid under this title only during a portion of 
that year. 

‘‘(iii) TREATMENT OF PREVIOUS OVERPAYMENTS.—If 
a provider of services or supplier has entered into a re-
payment plan under subparagraph (A) with respect to 
a specific overpayment amount, such payment amount 
under the repayment plan shall not be taken into ac-
count under clause (i) with respect to subsequent over-
payment amounts. 
‘‘(C) EXCEPTIONS.—Subparagraph (A) shall not apply 

if—
‘‘(i) the Secretary has reason to suspect that the 

provider of services or supplier may file for bankruptcy 
or otherwise cease to do business or discontinue partici-
pation in the program under this title; or 

‘‘(ii) there is an indication of fraud or abuse com-
mitted against the program. 
‘‘(D) IMMEDIATE COLLECTION IF VIOLATION OF REPAY-

MENT PLAN.—If a provider of services or supplier fails to 
make a payment in accordance with a repayment plan 
under this paragraph, the Secretary may immediately seek 
to offset or otherwise recover the total balance outstanding 
(including applicable interest) under the repayment plan. 

‘‘(E) RELATION TO NO FAULT PROVISION.—Nothing in 
this paragraph shall be construed as affecting the applica-
tion of section 1870(c) (relating to no adjustment in the 
cases of certain overpayments). 
‘‘(2) LIMITATION ON RECOUPMENT.—

‘‘(A) IN GENERAL.—In the case of a provider of services 
or supplier that is determined to have received an overpay-
ment under this title and that seeks a reconsideration by a 
qualified independent contractor on such determination 
under section 1869(b)(1), the Secretary may not take any 
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action (or authorize any other person, including any medi-
care contractor, as defined in subparagraph (C)) to recoup 
the overpayment until the date the decision on the reconsid-
eration has been rendered. If the provisions of section 
1869(b)(1) (providing for such a reconsideration by a quali-
fied independent contractor) are not in effect, in applying 
the previous sentence any reference to such a reconsider-
ation shall be treated as a reference to a redetermination by 
the fiscal intermediary or carrier involved. 

‘‘(B) COLLECTION WITH INTEREST.—Insofar as the deter-
mination on such appeal is against the provider of services 
or supplier, interest on the overpayment shall accrue on 
and after the date of the original notice of overpayment. In-
sofar as such determination against the provider of services 
or supplier is later reversed, the Secretary shall provide for 
repayment of the amount recouped plus interest at the same 
rate as would apply under the previous sentence for the pe-
riod in which the amount was recouped. 

‘‘(C) MEDICARE CONTRACTOR DEFINED.—For purposes of 
this subsection, the term ‘medicare contractor’ has the 
meaning given such term in section 1889(g). 
‘‘(3) LIMITATION ON USE OF EXTRAPOLATION.—A medicare 

contractor may not use extrapolation to determine overpayment 
amounts to be recovered by recoupment, offset, or otherwise un-
less the Secretary determines that—

‘‘(A) there is a sustained or high level of payment error; 
or 

‘‘(B) documented educational intervention has failed to 
correct the payment error. 

There shall be no administrative or judicial review under section 
1869, section 1878, or otherwise, of determinations by the Secretary 
of sustained or high levels of payment errors under this paragraph. 

‘‘(4) PROVISION OF SUPPORTING DOCUMENTATION.—In the 
case of a provider of services or supplier with respect to which 
amounts were previously overpaid, a medicare contractor may 
request the periodic production of records or supporting docu-
mentation for a limited sample of submitted claims to ensure 
that the previous practice is not continuing. 

‘‘(5) CONSENT SETTLEMENT REFORMS.—
‘‘(A) IN GENERAL.—The Secretary may use a consent 

settlement (as defined in subparagraph (D)) to settle a pro-
jected overpayment. 

‘‘(B) OPPORTUNITY TO SUBMIT ADDITIONAL INFORMA-
TION BEFORE CONSENT SETTLEMENT OFFER.—Before offer-
ing a provider of services or supplier a consent settlement, 
the Secretary shall—

‘‘(i) communicate to the provider of services or sup-
plier—

‘‘(I) that, based on a review of the medical 
records requested by the Secretary, a preliminary 
evaluation of those records indicates that there 
would be an overpayment; 

‘‘(II) the nature of the problems identified in 
such evaluation; and 
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‘‘(III) the steps that the provider of services or 
supplier should take to address the problems; and 
‘‘(ii) provide for a 45-day period during which the 

provider of services or supplier may furnish additional 
information concerning the medical records for the 
claims that had been reviewed. 
‘‘(C) CONSENT SETTLEMENT OFFER.—The Secretary 

shall review any additional information furnished by the 
provider of services or supplier under subparagraph (B)(ii). 
Taking into consideration such information, the Secretary 
shall determine if there still appears to be an overpayment. 
If so, the Secretary—

‘‘(i) shall provide notice of such determination to 
the provider of services or supplier, including an expla-
nation of the reason for such determination; and 

‘‘(ii) in order to resolve the overpayment, may offer 
the provider of services or supplier—

‘‘(I) the opportunity for a statistically valid 
random sample; or 

‘‘(II) a consent settlement. 
The opportunity provided under clause (ii)(I) does not 
waive any appeal rights with respect to the alleged overpay-
ment involved. 

‘‘(D) CONSENT SETTLEMENT DEFINED.—For purposes of 
this paragraph, the term ‘consent settlement’ means an 
agreement between the Secretary and a provider of services 
or supplier whereby both parties agree to settle a projected 
overpayment based on less than a statistically valid sample 
of claims and the provider of services or supplier agrees not 
to appeal the claims involved. 
‘‘(6) NOTICE OF OVER-UTILIZATION OF CODES.—The Sec-

retary shall establish, in consultation with organizations rep-
resenting the classes of providers of services and suppliers, a 
process under which the Secretary provides for notice to classes 
of providers of services and suppliers served by the contractor 
in cases in which the contractor has identified that particular 
billing codes may be overutilized by that class of providers of 
services or suppliers under the programs under this title (or 
provisions of title XI insofar as they relate to such programs). 

‘‘(7) PAYMENT AUDITS.—
‘‘(A) WRITTEN NOTICE FOR POST-PAYMENT AUDITS.—

Subject to subparagraph (C), if a medicare contractor de-
cides to conduct a post-payment audit of a provider of serv-
ices or supplier under this title, the contractor shall provide 
the provider of services or supplier with written notice 
(which may be in electronic form) of the intent to conduct 
such an audit. 

‘‘(B) EXPLANATION OF FINDINGS FOR ALL AUDITS.—Sub-
ject to subparagraph (C), if a medicare contractor audits a 
provider of services or supplier under this title, the con-
tractor shall—

‘‘(i) give the provider of services or supplier a full 
review and explanation of the findings of the audit in 
a manner that is understandable to the provider of 
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services or supplier and permits the development of an 
appropriate corrective action plan; 

‘‘(ii) inform the provider of services or supplier of 
the appeal rights under this title as well as consent set-
tlement options (which are at the discretion of the Sec-
retary); 

‘‘(iii) give the provider of services or supplier an op-
portunity to provide additional information to the con-
tractor; and 

‘‘(iv) take into account information provided, on a 
timely basis, by the provider of services or supplier 
under clause (iii). 
‘‘(C) EXCEPTION.—Subparagraphs (A) and (B) shall not 

apply if the provision of notice or findings would com-
promise pending law enforcement activities, whether civil 
or criminal, or reveal findings of law enforcement-related 
audits. 
‘‘(8) STANDARD METHODOLOGY FOR PROBE SAMPLING.—The 

Secretary shall establish a standard methodology for medicare 
contractors to use in selecting a sample of claims for review in 
the case of an abnormal billing pattern.’’. 
(b) EFFECTIVE DATES AND DEADLINES.—

(1) USE OF REPAYMENT PLANS.—Section 1893(f)(1) of the 
Social Security Act, as added by subsection (a), shall apply to 
requests for repayment plans made after the date of the enact-
ment of this Act. 

(2) LIMITATION ON RECOUPMENT.—Section 1893(f)(2) of the 
Social Security Act, as added by subsection (a), shall apply to 
actions taken after the date of the enactment of this Act. 

(3) USE OF EXTRAPOLATION.—Section 1893(f)(3) of the So-
cial Security Act, as added by subsection (a), shall apply to sta-
tistically valid random samples initiated after the date that is 
1 year after the date of the enactment of this Act. 

(4) PROVISION OF SUPPORTING DOCUMENTATION.—Section 
1893(f)(4) of the Social Security Act, as added by subsection (a), 
shall take effect on the date of the enactment of this Act. 

(5) CONSENT SETTLEMENT.—Section 1893(f)(5) of the Social 
Security Act, as added by subsection (a), shall apply to consent 
settlements entered into after the date of the enactment of this 
Act. 

(6) NOTICE OF OVERUTILIZATION.—Not later than 1 year 
after the date of the enactment of this Act, the Secretary shall 
first establish the process for notice of overutilization of billing 
codes under section 1893A(f)(6) of the Social Security Act, as 
added by subsection (a). 

(7) PAYMENT AUDITS.—Section 1893A(f)(7) of the Social Se-
curity Act, as added by subsection (a), shall apply to audits ini-
tiated after the date of the enactment of this Act. 

(8) STANDARD FOR ABNORMAL BILLING PATTERNS.—Not 
later than 1 year after the date of the enactment of this Act, the 
Secretary shall first establish a standard methodology for selec-
tion of sample claims for abnormal billing patterns under sec-
tion 1893(f)(8) of the Social Security Act, as added by sub-
section (a). 
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SEC. 936. PROVIDER ENROLLMENT PROCESS; RIGHT OF APPEAL. 
(a) IN GENERAL.—Section 1866 (42 U.S.C. 1395cc) is amend-

ed—
(1) by adding at the end of the heading the following: ‘‘; EN-

ROLLMENT PROCESSES’’; and 
(2) by adding at the end the following new subsection: 

‘‘(j) ENROLLMENT PROCESS FOR PROVIDERS OF SERVICES AND 
SUPPLIERS.—

‘‘(1) ENROLLMENT PROCESS.—
‘‘(A) IN GENERAL.—The Secretary shall establish by reg-

ulation a process for the enrollment of providers of services 
and suppliers under this title. 

‘‘(B) DEADLINES.—The Secretary shall establish by reg-
ulation procedures under which there are deadlines for ac-
tions on applications for enrollment (and, if applicable, re-
newal of enrollment). The Secretary shall monitor the per-
formance of medicare administrative contractors in meeting 
the deadlines established under this subparagraph. 

‘‘(C) CONSULTATION BEFORE CHANGING PROVIDER EN-
ROLLMENT FORMS.—The Secretary shall consult with pro-
viders of services and suppliers before making changes in 
the provider enrollment forms required of such providers 
and suppliers to be eligible to submit claims for which pay-
ment may be made under this title. 
‘‘(2) HEARING RIGHTS IN CASES OF DENIAL OR NON-RE-

NEWAL.—A provider of services or supplier whose application to 
enroll (or, if applicable, to renew enrollment) under this title is 
denied may have a hearing and judicial review of such denial 
under the procedures that apply under subsection (h)(1)(A) to a 
provider of services that is dissatisfied with a determination by 
the Secretary.’’. 
(b) EFFECTIVE DATES.—

(1) ENROLLMENT PROCESS.—The Secretary shall provide for 
the establishment of the enrollment process under section 
1866(j)(1) of the Social Security Act, as added by subsection 
(a)(2), within 6 months after the date of the enactment of this 
Act. 

(2) CONSULTATION.—Section 1866(j)(1)(C) of the Social Se-
curity Act, as added by subsection (a)(2), shall apply with re-
spect to changes in provider enrollment forms made on or after 
January 1, 2004. 

(3) HEARING RIGHTS.—Section 1866(j)(2) of the Social Secu-
rity Act, as added by subsection (a)(2), shall apply to denials oc-
curring on or after such date (not later than 1 year after the 
date of the enactment of this Act) as the Secretary specifies. 

SEC. 937. PROCESS FOR CORRECTION OF MINOR ERRORS AND OMIS-
SIONS WITHOUT PURSUING APPEALS PROCESS. 

(a) CLAIMS.—The Secretary shall develop, in consultation with 
appropriate medicare contractors (as defined in section 1889(g) of 
the Social Security Act, as inserted by section 301(a)(1)) and rep-
resentatives of providers of services and suppliers, a process where-
by, in the case of minor errors or omissions (as defined by the Sec-
retary) that are detected in the submission of claims under the pro-
grams under title XVIII of such Act, a provider of services or sup-
plier is given an opportunity to correct such an error or omission 
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without the need to initiate an appeal. Such process shall include 
the ability to resubmit corrected claims. 

(b) DEADLINE.—Not later than 1 year after the date of the enact-
ment of this Act, the Secretary shall first develop the process under 
subsection (a). 
SEC. 938. PRIOR DETERMINATION PROCESS FOR CERTAIN ITEMS AND 

SERVICES; ADVANCE BENEFICIARY NOTICES. 
(a) IN GENERAL.—Section 1869 (42 U.S.C. 1395ff(b)), as amend-

ed by section 933(d)(2)(B), is further amended by adding at the end 
the following new subsection: 

‘‘(h) PRIOR DETERMINATION PROCESS FOR CERTAIN ITEMS AND 
SERVICES.—

‘‘(1) ESTABLISHMENT OF PROCESS.—
‘‘(A) IN GENERAL.—With respect to a medicare adminis-

trative contractor that has a contract under section 1874A 
that provides for making payments under this title with re-
spect to physicians’ services (as defined in section 
1848(j)(3)), the Secretary shall establish a prior determina-
tion process that meets the requirements of this subsection 
and that shall be applied by such contractor in the case of 
eligible requesters. 

‘‘(B) ELIGIBLE REQUESTER.—For purposes of this sub-
section, each of the following shall be an eligible requester: 

‘‘(i) A participating physician, but only with re-
spect to physicians’ services to be furnished to an indi-
vidual who is entitled to benefits under this title and 
who has consented to the physician making the request 
under this subsection for those physicians’ services. 

‘‘(ii) An individual entitled to benefits under this 
title, but only with respect to a physicians’ service for 
which the individual receives, from a physician, an ad-
vance beneficiary notice under section 1879(a). 

‘‘(2) SECRETARIAL FLEXIBILITY.—The Secretary shall estab-
lish by regulation reasonable limits on the physicians’ services 
for which a prior determination of coverage may be requested 
under this subsection. In establishing such limits, the Secretary 
may consider the dollar amount involved with respect to the 
physicians’ service, administrative costs and burdens, and other 
relevant factors. 

‘‘(3) REQUEST FOR PRIOR DETERMINATION.—
‘‘(A) IN GENERAL.—Subject to paragraph (2), under the 

process established under this subsection an eligible re-
quester may submit to the contractor a request for a deter-
mination, before the furnishing of a physicians’ service, as 
to whether the physicians’ service is covered under this title 
consistent with the applicable requirements of section 
1862(a)(1)(A) (relating to medical necessity). 

‘‘(B) ACCOMPANYING DOCUMENTATION.—The Secretary 
may require that the request be accompanied by a descrip-
tion of the physicians’ service, supporting documentation re-
lating to the medical necessity for the physicians’ service, 
and any other appropriate documentation. In the case of a 
request submitted by an eligible requester who is described 
in paragraph (1)(B)(ii), the Secretary may require that the 
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request also be accompanied by a copy of the advance bene-
ficiary notice involved. 
‘‘(4) RESPONSE TO REQUEST.—

‘‘(A) IN GENERAL.—Under such process, the contractor 
shall provide the eligible requester with written notice of a 
determination as to whether—

‘‘(i) the physicians’ service is so covered; 
‘‘(ii) the physicians’ service is not so covered; or 
‘‘(iii) the contractor lacks sufficient information to 

make a coverage determination with respect to the phy-
sicians’ service. 
‘‘(B) CONTENTS OF NOTICE FOR CERTAIN DETERMINA-

TIONS.—
‘‘(i) NONCOVERAGE.—If the contractor makes the 

determination described in subparagraph (A)(ii), the 
contractor shall include in the notice a brief expla-
nation of the basis for the determination, including on 
what national or local coverage or noncoverage deter-
mination (if any) the determination is based, and a de-
scription of any applicable rights under subsection (a). 

‘‘(ii) INSUFFICIENT INFORMATION.—If the contractor 
makes the determination described in subparagraph 
(A)(iii), the contractor shall include in the notice a de-
scription of the additional information required to 
make the coverage determination. 
‘‘(C) DEADLINE TO RESPOND.—Such notice shall be pro-

vided within the same time period as the time period appli-
cable to the contractor providing notice of initial determina-
tions on a claim for benefits under subsection (a)(2)(A). 

‘‘(D) INFORMING BENEFICIARY IN CASE OF PHYSICIAN RE-
QUEST.—In the case of a request by a participating physi-
cian under paragraph (1)(B)(i), the process shall provide 
that the individual to whom the physicians’ service is pro-
posed to be furnished shall be informed of any determina-
tion described in subparagraph (A)(ii) (relating to a deter-
mination of non-coverage) and the right (referred to in 
paragraph (6)(B)) to obtain the physicians’ service and have 
a claim submitted for the physicians’ service. 
‘‘(5) BINDING NATURE OF POSITIVE DETERMINATION.—If the 

contractor makes the determination described in paragraph 
(4)(A)(i), such determination shall be binding on the contractor 
in the absence of fraud or evidence of misrepresentation of facts 
presented to the contractor. 

‘‘(6) LIMITATION ON FURTHER REVIEW.—
‘‘(A) IN GENERAL.—Contractor determinations described 

in paragraph (4)(A)(ii) or (4)(A)(iii) (relating to pre-service 
claims) are not subject to further administrative appeal or 
judicial review under this section or otherwise. 

‘‘(B) DECISION NOT TO SEEK PRIOR DETERMINATION OR 
NEGATIVE DETERMINATION DOES NOT IMPACT RIGHT TO OB-
TAIN SERVICES, SEEK REIMBURSEMENT, OR APPEAL 
RIGHTS.—Nothing in this subsection shall be construed as 
affecting the right of an individual who—

‘‘(i) decides not to seek a prior determination under 
this subsection with respect to physicians’ services; or 
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‘‘(ii) seeks such a determination and has received 
a determination described in paragraph (4)(A)(ii), 

from receiving (and submitting a claim for) such physi-
cians’ services and from obtaining administrative or judi-
cial review respecting such claim under the other applica-
ble provisions of this section. Failure to seek a prior deter-
mination under this subsection with respect to physicians’ 
service shall not be taken into account in such administra-
tive or judicial review.

‘‘(C) NO PRIOR DETERMINATION AFTER RECEIPT OF 
SERVICES.—Once an individual is provided physicians’ 
services, there shall be no prior determination under this 
subsection with respect to such physicians’ services.’’. 

(b) EFFECTIVE DATE; SUNSET; TRANSITION.—
(1) EFFECTIVE DATE.—The Secretary shall establish the 

prior determination process under the amendment made by sub-
section (a) in such a manner as to provide for the acceptance 
of requests for determinations under such process filed not later 
than 18 months after the date of the enactment of this Act. 

(2) SUNSET.—Such prior determination process shall not 
apply to requests filed after the end of the 5-year period begin-
ning on the first date on which requests for determinations 
under such process are accepted. 

(3) TRANSITION.—During the period in which the amend-
ment made by subsection (a) has become effective but contracts 
are not provided under section 1874A of the Social Security Act 
with medicare administrative contractors, any reference in sec-
tion 1869(g) of such Act (as added by such amendment) to such 
a contractor is deemed a reference to a fiscal intermediary or 
carrier with an agreement under section 1816, or contract 
under section 1842, respectively, of such Act. 

(4) LIMITATION ON APPLICATION TO SGR.—For purposes of 
applying section 1848(f)(2)(D) of the Social Security Act (42 
U.S.C. 1395w–4(f)(2)(D)), the amendment made by subsection 
(a) shall not be considered to be a change in law or regulation. 
(c) PROVISIONS RELATING TO ADVANCE BENEFICIARY NOTICES; 

REPORT ON PRIOR DETERMINATION PROCESS.—
(1) DATA COLLECTION.—The Secretary shall establish a 

process for the collection of information on the instances in 
which an advance beneficiary notice (as defined in paragraph 
(5)) has been provided and on instances in which a beneficiary 
indicates on such a notice that the beneficiary does not intend 
to seek to have the item or service that is the subject of the no-
tice furnished. 

(2) OUTREACH AND EDUCATION.—The Secretary shall estab-
lish a program of outreach and education for beneficiaries and 
providers of services and other persons on the appropriate use 
of advance beneficiary notices and coverage policies under the 
medicare program. 

(3) GAO REPORT ON USE OF ADVANCE BENEFICIARY NO-
TICES.—Not later than 18 months after the date on which sec-
tion 1869(h) of the Social Security Act (as added by subsection 
(a)) takes effect, the Comptroller General of the United States 
shall submit to Congress a report on the use of advance bene-
ficiary notices under title XVIII of such Act. Such report shall 
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include information concerning the providers of services and 
other persons that have provided such notices and the response 
of beneficiaries to such notices. 

(4) GAO REPORT ON USE OF PRIOR DETERMINATION PROC-
ESS.—Not later than 36 months after the date on which section 
1869(h) of the Social Security Act (as added by subsection (a)) 
takes effect, the Comptroller General of the United States shall 
submit to Congress a report on the use of the prior determina-
tion process under such section. Such report shall include—

(A) information concerning—
(i) the number and types of procedures for which 

a prior determination has been sought; 
(ii) determinations made under the process; 
(iii) the percentage of beneficiaries prevailing; 
(iv) in those cases in which the beneficiaries do not 

prevail, the reasons why such beneficiaries did not pre-
vail; and 

(v) changes in receipt of services resulting from the 
application of such process; 
(B) an evaluation of whether the process was useful for 

physicians (and other suppliers) and beneficiaries, whether 
it was timely, and whether the amount of information re-
quired was burdensome to physicians and beneficiaries; 
and 

(C) recommendations for improvements or continuation 
of such process. 
(5) ADVANCE BENEFICIARY NOTICE DEFINED.—In this sub-

section, the term ‘‘advance beneficiary notice’’ means a written 
notice provided under section 1879(a) of the Social Security Act 
(42 U.S.C. 1395pp(a)) to an individual entitled to benefits 
under part A or enrolled under part B of title XVIII of such Act 
before items or services are furnished under such part in cases 
where a provider of services or other person that would furnish 
the item or service believes that payment will not be made for 
some or all of such items or services under such title. 

SEC. 939. APPEALS BY PROVIDERS WHEN THERE IS NO OTHER PARTY 
AVAILABLE. 

(a) IN GENERAL.—Section 1870 (42 U.S.C. 1395gg) is amended 
by adding at the end the following new subsection: 

‘‘(h) Notwithstanding subsection (f) or any other provision of 
law, the Secretary shall permit a provider of services or supplier to 
appeal any determination of the Secretary under this title relating 
to services rendered under this title to an individual who subse-
quently dies if there is no other party available to appeal such deter-
mination.’’. 

(b) EFFECTIVE DATE.—The amendment made by subsection (a) 
shall take effect on the date of the enactment of this Act and shall 
apply to items and services furnished on or after such date. 
SEC. 940. REVISIONS TO APPEALS TIMEFRAMES AND AMOUNTS. 

(a) TIMEFRAMES.—Section 1869 (42 U.S.C. 1395ff) is amend-
ed—

(1) in subsection (a)(3)(C)(ii), by striking ‘‘30-day period’’ 
each place it appears and inserting ‘‘60-day period’’; and 
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(2) in subsection (c)(3)(C)(i), by striking ‘‘30-day period’’ 
and inserting ‘‘60-day period’’. 
(b) AMOUNTS.—

(1) IN GENERAL.—Section 1869(b)(1)(E) (42 U.S.C. 
1395ff(b)(1)(E)) is amended by adding at the end the following 
new clause: 

‘‘(iii) ADJUSTMENT OF DOLLAR AMOUNTS.—For re-
quests for hearings or judicial review made in a year 
after 2004, the dollar amounts specified in clause (i) 
shall be equal to such dollar amounts increased by the 
percentage increase in the medical care component of 
the consumer price index for all urban consumers (U.S. 
city average) for July 2003 to the July preceding the 
year involved. Any amount determined under the pre-
vious sentence that is not a multiple of $10 shall be 
rounded to the nearest multiple of $10.’’. 

(2) CONFORMING AMENDMENTS.—(A) Section 1852(g)(5) (42 
U.S.C. 1395w–22(g)(5)) is amended by adding at the end the 
following: ‘‘The provisions of section 1869(b)(1)(E)(iii) shall 
apply with respect to dollar amounts specified in the first 2 sen-
tences of this paragraph in the same manner as they apply to 
the dollar amounts specified in section 1869(b)(1)(E)(i).’’. 

(B) Section 1876(b)(5)(B) (42 U.S.C. 1395mm(b)(5)(B)) is 
amended by adding at the end the following: ‘‘The provisions of 
section 1869(b)(1)(E)(iii) shall apply with respect to dollar 
amounts specified in the first 2 sentences of this subparagraph 
in the same manner as they apply to the dollar amounts speci-
fied in section 1869(b)(1)(E)(i).’’. 

SEC. 940A. MEDIATION PROCESS FOR LOCAL COVERAGE DETERMINA-
TIONS. 

(a) IN GENERAL.—Section 1869 (42 U.S.C. 1395ff), as amended 
by section 938(a), is amended by adding at the end the following 
new subsection: 

‘‘(i) MEDIATION PROCESS FOR LOCAL COVERAGE DETERMINA-
TIONS.—

‘‘(1) ESTABLISHMENT OF PROCESS.—The Secretary shall es-
tablish a mediation process under this subsection through the 
use of a physician trained in mediation and employed by the 
Centers for Medicare & Medicaid Services. 

‘‘(2) RESPONSIBILITY OF MEDIATOR.—Under the process es-
tablished in paragraph (1), such a mediator shall mediate in 
disputes between groups representing providers of services, sup-
pliers (as defined in section 1861(d)), and the medical director 
for a medicare administrative contractor whenever the regional 
administrator (as defined by the Secretary) involved determines 
that there was a systematic pattern and a large volume of com-
plaints from such groups regarding decisions of such director or 
there is a complaint from the co-chair of the advisory committee 
for that contractor to such regional administrator regarding 
such dispute.’’. 
(b) INCLUSION IN MAC CONTRACTS.—Section 1874A(b)(3)(A)(i), 

as added by section 911(a)(1), is amended by adding at the end the 
following: ‘‘Such requirements shall include specific performance 
duties expected of a medical director of a medicare administrative 
contractor, including requirements relating to professional relations 
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and the availability of such director to conduct medical determina-
tion activities within the jurisdiction of such a contractor.’’. 

Subtitle E—Miscellaneous Provisions 

SEC. 941. POLICY DEVELOPMENT REGARDING EVALUATION AND MAN-
AGEMENT (E & M) DOCUMENTATION GUIDELINES. 

(a) IN GENERAL.—The Secretary may not implement any new or 
modified documentation guidelines (which for purposes of this sec-
tion includes clinical examples) for evaluation and management 
physician services under the title XVIII of the Social Security Act 
on or after the date of the enactment of this Act unless the Sec-
retary—

(1) has developed the guidelines in collaboration with prac-
ticing physicians (including both generalists and specialists) 
and provided for an assessment of the proposed guidelines by 
the physician community;

(2) has established a plan that contains specific goals, in-
cluding a schedule, for improving the use of such guidelines; 

(3) has conducted appropriate and representative pilot 
projects under subsection (b) to test such guidelines; 

(4) finds, based on reports submitted under subsection 
(b)(5) with respect to pilot projects conducted for such or related 
guidelines, that the objectives described in subsection (c) will be 
met in the implementation of such guidelines; and 

(5) has established, and is implementing, a program to 
educate physicians on the use of such guidelines and that in-
cludes appropriate outreach. 

The Secretary shall make changes to the manner in which existing 
evaluation and management documentation guidelines are imple-
mented to reduce paperwork burdens on physicians. 

(b) PILOT PROJECTS TO TEST MODIFIED OR NEW EVALUATION 
AND MANAGEMENT DOCUMENTATION GUIDELINES.—

(1) IN GENERAL.—With respect to proposed new or modified 
documentation guidelines referred to in subsection (a), the Sec-
retary shall conduct under this subsection appropriate and rep-
resentative pilot projects to test the proposed guidelines. 

(2) LENGTH AND CONSULTATION.—Each pilot project under 
this subsection shall—

(A) be voluntary; 
(B) be of sufficient length as determined by the Sec-

retary (but in no case to exceed 1 year) to allow for pre-
paratory physician and medicare contractor education, 
analysis, and use and assessment of potential evaluation 
and management guidelines; and 

(C) be conducted, in development and throughout the 
planning and operational stages of the project, in consulta-
tion with practicing physicians (including both generalists 
and specialists). 
(3) RANGE OF PILOT PROJECTS.—Of the pilot projects con-

ducted under this subsection with respect to proposed new or 
modified documentation guidelines—

(A) at least one shall focus on a peer review method by 
physicians (not employed by a medicare contractor) which 
evaluates medical record information for claims submitted 
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by physicians identified as statistical outliers relative to 
codes used for billing purposes for such services; 

(B) at least one shall focus on an alternative method to 
detailed guidelines based on physician documentation of 
face to face encounter time with a patient; 

(C) at least one shall be conducted for services fur-
nished in a rural area and at least one for services fur-
nished outside such an area; and 

(D) at least one shall be conducted in a setting where 
physicians bill under physicians’ services in teaching set-
tings and at least one shall be conducted in a setting other 
than a teaching setting. 
(4) STUDY OF IMPACT.—Each pilot project shall examine the 

effect of the proposed guidelines on—
(A) different types of physician practices, including 

those with fewer than 10 full-time-equivalent employees (in-
cluding physicians); and 

(B) the costs of physician compliance, including edu-
cation, implementation, auditing, and monitoring. 
(5) REPORT ON PILOT PROJECTS.—Not later than 6 months 

after the date of completion of pilot projects carried out under 
this subsection with respect to a proposed guideline described in 
paragraph (1), the Secretary shall submit to Congress a report 
on the pilot projects. Each such report shall include a finding 
by the Secretary of whether the objectives described in sub-
section (c) will be met in the implementation of such proposed 
guideline. 
(c) OBJECTIVES FOR EVALUATION AND MANAGEMENT GUIDE-

LINES.—The objectives for modified evaluation and management 
documentation guidelines developed by the Secretary shall be to—

(1) identify clinically relevant documentation needed to 
code accurately and assess coding levels accurately; 

(2) decrease the level of non-clinically pertinent and bur-
densome documentation time and content in the physician’s 
medical record; 

(3) increase accuracy by reviewers; and 
(4) educate both physicians and reviewers. 

(d) STUDY OF SIMPLER, ALTERNATIVE SYSTEMS OF DOCUMENTA-
TION FOR PHYSICIAN CLAIMS.—

(1) STUDY.—The Secretary shall carry out a study of the 
matters described in paragraph (2). 

(2) MATTERS DESCRIBED.—The matters referred to in para-
graph (1) are—

(A) the development of a simpler, alternative system of 
requirements for documentation accompanying claims for 
evaluation and management physician services for which 
payment is made under title XVIII of the Social Security 
Act; and 

(B) consideration of systems other than current coding 
and documentation requirements for payment for such phy-
sician services. 
(3) CONSULTATION WITH PRACTICING PHYSICIANS.—In de-

signing and carrying out the study under paragraph (1), the 
Secretary shall consult with practicing physicians, including 
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physicians who are part of group practices and including both 
generalists and specialists. 

(4) APPLICATION OF HIPAA UNIFORM CODING REQUIRE-
MENTS.—In developing an alternative system under paragraph 
(2), the Secretary shall consider requirements of administrative 
simplification under part C of title XI of the Social Security 
Act. 

(5) REPORT TO CONGRESS.—(A) Not later than October 1, 
2005, the Secretary shall submit to Congress a report on the re-
sults of the study conducted under paragraph (1). 

(B) The Medicare Payment Advisory Commission shall con-
duct an analysis of the results of the study included in the re-
port under subparagraph (A) and shall submit a report on such 
analysis to Congress. 
(e) STUDY ON APPROPRIATE CODING OF CERTAIN EXTENDED OF-

FICE VISITS.—The Secretary shall conduct a study of the appro-
priateness of coding in cases of extended office visits in which there 
is no diagnosis made. Not later than October 1, 2005, the Secretary 
shall submit a report to Congress on such study and shall include 
recommendations on how to code appropriately for such visits in a 
manner that takes into account the amount of time the physician 
spent with the patient. 

(f) DEFINITIONS.—In this section—
(1) the term ‘‘rural area’’ has the meaning given that term 

in section 1886(d)(2)(D) of the Social Security Act (42 U.S.C. 
1395ww(d)(2)(D)); and 

(2) the term ‘‘teaching settings’’ are those settings described 
in section 415.150 of title 42, Code of Federal Regulations. 

SEC. 942. IMPROVEMENT IN OVERSIGHT OF TECHNOLOGY AND COV-
ERAGE. 

(a) COUNCIL FOR TECHNOLOGY AND INNOVATION.—Section 1868 
(42 U.S.C. 1395ee) is amended—

(1) by adding at the end of the heading the following: ‘‘; 
COUNCIL FOR TECHNOLOGY AND INNOVATION’’; 

(2) by inserting ‘‘PRACTICING PHYSICIANS ADVISORY COUN-
CIL.—(1)’’ after ‘‘(a)’’; 

(3) in paragraph (1), as so redesignated under paragraph 
(2), by striking ‘‘in this section’’ and inserting ‘‘in this sub-
section’’; 

(4) by redesignating subsections (b) and (c) as paragraphs 
(2) and (3), respectively; and 

(5) by adding at the end the following new subsection: 
‘‘(b) COUNCIL FOR TECHNOLOGY AND INNOVATION.—

‘‘(1) ESTABLISHMENT.—The Secretary shall establish a 
Council for Technology and Innovation within the Centers for 
Medicare & Medicaid Services (in this section referred to as 
‘CMS’). 

‘‘(2) COMPOSITION.—The Council shall be composed of sen-
ior CMS staff and clinicians and shall be chaired by the Execu-
tive Coordinator for Technology and Innovation (appointed or 
designated under paragraph (4)). 

‘‘(3) DUTIES.—The Council shall coordinate the activities of 
coverage, coding, and payment processes under this title with 
respect to new technologies and procedures, including new drug 
therapies, and shall coordinate the exchange of information on 
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new technologies between CMS and other entities that make 
similar decisions. 

‘‘(4) EXECUTIVE COORDINATOR FOR TECHNOLOGY AND INNO-
VATION.—The Secretary shall appoint (or designate) a noncareer 
appointee (as defined in section 3132(a)(7) of title 5, United 
States Code) who shall serve as the Executive Coordinator for 
Technology and Innovation. Such executive coordinator shall 
report to the Administrator of CMS, shall chair the Council, 
shall oversee the execution of its duties, and shall serve as a 
single point of contact for outside groups and entities regarding 
the coverage, coding, and payment processes under this title.’’. 
(b) METHODS FOR DETERMINING PAYMENT BASIS FOR NEW LAB 

TESTS.—Section 1833(h) (42 U.S.C. 1395l(h)) is amended by adding 
at the end the following: 

‘‘(8)(A) The Secretary shall establish by regulation procedures 
for determining the basis for, and amount of, payment under this 
subsection for any clinical diagnostic laboratory test with respect to 
which a new or substantially revised HCPCS code is assigned on 
or after January 1, 2005 (in this paragraph referred to as ‘new 
tests’). 

‘‘(B) Determinations under subparagraph (A) shall be made 
only after the Secretary—

‘‘(i) makes available to the public (through an Internet 
website and other appropriate mechanisms) a list that includes 
any such test for which establishment of a payment amount 
under this subsection is being considered for a year; 

‘‘(ii) on the same day such list is made available, causes to 
have published in the Federal Register notice of a meeting to re-
ceive comments and recommendations (and data on which rec-
ommendations are based) from the public on the appropriate 
basis under this subsection for establishing payment amounts 
for the tests on such list; 

‘‘(iii) not less than 30 days after publication of such notice 
convenes a meeting, that includes representatives of officials of 
the Centers for Medicare & Medicaid Services involved in deter-
mining payment amounts, to receive such comments and rec-
ommendations (and data on which the recommendations are 
based); 

‘‘(iv) taking into account the comments and recommenda-
tions (and accompanying data) received at such meeting, devel-
ops and makes available to the public (through an Internet 
website and other appropriate mechanisms) a list of proposed 
determinations with respect to the appropriate basis for estab-
lishing a payment amount under this subsection for each such 
code, together with an explanation of the reasons for each such 
determination, the data on which the determinations are based, 
and a request for public written comments on the proposed de-
termination; and 

‘‘(v) taking into account the comments received during the 
public comment period, develops and makes available to the 
public (through an Internet website and other appropriate 
mechanisms) a list of final determinations of the payment 
amounts for such tests under this subsection, together with the 
rationale for each such determination, the data on which the 
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determinations are based, and responses to comments and sug-
gestions received from the public. 
‘‘(C) Under the procedures established pursuant to subpara-

graph (A), the Secretary shall—
‘‘(i) set forth the criteria for making determinations under 

subparagraph (A); and
‘‘(ii) make available to the public the data (other than pro-

prietary data) considered in making such determinations. 
‘‘(D) The Secretary may convene such further public meetings to 

receive public comments on payment amounts for new tests under 
this subsection as the Secretary deems appropriate. 

‘‘(E) For purposes of this paragraph: 
‘‘(i) The term ‘HCPCS’ refers to the Health Care Procedure 

Coding System. 
‘‘(ii) A code shall be considered to be ‘substantially revised’ 

if there is a substantive change to the definition of the test or 
procedure to which the code applies (such as a new analyte or 
a new methodology for measuring an existing analyte-specific 
test).’’. 
(c) GAO STUDY ON IMPROVEMENTS IN EXTERNAL DATA COLLEC-

TION FOR USE IN THE MEDICARE INPATIENT PAYMENT SYSTEM.—
(1) STUDY.—The Comptroller General of the United States 

shall conduct a study that analyzes which external data can be 
collected in a shorter timeframe by the Centers for Medicare & 
Medicaid Services for use in computing payments for inpatient 
hospital services. The study may include an evaluation of the 
feasibility and appropriateness of using quarterly samples or 
special surveys or any other methods. The study shall include 
an analysis of whether other executive agencies, such as the Bu-
reau of Labor Statistics in the Department of Commerce, are 
best suited to collect this information. 

(2) REPORT.—By not later than October 1, 2004, the Comp-
troller General shall submit a report to Congress on the study 
under paragraph (1). 

SEC. 943. TREATMENT OF HOSPITALS FOR CERTAIN SERVICES UNDER 
MEDICARE SECONDARY PAYOR (MSP) PROVISIONS. 

(a) IN GENERAL.—The Secretary shall not require a hospital 
(including a critical access hospital) to ask questions (or obtain in-
formation) relating to the application of section 1862(b) of the Social 
Security Act (relating to medicare secondary payor provisions) in 
the case of reference laboratory services described in subsection (b), 
if the Secretary does not impose such requirement in the case of 
such services furnished by an independent laboratory. 

(b) REFERENCE LABORATORY SERVICES DESCRIBED.—Reference 
laboratory services described in this subsection are clinical labora-
tory diagnostic tests (or the interpretation of such tests, or both) fur-
nished without a face-to-face encounter between the individual enti-
tled to benefits under part A or enrolled under part B, or both, and 
the hospital involved and in which the hospital submits a claim 
only for such test or interpretation. 
SEC. 944. EMTALA IMPROVEMENTS. 

(a) PAYMENT FOR EMTALA-MANDATED SCREENING AND STA-
BILIZATION SERVICES.—

VerDate jul 14 2003 06:29 Nov 24, 2003 Jkt 090299 PO 00000 Frm 00366 Fmt 6659 Sfmt 6603 E:\HR\OC\HR391.XXX HR391



365

(1) IN GENERAL.—Section 1862 (42 U.S.C. 1395y) is amend-
ed by inserting after subsection (c) the following new subsection: 
‘‘(d) For purposes of subsection (a)(1)(A), in the case of any item 

or service that is required to be provided pursuant to section 1867 
to an individual who is entitled to benefits under this title, deter-
minations as to whether the item or service is reasonable and nec-
essary shall be made on the basis of the information available to the 
treating physician or practitioner (including the patient’s presenting 
symptoms or complaint) at the time the item or service was ordered 
or furnished by the physician or practitioner (and not on the pa-
tient’s principal diagnosis). When making such determinations with 
respect to such an item or service, the Secretary shall not consider 
the frequency with which the item or service was provided to the pa-
tient before or after the time of the admission or visit.’’. 

(2) EFFECTIVE DATE.—The amendment made by paragraph 
(1) shall apply to items and services furnished on or after Janu-
ary 1, 2004. 
(b) NOTIFICATION OF PROVIDERS WHEN EMTALA INVESTIGA-

TION CLOSED.—Section 1867(d) (42 U.S.C. 1395dd(d)) is amended 
by adding at the end the following new paragraph: 

‘‘(4) NOTICE UPON CLOSING AN INVESTIGATION.—The Sec-
retary shall establish a procedure to notify hospitals and physi-
cians when an investigation under this section is closed.’’. 
(c) PRIOR REVIEW BY PEER REVIEW ORGANIZATIONS IN 

EMTALA CASES INVOLVING TERMINATION OF PARTICIPATION.—
(1) IN GENERAL.—Section 1867(d)(3) (42 U.S.C. 

1395dd(d)(3)) is amended—
(A) in the first sentence, by inserting ‘‘or in terminating 

a hospital’s participation under this title’’ after ‘‘in impos-
ing sanctions under paragraph (1)’’; and 

(B) by adding at the end the following new sentences: 
‘‘Except in the case in which a delay would jeopardize the 
health or safety of individuals, the Secretary shall also re-
quest such a review before making a compliance determina-
tion as part of the process of terminating a hospital’s par-
ticipation under this title for violations related to the ap-
propriateness of a medical screening examination, stabi-
lizing treatment, or an appropriate transfer as required by 
this section, and shall provide a period of 5 days for such 
review. The Secretary shall provide a copy of the organiza-
tion’s report to the hospital or physician consistent with 
confidentiality requirements imposed on the organization 
under such part B.’’. 
(2) EFFECTIVE DATE.—The amendments made by para-

graph (1) shall apply to terminations of participation initiated 
on or after the date of the enactment of this Act. 

SEC. 945. EMERGENCY MEDICAL TREATMENT AND LABOR ACT 
(EMTALA) TECHNICAL ADVISORY GROUP. 

(a) ESTABLISHMENT.—The Secretary shall establish a Technical 
Advisory Group (in this section referred to as the ‘‘Advisory Group’’) 
to review issues related to the Emergency Medical Treatment and 
Labor Act (EMTALA) and its implementation. In this section, the 
term ‘‘EMTALA’’ refers to the provisions of section 1867 of the Social 
Security Act (42 U.S.C. 1395dd). 
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(b) MEMBERSHIP.—The Advisory Group shall be composed of 19 
members, including the Administrator of the Centers for Medicare 
& Medicaid Services and the Inspector General of the Department 
of Health and Human Services and of which—

(1) 4 shall be representatives of hospitals, including at least 
one public hospital, that have experience with the application of 
EMTALA and at least 2 of which have not been cited for 
EMTALA violations; 

(2) 7 shall be practicing physicians drawn from the fields 
of emergency medicine, cardiology or cardiothoracic surgery, or-
thopedic surgery, neurosurgery, pediatrics or a pediatric sub-
specialty, obstetrics-gynecology, and psychiatry, with not more 
than one physician from any particular field; 

(3) 2 shall represent patients; 
(4) 2 shall be staff involved in EMTALA investigations 

from different regional offices of the Centers for Medicare & 
Medicaid Services; and 

(5) 1 shall be from a State survey office involved in 
EMTALA investigations and 1 shall be from a peer review orga-
nization, both of whom shall be from areas other than the re-
gions represented under paragraph (4). 

In selecting members described in paragraphs (1) through (3), the 
Secretary shall consider qualified individuals nominated by organi-
zations representing providers and patients. 

(c) GENERAL RESPONSIBILITIES.—The Advisory Group—
(1) shall review EMTALA regulations; 
(2) may provide advice and recommendations to the Sec-

retary with respect to those regulations and their application to 
hospitals and physicians; 

(3) shall solicit comments and recommendations from hos-
pitals, physicians, and the public regarding the implementation 
of such regulations; and 

(4) may disseminate information on the application of such 
regulations to hospitals, physicians, and the public. 
(d) ADMINISTRATIVE MATTERS.—

(1) CHAIRPERSON.—The members of the Advisory Group 
shall elect a member to serve as chairperson of the Advisory 
Group for the life of the Advisory Group. 

(2) MEETINGS.—The Advisory Group shall first meet at the 
direction of the Secretary. The Advisory Group shall then meet 
twice per year and at such other times as the Advisory Group 
may provide. 
(e) TERMINATION.—The Advisory Group shall terminate 30 

months after the date of its first meeting. 
(f) WAIVER OF ADMINISTRATIVE LIMITATION.—The Secretary 

shall establish the Advisory Group notwithstanding any limitation 
that may apply to the number of advisory committees that may be 
established (within the Department of Health and Human Services 
or otherwise). 
SEC. 946. AUTHORIZING USE OF ARRANGEMENTS TO PROVIDE CORE 

HOSPICE SERVICES IN CERTAIN CIRCUMSTANCES. 
(a) IN GENERAL.—Section 1861(dd)(5) (42 U.S.C. 1395x(dd)(5)) 

is amended by adding at the end the following: 
‘‘(D) In extraordinary, exigent, or other non-routine cir-

cumstances, such as unanticipated periods of high patient loads, 
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staffing shortages due to illness or other events, or temporary travel 
of a patient outside a hospice program’s service area, a hospice pro-
gram may enter into arrangements with another hospice program 
for the provision by that other program of services described in 
paragraph (2)(A)(ii)(I). The provisions of paragraph (2)(A)(ii)(II) 
shall apply with respect to the services provided under such ar-
rangements. 

‘‘(E) A hospice program may provide services described in para-
graph (1)(A) other than directly by the program if the services are 
highly specialized services of a registered professional nurse and are 
provided non-routinely and so infrequently so that the provision of 
such services directly would be impracticable and prohibitively ex-
pensive.’’. 

(b) CONFORMING PAYMENT PROVISION.—Section 1814(i) (42 
U.S.C. 1395f(i)), as amended by section 512(b), is amended by add-
ing at the end the following new paragraph: 

‘‘(5) In the case of hospice care provided by a hospice program 
under arrangements under section 1861(dd)(5)(D) made by another 
hospice program, the hospice program that made the arrangements 
shall bill and be paid for the hospice care.’’. 

(c) EFFECTIVE DATE.—The amendments made by this section 
shall apply to hospice care provided on or after the date of the en-
actment of this Act. 
SEC. 947. APPLICATION OF OSHA BLOODBORNE PATHOGENS STAND-

ARD TO CERTAIN HOSPITALS. 
(a) IN GENERAL.—Section 1866 (42 U.S.C. 1395cc), as amended 

by section 506, is amended—
(1) in subsection (a)(1)—

(A) in subparagraph (T), by striking ‘‘and’’ at the end; 
(B) in subparagraph (U), by striking the period at the 

end and inserting ‘‘, and’’; and 
(C) by inserting after subparagraph (U) the following 

new subparagraph: 
‘‘(V) in the case of hospitals that are not otherwise subject 

to the Occupational Safety and Health Act of 1970 (or a State 
occupational safety and health plan that is approved under 
18(b) of such Act), to comply with the Bloodborne Pathogens 
standard under section 1910.1030 of title 29 of the Code of Fed-
eral Regulations (or as subsequently redesignated).’’; and 

(2) by adding at the end of subsection (b) the following new 
paragraph: 
‘‘(4)(A) A hospital that fails to comply with the requirement of 

subsection (a)(1)(V) (relating to the Bloodborne Pathogens standard) 
is subject to a civil money penalty in an amount described in sub-
paragraph (B), but is not subject to termination of an agreement 
under this section. 

‘‘(B) The amount referred to in subparagraph (A) is an amount 
that is similar to the amount of civil penalties that may be imposed 
under section 17 of the Occupational Safety and Health Act of 1970 
for a violation of the Bloodborne Pathogens standard referred to in 
subsection (a)(1)(U) by a hospital that is subject to the provisions of 
such Act. 

‘‘(C) A civil money penalty under this paragraph shall be im-
posed and collected in the same manner as civil money penalties 
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under subsection (a) of section 1128A are imposed and collected 
under that section.’’. 

(b) EFFECTIVE DATE.—The amendments made by this sub-
section (a) shall apply to hospitals as of July 1, 2004. 
SEC. 948. BIPA-RELATED TECHNICAL AMENDMENTS AND CORREC-

TIONS. 
(a) TECHNICAL AMENDMENTS RELATING TO ADVISORY COM-

MITTEE UNDER BIPA SECTION 522.—(1) Subsection (i) of section 
1114 (42 U.S.C. 1314)—

(A) is transferred to section 1862 and added at the end of 
such section; and 

(B) is redesignated as subsection (j). 
(2) Section 1862 (42 U.S.C. 1395y) is amended—

(A) in the last sentence of subsection (a), by striking ‘‘estab-
lished under section 1114(f)’’; and 

(B) in subsection (j), as so transferred and redesignated—
(i) by striking ‘‘under subsection (f)’’; and 
(ii) by striking ‘‘section 1862(a)(1)’’ and inserting ‘‘sub-

section (a)(1)’’. 
(b) TERMINOLOGY CORRECTIONS.—(1) Section 1869(c)(3)(I)(ii) 

(42 U.S.C. 1395ff(c)(3)(I)(ii)) is amended—
(A) in subclause (III), by striking ‘‘policy’’ and inserting ‘‘de-

termination’’; and 
(B) in subclause (IV), by striking ‘‘medical review policies’’ 

and inserting ‘‘coverage determinations’’.
(2) Section 1852(a)(2)(C) (42 U.S.C. 1395w–22(a)(2)(C)) is 

amended by striking ‘‘policy’’ and ‘‘POLICY’’ and inserting ‘‘deter-
mination’’ each place it appears and ‘‘DETERMINATION’’, respectively. 

(c) REFERENCE CORRECTIONS.—Section 1869(f)(4) (42 U.S.C. 
1395ff(f)(4)) is amended—

(1) in subparagraph (A)(iv), by striking ‘‘subclause (I), (II), 
or (III)’’ and inserting ‘‘clause (i), (ii), or (iii)’’; 

(2) in subparagraph (B), by striking ‘‘clause (i)(IV)’’ and 
‘‘clause (i)(III)’’ and inserting ‘‘subparagraph (A)(iv)’’ and ‘‘sub-
paragraph (A)(iii)’’, respectively; and 

(3) in subparagraph (C), by striking ‘‘clause (i)’’, ‘‘subclause 
(IV)’’ and ‘‘subparagraph (A)’’ and inserting ‘‘subparagraph 
(A)’’, ‘‘clause (iv)’’ and ‘‘paragraph (1)(A)’’, respectively each 
place it appears. 
(d) OTHER CORRECTIONS.—Effective as if included in the enact-

ment of section 521(c) of BIPA, section 1154(e) (42 U.S.C. 1320c–
3(e)) is amended by striking paragraph (5). 

(e) EFFECTIVE DATE.—Except as otherwise provided, the amend-
ments made by this section shall be effective as if included in the 
enactment of BIPA. 
SEC. 949. CONFORMING AUTHORITY TO WAIVE A PROGRAM EXCLU-

SION. 
The first sentence of section 1128(c)(3)(B) (42 U.S.C. 1320a–

7(c)(3)(B)) is amended to read as follows: ‘‘Subject to subparagraph 
(G), in the case of an exclusion under subsection (a), the minimum 
period of exclusion shall be not less than five years, except that, 
upon the request of the administrator of a Federal health care pro-
gram (as defined in section 1128B(f)) who determines that the exclu-
sion would impose a hardship on individuals entitled to benefits 
under part A of title XVIII or enrolled under part B of such title, 
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or both, the Secretary may, after consulting with the Inspector Gen-
eral of the Department of Health and Human Services, waive the ex-
clusion under subsection (a)(1), (a)(3), or (a)(4) with respect to that 
program in the case of an individual or entity that is the sole com-
munity physician or sole source of essential specialized services in 
a community.’’. 
SEC. 950. TREATMENT OF CERTAIN DENTAL CLAIMS. 

(a) IN GENERAL.—Section 1862 (42 U.S.C. 1395y) is amended 
by adding at the end, after the subsection transferred and redesig-
nated by section 948(a), the following new subsection: 

‘‘(k)(1) Subject to paragraph (2), a group health plan (as defined 
in subsection (a)(1)(A)(v)) providing supplemental or secondary cov-
erage to individuals also entitled to services under this title shall 
not require a medicare claims determination under this title for 
dental benefits specifically excluded under subsection (a)(12) as a 
condition of making a claims determination for such benefits under 
the group health plan. 

‘‘(2) A group health plan may require a claims determination 
under this title in cases involving or appearing to involve inpatient 
dental hospital services or dental services expressly covered under 
this title pursuant to actions taken by the Secretary.’’. 

(b) EFFECTIVE DATE.—The amendment made by subsection (a) 
shall take effect on the date that is 60 days after the date of the en-
actment of this Act. 
SEC. 951. FURNISHING HOSPITALS WITH INFORMATION TO COMPUTE 

DSH FORMULA. 
Beginning not later than 1 year after the date of the enactment 

of this Act, the Secretary shall arrange to furnish to subsection (d) 
hospitals (as defined in section 1886(d)(1)(B) of the Social Security 
Act, 42 U.S.C. 1395ww(d)(1)(B)) the data necessary for such hos-
pitals to compute the number of patient days used in computing the 
disproportionate patient percentage under such section for that hos-
pital for the current cost reporting year. Such data shall also be fur-
nished to other hospitals which would qualify for additional pay-
ments under part A of title XVIII of the Social Security Act on the 
basis of such data. 
SEC. 952. REVISIONS TO REASSIGNMENT PROVISIONS. 

(a) IN GENERAL.—Section 1842(b)(6)(A) (42 U.S.C. 
1395u(b)(6)(A)) is amended by striking ‘‘or (ii) (where the service 
was provided in a hospital, critical access hospital, clinic, or other 
facility) to the facility in which the service was provided if there is 
a contractual arrangement between such physician or other person 
and such facility under which such facility submits the bill for such 
service,’’ and inserting ‘‘or (ii) where the service was provided under 
a contractual arrangement between such physician or other person 
and an entity, to the entity if, under the contractual arrangement, 
the entity submits the bill for the service and the contractual ar-
rangement meets such program integrity and other safeguards as 
the Secretary may determine to be appropriate,’’. 

(b) CONFORMING AMENDMENT.—The second sentence of section 
1842(b)(6) (42 U.S.C. 1395u(b)(6)) is amended by striking ‘‘except to 
an employer or facility as described in clause (A)’’ and inserting ‘‘ex-
cept to an employer or entity as described in subparagraph (A)’’. 
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(c) EFFECTIVE DATE.—The amendments made by this section 
shall apply to payments made on or after the date of the enactment 
of this Act. 
SEC. 953. OTHER PROVISIONS. 

(a) GAO REPORTS ON THE PHYSICIAN COMPENSATION.—
(1) SUSTAINABLE GROWTH RATE AND UPDATES.—Not later 

than 6 months after the date of the enactment of this Act, the 
Comptroller General of the United States shall submit to Con-
gress a report on the appropriateness of the updates in the con-
version factor under subsection (d)(3) of section 1848 of the So-
cial Security Act (42 U.S.C. 1395w–4), including the appro-
priateness of the sustainable growth rate formula under sub-
section (f) of such section for 2002 and succeeding years. Such 
report shall examine the stability and predictability of such up-
dates and rate and alternatives for the use of such rate in the 
updates. 

(2) PHYSICIAN COMPENSATION GENERALLY.—Not later than 
12 months after the date of the enactment of this Act, the Comp-
troller General shall submit to Congress a report on all aspects 
of physician compensation for services furnished under title 
XVIII of the Social Security Act, and how those aspects interact 
and the effect on appropriate compensation for physician serv-
ices. Such report shall review alternatives for the physician fee 
schedule under section 1848 of such title (42 U.S.C. 1395w–4). 
(b) ANNUAL PUBLICATION OF LIST OF NATIONAL COVERAGE DE-

TERMINATIONS.—The Secretary shall provide, in an appropriate an-
nual publication available to the public, a list of national coverage 
determinations made under title XVIII of the Social Security Act in 
the previous year and information on how to get more information 
with respect to such determinations. 

(c) GAO REPORT ON FLEXIBILITY IN APPLYING HOME HEALTH 
CONDITIONS OF PARTICIPATION TO PATIENTS WHO ARE NOT MEDI-
CARE BENEFICIARIES.—Not later than 6 months after the date of the 
enactment of this Act, the Comptroller General of the United States 
shall submit to Congress a report on the implications if there were 
flexibility in the application of the medicare conditions of participa-
tion for home health agencies with respect to groups or types of pa-
tients who are not medicare beneficiaries. The report shall include 
an analysis of the potential impact of such flexible application on 
clinical operations and the recipients of such services and an anal-
ysis of methods for monitoring the quality of care provided to such 
recipients. 

(d) OIG REPORT ON NOTICES RELATING TO USE OF HOSPITAL 
LIFETIME RESERVE DAYS.—Not later than 1 year after the date of 
the enactment of this Act, the Inspector General of the Department 
of Health and Human Services shall submit a report to Congress 
on—

(1) the extent to which hospitals provide notice to medicare 
beneficiaries in accordance with applicable requirements before 
they use the 60 lifetime reserve days described in section 
1812(a)(1) of the Social Security Act (42 U.S.C. 1395d(a)(1)); 
and 

(2) the appropriateness and feasibility of hospitals pro-
viding a notice to such beneficiaries before they completely ex-
haust such lifetime reserve days. 
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TITLE X—MEDICAID AND MISCELLANEOUS PROVISIONS 

Subtitle A—Medicaid Provisions 

SEC. 1001. MEDICAID DISPROPORTIONATE SHARE HOSPITAL (DSH) 
PAYMENTS. 

(a) TEMPORARY INCREASE.—Section 1923(f)(3) (42 U.S.C. 
1396r–4(f)(3)) is amended—

(1) in subparagraph (A), by striking ‘‘subparagraph (B)’’ 
and inserting ‘‘subparagraphs (B) and (C)’’; and 

(2) by adding at the end the following new subparagraphs: 
‘‘(C) SPECIAL, TEMPORARY INCREASE IN ALLOTMENTS ON 

A ONE-TIME, NON-CUMULATIVE BASIS.—The DSH allotment 
for any State (other than a State with a DSH allotment de-
termined under paragraph (5))—

‘‘(i) for fiscal year 2004 is equal to 116 percent of 
the DSH allotment for the State for fiscal year 2003 
under this paragraph, notwithstanding subparagraph 
(B); and 

‘‘(ii) for each succeeding fiscal year is equal to the 
DSH allotment for the State for fiscal year 2004 or, in 
the case of fiscal years beginning with the fiscal year 
specified in subparagraph (D) for that State, the DSH 
allotment for the State for the previous fiscal year in-
creased by the percentage change in the consumer price 
index for all urban consumers (all items; U.S. city av-
erage), for the previous fiscal year. 
‘‘(D) FISCAL YEAR SPECIFIED.—For purposes of subpara-

graph (C)(ii), the fiscal year specified in this subparagraph 
for a State is the first fiscal year for which the Secretary 
estimates that the DSH allotment for that State will equal 
(or no longer exceed) the DSH allotment for that State 
under the law as in effect before the date of the enactment 
of this subparagraph.’’.

(b) INCREASE IN FLOOR FOR TREATMENT AS A LOW DSH 
STATE.—Section 1923(f)(5) (42 U.S.C. 1396r–4(f)(5)) is amended—

(1) in the paragraph heading, by striking ‘‘EXTREMELY’’; 
(2) by striking ‘‘In the case of’’ and inserting the following: 

‘‘(A) FOR FISCAL YEARS 2001 THROUGH 2003 FOR EX-
TREMELY LOW DSH STATES.—In the case of’’; 
(3) by inserting ‘‘before fiscal year 2004’’ after ‘‘In subse-

quent years’’; and 
(4) by adding at the end the following: 

‘‘(B) FOR FISCAL YEAR 2004 AND SUBSEQUENT FISCAL 
YEARS.—In the case of a State in which the total expendi-
tures under the State plan (including Federal and State 
shares) for disproportionate share hospital adjustments 
under this section for fiscal year 2000, as reported to the 
Administrator of the Centers for Medicare & Medicaid 
Services as of August 31, 2003, is greater than 0 but less 
than 3 percent of the State’s total amount of expenditures 
under the State plan for medical assistance during the fis-
cal year, the DSH allotment for the State with respect to—

‘‘(i) fiscal year 2004 shall be the DSH allotment for 
the State for fiscal year 2003 increased by 16 percent; 
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‘‘(ii) each succeeding fiscal year before fiscal year 
2009 shall be the DSH allotment for the State for the 
previous fiscal year increased by 16 percent; and 

‘‘(iii) fiscal year 2009 and any subsequent fiscal 
year, shall be the DSH allotment for the State for the 
previous year subject to an increase for inflation as 
provided in paragraph (3)(A).’’. 

(c) ALLOTMENT ADJUSTMENT.—Section 1923(f) (42 U.S.C. 
1396r–4(f)) is amended—

(1) in paragraph (3)(A), by striking ‘‘The DSH’’ and insert-
ing ‘‘Except as provided in paragraph (6), the DSH’’; 

(2) by redesignating paragraph (6) as paragraph (7); and 
(3) by inserting after paragraph (5) the following: 
‘‘(6) ALLOTMENT ADJUSTMENT.—Only with respect to fiscal 

year 2004 or 2005, if a statewide waiver under section 1115 is 
revoked or terminated before the end of either such fiscal year 
and there is no DSH allotment for the State, the Secretary 
shall—

‘‘(A) permit the State whose waiver was revoked or ter-
minated to submit an amendment to its State plan that 
would describe the methodology to be used by the State 
(after the effective date of such revocation or termination) 
to identify and make payments to disproportionate share 
hospitals, including children’s hospitals and institutions 
for mental diseases or other mental health facilities (other 
than State-owned institutions or facilities), on the basis of 
the proportion of patients served by such hospitals that are 
low-income patients with special needs; and 

‘‘(B) provide for purposes of this subsection for com-
putation of an appropriate DSH allotment for the State for 
fiscal year 2004 or 2005 (or both) that would not exceed the 
amount allowed under paragraph (3)(B)(ii) and that does 
not result in greater expenditures under this title than 
would have been made if such waiver had not been revoked 
or terminated. 

In determining the amount of an appropriate DSH allotment 
under subparagraph (B) for a State, the Secretary shall take 
into account the level of DSH expenditures for the State for the 
fiscal year preceding the fiscal year in which the waiver com-
menced.’’. 
(d) INCREASED REPORTING AND OTHER REQUIREMENTS TO EN-

SURE THE APPROPRIATE USE OF MEDICAID DSH PAYMENT ADJUST-
MENTS.—Section 1923 (42 U.S.C. 1396r–4) is amended by adding at 
the end the following new subsection: 

‘‘(j) ANNUAL REPORTS AND OTHER REQUIREMENTS REGARDING 
PAYMENT ADJUSTMENTS.—With respect to fiscal year 2004 and each 
fiscal year thereafter, the Secretary shall require a State, as a condi-
tion of receiving a payment under section 1903(a)(1) with respect to 
a payment adjustment made under this section, to do the following: 

‘‘(1) REPORT.—The State shall submit an annual report 
that includes the following: 

‘‘(A) An identification of each disproportionate share 
hospital that received a payment adjustment under this sec-
tion for the preceding fiscal year and the amount of the 
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payment adjustment made to such hospital for the pre-
ceding fiscal year. 

‘‘(B) Such other information as the Secretary deter-
mines necessary to ensure the appropriateness of the pay-
ment adjustments made under this section for the pre-
ceding fiscal year. 
‘‘(2) INDEPENDENT CERTIFIED AUDIT.—The State shall an-

nually submit to the Secretary an independent certified audit 
that verifies each of the following: 

‘‘(A) The extent to which hospitals in the State have re-
duced their uncompensated care costs to reflect the total 
amount of claimed expenditures made under this section. 

‘‘(B) Payments under this section to hospitals that com-
ply with the requirements of subsection (g). 

‘‘(C) Only the uncompensated care costs of providing 
inpatient hospital and outpatient hospital services to indi-
viduals described in paragraph (1)(A) of such subsection 
are included in the calculation of the hospital-specific lim-
its under such subsection. 

‘‘(D) The State included all payments under this title, 
including supplemental payments, in the calculation of 
such hospital-specific limits. 

‘‘(E) The State has separately documented and retained 
a record of all of its costs under this title, claimed expendi-
tures under this title, uninsured costs in determining pay-
ment adjustments under this section, and any payments 
made on behalf of the uninsured from payment adjust-
ments under this section.’’. 

(e) CLARIFICATION REGARDING NON-REGULATION OF TRANS-
FERS.—

(1) IN GENERAL.—Nothing in section 1903(w) of the Social 
Security Act (42 U.S.C. 1396b(w)) shall be construed by the Sec-
retary as prohibiting a State’s use of funds as the non-Federal 
share of expenditures under title XIX of such Act where such 
funds are transferred from or certified by a publicly-owned re-
gional medical center located in another State and described in 
paragraph (2), so long as the Secretary determines that such 
use of funds is proper and in the interest of the program under 
title XIX. 

(2) CENTER DESCRIBED.—A center described in this para-
graph is a publicly-owned regional medical center that—

(A) provides level 1 trauma and burn care service; 
(B) provides level 3 neonatal care services; 
(C) is obligated to serve all patients, regardless of State 

of origin; 
(D) is located within a Standard Metropolitan Statis-

tical Area (SMSA) that includes at least 3 States, including 
the States described in paragraph (1); 

(E) serves as a tertiary care provider for patients resid-
ing within a 125 mile radius; and 

(F) meets the criteria for a disproportionate share hos-
pital under section 1923 of such Act in at least one State 
other than the one in which the center is located. 
(3) EFFECTIVE PERIOD.—This subsection shall apply 

through December 31, 2005. 
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SEC. 1002. CLARIFICATION OF INCLUSION OF INPATIENT DRUG 
PRICES CHARGED TO CERTAIN PUBLIC HOSPITALS IN THE 
BEST PRICE EXEMPTIONS FOR THE MEDICAID DRUG RE-
BATE PROGRAM. 

(a) IN GENERAL.—Section 1927(c)(1)(C)(i)(I) (42 U.S.C. 1396r–
8(c)(1)(C)(i)(I)) is amended by inserting before the semicolon the fol-
lowing: ‘‘(including inpatient prices charged to hospitals described 
in section 340B(a)(4)(L) of the Public Health Service Act)’’. 

(b) ANTI-DIVERSION PROTECTION.—Section 1927(c)(1)(C) (42 
U.S.C. 1396r–8(c)(1)(C)) is amended by adding at the end the fol-
lowing: 

‘‘(iii) APPLICATION OF AUDITING AND RECORD-
KEEPING REQUIREMENTS.—With respect to a covered en-
tity described in section 340B(a)(4)(L) of the Public 
Health Service Act, any drug purchased for inpatient 
use shall be subject to the auditing and recordkeeping 
requirements described in section 340B(a)(5)(C) of the 
Public Health Service Act.’’. 

SEC. 1003. EXTENSION OF MORATORIUM. 
(a) IN GENERAL.—Section 6408(a)(3) of the Omnibus Budget 

Reconciliation Act of 1989, as amended by section 13642 of the Om-
nibus Budget Reconciliation Act of 1993 and section 4758 of the 
Balanced Budget Act of 1997, is amended—

(1) by striking ‘‘until December 31, 2002’’, and 
(2) by striking ‘‘Kent Community Hospital Complex in 

Michigan or.’’
(b) EFFECTIVE DATES.—

(1) PERMANENT EXTENSION.—The amendment made by sub-
section (a)(1) shall take effect as if included in the amendment 
made by section 4758 of the Balanced Budget Act of 1997. 

(2) MODIFICATION.—The amendment made by subsection 
(a)(2) shall take effect on the date of enactment of this Act. 

Subtitle B—Miscellaneous Provisions 

SEC. 1011. FEDERAL REIMBURSEMENT OF EMERGENCY HEALTH SERV-
ICES FURNISHED TO UNDOCUMENTED ALIENS. 

(a) TOTAL AMOUNT AVAILABLE FOR ALLOTMENT.—
(1) IN GENERAL.—Out of any funds in the Treasury not oth-

erwise appropriated, there are appropriated to the Secretary 
$250,000,000 for each of fiscal years 2005 through 2008 for the 
purpose of making allotments under this section for payments 
to eligible providers in States described in paragraph (1) or (2) 
of subsection (b).

(2) AVAILABILITY.—Funds appropriated under paragraph 
(1) shall remain available until expended. 
(b) STATE ALLOTMENTS.—

(1) BASED ON PERCENTAGE OF UNDOCUMENTED ALIENS.—
(A) IN GENERAL.—Out of the amount appropriated 

under subsection (a) for a fiscal year, the Secretary shall 
use $167,000,000 of such amount to make allotments for 
such fiscal year in accordance with subparagraph (B). 

(B) FORMULA.—The amount of the allotment for pay-
ments to eligible providers in each State for a fiscal year 
shall be equal to the product of—
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(i) the total amount available for allotments under 
this paragraph for the fiscal year; and 

(ii) the percentage of undocumented aliens residing 
in the State as compared to the total number of such 
aliens residing in all States, as determined by the Sta-
tistics Division of the Immigration and Naturalization 
Service, as of January 2003, based on the 2000 decen-
nial census. 

(2) BASED ON NUMBER OF UNDOCUMENTED ALIEN APPRE-
HENSION STATES.—

(A) IN GENERAL.—Out of the amount appropriated 
under subsection (a) for a fiscal year, the Secretary shall 
use $83,000,000 of such amount to make allotments, in ad-
dition to amounts allotted under paragraph (1), for such 
fiscal year for each of the 6 States with the highest number 
of undocumented alien apprehensions for such fiscal year. 

(B) DETERMINATION OF ALLOTMENTS.—The amount of 
the allotment for each State described in subparagraph (A) 
for a fiscal year shall be equal to the product of—

(i) the total amount available for allotments under 
this paragraph for the fiscal year; and 

(ii) the percentage of undocumented alien appre-
hensions in the State in that fiscal year as compared 
to the total of such apprehensions for all such States 
for the preceding fiscal year. 
(C) DATA.—For purposes of this paragraph, the highest 

number of undocumented alien apprehensions for a fiscal 
year shall be based on the apprehension rates for the 4-con-
secutive-quarter period ending before the beginning of the 
fiscal year for which information is available for undocu-
mented aliens in such States, as reported by the Depart-
ment of Homeland Security. 

(c) USE OF FUNDS.—
(1) AUTHORITY TO MAKE PAYMENTS.—From the allotments 

made for a State under subsection (b) for a fiscal year, the Sec-
retary shall pay the amount (subject to the total amount avail-
able from such allotments) determined under paragraph (2) di-
rectly to eligible providers located in the State for the provision 
of eligible services to aliens described in paragraph (5) to the 
extent that the eligible provider was not otherwise reimbursed 
(through insurance or otherwise) for such services during that 
fiscal year. 

(2) DETERMINATION OF PAYMENT AMOUNTS.—
(A) IN GENERAL.—Subject to subparagraph (B), the 

payment amount determined under this paragraph shall be 
an amount determined by the Secretary that is equal to the 
lesser of—

(i) the amount that the provider demonstrates was 
incurred for the provision of such services; or 

(ii) amounts determined under a methodology es-
tablished by the Secretary for purposes of this sub-
section. 
(B) PRO-RATA REDUCTION.—If the amount of funds al-

lotted to a State under subsection (b) for a fiscal year is in-
sufficient to ensure that each eligible provider in that State 
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receives the amount of payment calculated under subpara-
graph (A), the Secretary shall reduce that amount of pay-
ment with respect to each eligible provider to ensure that 
the entire amount allotted to the State for that fiscal year 
is paid to such eligible providers. 
(3) METHODOLOGY.—In establishing a methodology under 

paragraph (2)(A)(ii), the Secretary—
(A) may establish different methodologies for types of 

eligible providers; 
(B) may base payments for hospital services on esti-

mated hospital charges, adjusted to estimated cost, through 
the application of hospital-specific cost-to-charge ratios; 

(C) shall provide for the election by a hospital to re-
ceive either payments to the hospital for—

(i) hospital and physician services; or 
(ii) hospital services and for a portion of the on-

call payments made by the hospital to physicians; and 
(D) shall make quarterly payments under this section 

to eligible providers. 
If a hospital makes the election under subparagraph (C)(i), the 
hospital shall pass on payments for services of a physician to 
the physician and may not charge any administrative or other 
fee with respect to such payments. 

(4) LIMITATION ON USE OF FUNDS.—Payments made to eli-
gible providers in a State from allotments made under sub-
section (b) for a fiscal year may only be used for costs incurred 
in providing eligible services to aliens described in paragraph 
(5). 

(5) ALIENS DESCRIBED.—For purposes of paragraphs (1) 
and (2), aliens described in this paragraph are any of the fol-
lowing: 

(A) Undocumented aliens. 
(B) Aliens who have been paroled into the United 

States at a United States port of entry for the purpose of 
receiving eligible services. 

(C) Mexican citizens permitted to enter the United 
States for not more than 72 hours under the authority of 
a biometric machine readable border crossing identification 
card (also referred to as a ‘‘laser visa’’) issued in accordance 
with the requirements of regulations prescribed under sec-
tion 101(a)(6) of the Immigration and Nationality Act (8 
U.S.C. 1101(a)(6)). 

(d) APPLICATIONS; ADVANCE PAYMENTS.—
(1) DEADLINE FOR ESTABLISHMENT OF APPLICATION PROC-

ESS.—
(A) IN GENERAL.—Not later than September 1, 2004, 

the Secretary shall establish a process under which eligible 
providers located in a State may request payments under 
subsection (c). 

(B) INCLUSION OF MEASURES TO COMBAT FRAUD AND 
ABUSE.—The Secretary shall include in the process estab-
lished under subparagraph (A) measures to ensure that in-
appropriate, excessive, or fraudulent payments are not 
made from the allotments determined under subsection (b), 
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including certification by the eligible provider of the verac-
ity of the payment request. 
(2) ADVANCE PAYMENT; RETROSPECTIVE ADJUSTMENT.—The 

process established under paragraph (1) may provide for mak-
ing payments under this section for each quarter of a fiscal year 
on the basis of advance estimates of expenditures submitted by 
applicants for such payments and such other investigation as 
the Secretary may find necessary, and for making reductions or 
increases in the payments as necessary to adjust for any over-
payment or underpayment for prior quarters of such fiscal year. 
(e) DEFINITIONS.—In this section: 

(1) ELIGIBLE PROVIDER.—The term ‘‘eligible provider’’ 
means a hospital, physician, or provider of ambulance services 
(including an Indian Health Service facility whether operated 
by the Indian Health Service or by an Indian tribe or tribal or-
ganization). 

(2) ELIGIBLE SERVICES.—The term ‘‘eligible services’’ means 
health care services required by the application of section 1867 
of the Social Security Act (42 U.S.C. 1395dd), and related hos-
pital inpatient and outpatient services and ambulance services 
(as defined by the Secretary). 

(3) HOSPITAL.—The term ‘‘hospital’’ has the meaning given 
such term in section 1861(e) of the Social Security Act (42 
U.S.C. 1395x(e)), except that such term shall include a critical 
access hospital (as defined in section 1861(mm)(1) of such Act 
(42 U.S.C. 1395x(mm)(1)). 

(4) PHYSICIAN.—The term ‘‘physician’’ has the meaning 
given that term in section 1861(r) of the Social Security Act (42 
U.S.C. 1395x(r)). 

(5) INDIAN TRIBE; TRIBAL ORGANIZATION.—The terms ‘‘In-
dian tribe’’ and ‘‘tribal organization’’ have the meanings given 
such terms in section 4 of the Indian Health Care Improvement 
Act (25 U.S.C. 1603). 

(6) STATE.—The term ‘‘State’’ means the 50 States and the 
District of Columbia. 

SEC. 1012. COMMISSION ON SYSTEMIC INTEROPERABILITY. 
(a) ESTABLISHMENT.—The Secretary shall establish a commis-

sion to be known as the ‘‘Commission on Systemic Interoperability’’ 
(in this section referred to as the ‘‘Commission’’). 

(b) DUTIES.—
(1) IN GENERAL.—The Commission shall develop a com-

prehensive strategy for the adoption and implementation of 
health care information technology standards, that includes a 
timeline and prioritization for such adoption and implementa-
tion. 

(2) CONSIDERATIONS.—In developing the comprehensive 
health care information technology strategy under paragraph 
(1), the Commission shall consider—

(A) the costs and benefits of the standards, both finan-
cial impact and quality improvement; 

(B) the current demand on industry resources to imple-
ment this Act and other electronic standards, including 
HIPAA standards; and

(C) the most cost-effective and efficient means for in-
dustry to implement the standards. 
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(3) NONINTERFERENCE.—In carrying out this section, the 
Commission shall not interfere with any standards development 
of adoption processes underway in the private or public sector 
and shall not replicate activities related to such standards or 
the national health information infrastructure underway within 
the Department of Health and Human Services. 

(4) REPORT.—Not later than October 31, 2005, the Commis-
sion shall submit to the Secretary and to Congress a report de-
scribing the strategy developed under paragraph (1), including 
an analysis of the matters considered under paragraph (2). 
(c) MEMBERSHIP.—

(1) NUMBER AND APPOINTMENT.—The Commission shall be 
composed of 11 members appointed as follows: 

(A) The President shall appoint 3 members, one of 
whom the President shall designate as Chairperson. 

(B) The Majority Leader of the Senate shall appoint 2 
members. 

(C) The Minority Leader of the Senate shall appoint 2 
members. 

(D) The Speaker of the House of Representatives shall 
appoint 2 members. 

(E) The Minority Leader of the House of Representa-
tives shall appoint 2 members. 
(2) QUALIFICATIONS.—The membership of the Commission 

shall include individuals with national recognition for their ex-
pertise in health finance and economics, health plans and inte-
grated delivery systems, reimbursement of health facilities, 
practicing physicians, practicing pharmacists, and other pro-
viders of health services, health care technology and informa-
tion systems, and other related fields, who provide a mix of dif-
ferent professionals, broad geographic representation, and a 
balance between urban and rural representatives. 
(d) TERMS.—Each member shall be appointed for the life of the 

Commission. 
(e) COMPENSATION.—

(1) RATES OF PAY.—Members shall each be paid at a rate 
not to exceed the daily equivalent of the rate of basic pay for 
level IV of the Executive Schedule for each day (including travel 
time) during which they are engaged in the actual performance 
of duties vested in the Commission. 

(2) PROHIBITION OF COMPENSATION OF FEDERAL EMPLOY-
EES.—Members of the Commission who are full-time officers or 
employees of the United States or Members of Congress may not 
receive additional pay, allowances, or benefits by reason of their 
service on the Commission. 

(3) TRAVEL EXPENSES.—Each member shall receive travel 
expenses, including per diem in lieu of subsistence, in accord-
ance with applicable provisions under subchapter I of chapter 
57 of title 5, United States Code. 
(f) QUORUM.—A majority of the members of the Commission 

shall constitute a quorum but a lesser number may hold hearings. 
(g) DIRECTOR AND STAFF OF COMMISSION; EXPERTS AND CON-

SULTANTS.—
(1) DIRECTOR.—The Commission shall have a Director who 

shall be appointed by the Chairperson. The Director shall be 
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paid at a rate not to exceed the rate of basic pay for level IV 
of the Executive Schedule. 

(2) STAFF.—With the approval of the Commission, the Di-
rector may appoint and fix the pay of such additional personnel 
as the Director considers appropriate. 

(3) APPLICABILITY OF CERTAIN CIVIL SERVICE LAWS.—The 
Director and staff of the Commission may be appointed without 
regard to the provisions of title 5, United States Code, gov-
erning appointments in the competitive service, and may be 
paid without regard to the provisions of chapter 51 and sub-
chapter III of chapter 53 of that title relating to classification 
and General Schedule pay rates, except that an individual so 
appointed may not receive pay in excess of level IV of the Execu-
tive Schedule. 

(4) EXPERTS AND CONSULTANTS.—With the approval of the 
Commission, the Director may procure temporary and intermit-
tent services under section 3109(b) of title 5, United States 
Code. 

(5) STAFF OF FEDERAL AGENCIES.—Upon request of the 
Chairperson, the head of any Federal department or agency 
may detail, on a reimbursable basis, any of the personnel of 
that department or agency to the Commission to assist it in car-
rying out its duties under this Act. 
(h) POWERS OF COMMISSION.—

(1) HEARINGS AND SESSIONS.—The Commission may, for 
the purpose of carrying out this Act, hold hearings, sit and act 
at times and places, take testimony, and receive evidence as the 
Commission considers appropriate. 

(2) POWERS OF MEMBERS AND AGENTS.—Any member or 
agent of the Commission may, if authorized by the Commission, 
take any action which the Commission is authorized to take by 
this section. 

(3) OBTAINING OFFICIAL DATA.—The Commission may se-
cure directly from any department or agency of the United 
States information necessary to enable it to carry out this Act. 
Upon request of the Chairperson of the Commission, the head 
of that department or agency shall furnish that information to 
the Commission. 

(4) GIFTS, BEQUESTS, AND DEVISES.—The Commission may 
accept, use, and dispose of gifts, bequests, or devises of services 
or property, both real and personal, for the purpose of aiding 
or facilitating the work of the Commission. Gifts, bequests, or 
devises of money and proceeds from sales of other property re-
ceived as gifts, bequests, or devises shall be deposited in the 
Treasury and shall be available for disbursement upon order of 
the Commission. For purposes of Federal income, estate, and 
gift taxes, property accepted under this subsection shall be con-
sidered as a gift, bequest, or devise to the United States. 

(5) MAILS.—The Commission may use the United States 
mails in the same manner and under the same conditions as 
other departments and agencies of the United States. 

(6) ADMINISTRATIVE SUPPORT SERVICES.—Upon the request 
of the Commission, the Administrator of General Services shall 
provide to the Commission, on a reimbursable basis, the admin-
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istrative support services necessary for the Commission to carry 
out its responsibilities under this Act. 

(7) CONTRACT AUTHORITY.—The Commission may enter 
into contracts or make other arrangements, as may be necessary 
for the conduct of the work of the Commission (without regard 
to section 3709 of the Revised Statutes (41 U.S.C. 5)). 
(i) TERMINATION.—The Commission shall terminate on 30 days 

after submitting its report pursuant to subsection (b)(3). 
(j) AUTHORIZATION OF APPROPRIATIONS.—There is authorized to 

be appropriated such sums as may be necessary to carry out this 
section. 
SEC. 1013. RESEARCH ON OUTCOMES OF HEALTH CARE ITEMS AND 

SERVICES. 
(a) RESEARCH, DEMONSTRATIONS, AND EVALUATIONS.—

(1) IMPROVEMENT OF EFFECTIVENESS AND EFFICIENCY.—
(A) IN GENERAL.—To improve the quality, effectiveness, 

and efficiency of health care delivered pursuant to the pro-
grams established under titles XVIII, XIX, and XXI of the 
Social Security Act, the Secretary acting through the Direc-
tor of the Agency for Healthcare Research and Quality (in 
this section referred to as the ‘‘Director’’), shall conduct and 
support research to meet the priorities and requests for sci-
entific evidence and information identified by such pro-
grams with respect to—

(i) the outcomes, comparative clinical effectiveness, 
and appropriateness of health care items and services 
(including prescription drugs); and 

(ii) strategies for improving the efficiency and effec-
tiveness of such programs, including the ways in which 
such items and services are organized, managed, and 
delivered under such programs. 
(B) SPECIFICATION.—To respond to priorities and infor-

mation requests in subparagraph (A), the Secretary may 
conduct or support, by grant, contract, or interagency agree-
ment, research, demonstrations, evaluations, technology as-
sessments, or other activities, including the provision of 
technical assistance, scientific expertise, or methodological 
assistance. 
(2) PRIORITIES.—

(A) IN GENERAL.—The Secretary shall establish a proc-
ess to develop priorities that will guide the research, dem-
onstrations, and evaluation activities undertaken pursuant 
to this section. 

(B) INITIAL LIST.—Not later than 6 months after the 
date of the enactment of this Act, the Secretary shall estab-
lish an initial list of priorities for research related to health 
care items and services (including prescription drugs). 

(C) PROCESS.—In carrying out subparagraph (A), the 
Secretary—

(i) shall ensure that there is broad and ongoing 
consultation with relevant stakeholders in identifying 
the highest priorities for research, demonstrations, and 
evaluations to support and improve the programs es-
tablished under titles XVIII, XIX, and XXI of the So-
cial Security Act; 
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(ii) may include health care items and services 
which impose a high cost on such programs, as well as 
those which may be underutilized or overutilized and 
which may significantly improve the prevention, treat-
ment, or cure of diseases and conditions (including 
chronic conditions) which impose high direct or indi-
rect costs on patients or society; and 

(iii) shall ensure that the research and activities 
undertaken pursuant to this section are responsive to 
the specified priorities and are conducted in a timely 
manner. 

(3) EVALUATION AND SYNTHESIS OF SCIENTIFIC EVIDENCE.—
(A) IN GENERAL.—The Secretary shall—

(i) evaluate and synthesize available scientific evi-
dence related to health care items and services (includ-
ing prescription drugs) identified as priorities in ac-
cordance with paragraph (2) with respect to the com-
parative clinical effectiveness, outcomes, appropriate-
ness, and provision of such items and services (includ-
ing prescription drugs); 

(ii) identify issues for which existing scientific evi-
dence is insufficient with respect to such health care 
items and services (including prescription drugs); 

(iii) disseminate to prescription drug plans and 
MA–PD plans under part D of title XVIII of the Social 
Security Act, other health plans, and the public the 
findings made under clauses (i) and (ii); and 

(iv) work in voluntary collaboration with public 
and private sector entities to facilitate the development 
of new scientific knowledge regarding health care items 
and services (including prescription drugs). 
(B) INITIAL RESEARCH.—The Secretary shall complete 

the evaluation and synthesis of the initial research required 
by the priority list developed under paragraph (2)(B) not 
later than 18 months after the development of such list. 

(C) DISSEMINATION.—
(i) IN GENERAL.—To enhance patient safety and the 

quality of health care, the Secretary shall make avail-
able and disseminate in appropriate formats to pre-
scription drugs plans under part D, and MA–PD plans 
under part C, of title XVIII of the Social Security Act, 
other health plans, and the public the evaluations and 
syntheses prepared pursuant to subparagraph (A) and 
the findings of research conducted pursuant to para-
graph (1). In carrying out this clause the Secretary, in 
order to facilitate the availability of such evaluations 
and syntheses or findings at every decision point in the 
health care system, shall—

(I) present such evaluations and syntheses or 
findings in a form that is easily understood by the 
individuals receiving health care items and serv-
ices (including prescription drugs) under such 
plans and periodically assess that the require-
ments of this subclause have been met; and 
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(II) provide such evaluations and syntheses or 
findings and other relevant information through 
easily accessible and searchable electronic mecha-
nisms, and in hard copy formats as appropriate. 
(ii) RULE OF CONSTRUCTION.—Nothing in this sec-

tion shall be construed as—
(I) affecting the authority of the Secretary or 

the Commissioner of Food and Drugs under the 
Federal Food, Drug, and Cosmetic Act or the Pub-
lic Health Service Act; or 

(II) conferring any authority referred to in sub-
clause (I) to the Director. 

(D) ACCOUNTABILITY.—In carrying out this paragraph, 
the Secretary shall implement activities in a manner that—

(i) makes publicly available all scientific evidence 
relied upon and the methodologies employed, provided 
such evidence and method are not protected from pub-
lic disclosure by section 1905 of title 18, United States 
Code, or other applicable law so that the results of the 
research, analyses, or syntheses can be evaluated or 
replicated; and 

(ii) ensures that any information needs and unre-
solved issues identified in subparagraph (A)(ii) are 
taken into account in priority-setting for future re-
search conducted by the Secretary. 

(4) CONFIDENTIALITY.—
(A) IN GENERAL.—In making use of administrative, 

clinical, and program data and information developed or 
collected with respect to the programs established under ti-
tles XVIII, XIX, and XXI of the Social Security Act, for pur-
poses of carrying out the requirements of this section or the 
activities authorized under title IX of the Public Health 
Service Act (42 U.S.C. 299 et seq.), such data and informa-
tion shall be protected in accordance with the confiden-
tiality requirements of title IX of the Public Health Service 
Act. 

(B) RULE OF CONSTRUCTION.—Nothing in this section 
shall be construed to require or permit the disclosure of 
data provided to the Secretary that is otherwise protected 
from disclosure under the Federal Food, Drug, and Cos-
metic Act, section 1905 of title 18, United States Code, or 
other applicable law. 
(5) EVALUATIONS.—The Secretary shall conduct and sup-

port evaluations of the activities carried out under this section 
to determine the extent to which such activities have had an ef-
fect on outcomes and utilization of health care items and serv-
ices. 

(6) IMPROVING INFORMATION AVAILABLE TO HEALTH CARE 
PROVIDERS, PATIENTS, AND POLICYMAKERS.—Not later than 18 
months after the date of enactment of this Act, the Secretary 
shall identify options that could be undertaken in voluntary col-
laboration with private and public entities (as appropriate) for 
the—

(A) provision of more timely information through the 
programs established under titles XVIII, XIX, and XXI of 
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the Social Security Act, regarding the outcomes and quality 
of patient care, including clinical and patient-reported out-
comes, especially with respect to interventions and condi-
tions for which clinical trials would not be feasible or raise 
ethical concerns that are difficult to address; 

(B) acceleration of the adoption of innovation and qual-
ity improvement under such programs; and 

(C) development of management tools for the programs 
established under titles XIX and XXI of the Social Security 
Act, and with respect to the programs established under 
such titles, assess the feasibility of using administrative or 
claims data, to—

(i) improve oversight by State officials; 
(ii) support Federal and State initiatives to im-

prove the quality, safety, and efficiency of services pro-
vided under such programs; and 

(iii) provide a basis for estimating the fiscal and 
coverage impact of Federal or State program and pol-
icy changes. 

(b) RECOMMENDATIONS.—
(1) DISCLAIMER.—In carrying out this section, the Director 

shall—
(A) not mandate national standards of clinical practice 

or quality health care standards; and 
(B) include in any recommendations resulting from 

projects funded and published by the Director, a cor-
responding reference to the prohibition described in sub-
paragraph (A). 
(2) REQUIREMENT FOR IMPLEMENTATION.—Research, eval-

uation, and communication activities performed pursuant to 
this section shall reflect the principle that clinicians and pa-
tients should have the best available evidence upon which to 
make choices in health care items and services, in providers, 
and in health care delivery systems, recognizing that patient 
subpopulations and patient and physician preferences may 
vary. 

(3) RULE OF CONSTRUCTION.—Nothing in this section shall 
be construed to provide the Director with authority to mandate 
a national standard or require a specific approach to quality 
measurement and reporting. 
(c) RESEARCH WITH RESPECT TO DISSEMINATION.—The Sec-

retary, acting through the Director, may conduct or support research 
with respect to improving methods of disseminating information in 
accordance with subsection (a)(3)(C). 

(d) LIMITATION ON CMS.—The Administrator of the Centers for 
Medicare & Medicaid Services may not use data obtained in accord-
ance with this section to withhold coverage of a prescription drug. 

(e) AUTHORIZATION OF APPROPRIATIONS.—There is authorized to 
be appropriated to carry out this section, $50,000,000 for fiscal year 
2004, and such sums as may be necessary for each fiscal year there-
after. 
SEC. 1014. HEALTH CARE THAT WORKS FOR ALL AMERICANS: CITIZENS 

HEALTH CARE WORKING GROUP. 
(a) FINDINGS.—Congress finds the following: 
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(1) In order to improve the health care system, the Amer-
ican public must engage in an informed national public debate 
to make choices about the services they want covered, what 
health care coverage they want, and how they are willing to pay 
for coverage. 

(2) More than a trillion dollars annually is spent on the 
health care system, yet—

(A) 41,000,000 Americans are uninsured; 
(B) insured individuals do not always have access to 

essential, effective services to improve and maintain their 
health; and 

(C) employers, who cover over 170,000,000 Americans, 
find providing coverage increasingly difficult because of ris-
ing costs and double digit premium increases. 
(3) Despite increases in medical care spending that are 

greater than the rate of inflation, population growth, and Gross 
Domestic Product growth, there has not been a commensurate 
improvement in our health status as a nation. 

(4) Health care costs for even just 1 member of a family can 
be catastrophic, resulting in medical bills potentially harming 
the economic stability of the entire family. 

(5) Common life occurrences can jeopardize the ability of a 
family to retain private coverage or jeopardize access to public 
coverage. 

(6) Innovations in health care access, coverage, and quality 
of care, including the use of technology, have often come from 
States, local communities, and private sector organizations, but 
more creative policies could tap this potential. 

(7) Despite our Nation’s wealth, the health care system does 
not provide coverage to all Americans who want it. 
(b) PURPOSES.—The purposes of this section are— 

(1) to provide for a nationwide public debate about improv-
ing the health care system to provide every American with the 
ability to obtain quality, affordable health care coverage; and 

(2) to provide for a vote by Congress on the recommenda-
tions that result from the debate. 
(c) ESTABLISHMENT.—The Secretary, acting through the Agency 

for Healthcare Research and Quality, shall establish an entity to be 
known as the Citizens’ Health Care Working Group (referred to in 
this section as the ‘‘Working Group’’). 

(d) MEMBERSHIP.—
(1) NUMBER AND APPOINTMENT.—The Working Group shall 

be composed of 15 members. One member shall be the Sec-
retary. The Comptroller General of the United States shall ap-
point 14 members.

(2) QUALIFICATIONS.—
(A) IN GENERAL.—The membership of the Working 

Group shall include—
(i) consumers of health services that represent 

those individuals who have not had insurance within 
2 years of appointment, that have had chronic ill-
nesses, including mental illness, are disabled, and 
those who receive insurance coverage through medicare 
and medicaid; and 
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(ii) individuals with expertise in financing and 
paying for benefits and access to care, business and 
labor perspectives, and providers of health care. 

The membership shall reflect a broad geographic represen-
tation and a balance between urban and rural representa-
tives. 

(B) PROHIBITED APPOINTMENTS.—Members of the 
Working Group shall not include Members of Congress or 
other elected government officials (Federal, State, or local). 
Individuals appointed to the Working Group shall not be 
paid employees or representatives of associations or advo-
cacy organizations involved in the health care system. 

(e) PERIOD OF APPOINTMENT.—Members of the Working Group 
shall be appointed for a life of the Working Group. Any vacancies 
shall not affect the power and duties of the Working Group but shall 
be filled in the same manner as the original appointment. 

(f) DESIGNATION OF THE CHAIRPERSON.—Not later than 15 days 
after the date on which all members of the Working Group have 
been appointed under subsection (d)(1), the Comptroller General 
shall designate the chairperson of the Working Group. 

(g) SUBCOMMITTEES.—The Working Group may establish sub-
committees if doing so increases the efficiency of the Working Group 
in completing its tasks. 

(h) DUTIES.—
(1) HEARINGS.—Not later than 90 days after the date of the 

designation of the chairperson under subsection (f), the Working 
Group shall hold hearings to examine—

(A) the capacity of the public and private health care 
systems to expand coverage options; 

(B) the cost of health care and the effectiveness of care 
provided at all stages of disease; 

(C) innovative State strategies used to expand health 
care coverage and lower health care costs; 

(D) local community solutions to accessing health care 
coverage; 

(E) efforts to enroll individuals currently eligible for 
public or private health care coverage; 

(F) the role of evidence-based medical practices that 
can be documented as restoring, maintaining, or improving 
a patient’s health, and the use of technology in supporting 
providers in improving quality of care and lowering costs; 
and 

(G) strategies to assist purchasers of health care, in-
cluding consumers, to become more aware of the impact of 
costs, and to lower the costs of health care. 
(2) ADDITIONAL HEARINGS.—The Working Group may hold 

additional hearings on subjects other than those listed in para-
graph (1) so long as such hearings are determined to be nec-
essary by the Working Group in carrying out the purposes of 
this section. Such additional hearings do not have to be com-
pleted within the time period specified in paragraph (1) but 
shall not delay the other activities of the Working Group under 
this section. 

(3) THE HEALTH REPORT TO THE AMERICAN PEOPLE.—Not 
later than 90 days after the hearings described in paragraphs 
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(1) and (2) are completed, the Working Group shall prepare and 
make available to health care consumers through the Internet 
and other appropriate public channels, a report to be entitled, 
‘‘The Health Report to the American People’’. Such report shall 
be understandable to the general public and include—

(A) a summary of—
(i) health care and related services that may be 

used by individuals throughout their life span; 
(ii) the cost of health care services and their med-

ical effectiveness in providing better quality of care for 
different age groups; 

(iii) the source of coverage and payment, including 
reimbursement, for health care services; 

(iv) the reasons people are uninsured or under-
insured and the cost to taxpayers, purchasers of health 
services, and communities when Americans are unin-
sured or underinsured; 

(v) the impact on health care outcomes and costs 
when individuals are treated in all stages of disease; 

(vi) health care cost containment strategies; and 
(vii) information on health care needs that need to 

be addressed; 
(B) examples of community strategies to provide health 

care coverage or access; 
(C) information on geographic-specific issues relating 

to health care; 
(D) information concerning the cost of care in different 

settings, including institutional-based care and home and 
community-based care; 

(E) a summary of ways to finance health care coverage; 
and 

(F) the role of technology in providing future health 
care including ways to support the information needs of pa-
tients and providers. 
(4) COMMUNITY MEETINGS.—

(A) IN GENERAL.—Not later than 1 year after the date 
on which all the members of the Working Group have been 
appointed under subsection (d)(1) and appropriations are 
first made available to carry out this section, the Working 
Group shall initiate health care community meetings 
throughout the United States (in this paragraph referred to 
as ‘‘community meetings’’). Such community meetings may 
be geographically or regionally based and shall be com-
pleted within 180 days after the initiation of the first meet-
ing. 

(B) NUMBER OF MEETINGS.—The Working Group shall 
hold a sufficient number of community meetings in order to 
receive information that reflects—

(i) the geographic differences throughout the 
United States; 

(ii) diverse populations; and 
(iii) a balance among urban and rural popu-

lations. 
(C) MEETING REQUIREMENTS.—
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(i) FACILITATOR.—A State health officer may be the 
facilitator at the community meetings. 

(ii) ATTENDANCE.—At least 1 member of the Work-
ing Group shall attend and serve as chair of each com-
munity meeting. Other members may participate 
through interactive technology. 

(iii) TOPICS.—The community meetings shall, at a 
minimum, address the following questions: 

(I) What health care benefits and services 
should be provided? 

(II) How does the American public want 
health care delivered? 

(III) How should health care coverage be fi-
nanced? 

(IV) What trade-offs are the American public 
willing to make in either benefits or financing to 
ensure access to affordable, high quality health 
care coverage and services? 
(iv) INTERACTIVE TECHNOLOGY.—The Working 

Group may encourage public participation in commu-
nity meetings through interactive technology and other 
means as determined appropriate by the Working 
Group. 
(D) INTERIM REQUIREMENTS.—Not later than 180 days 

after the date of completion of the community meetings, the 
Working Group shall prepare and make available to the 
public through the Internet and other appropriate public 
channels, an interim set of recommendations on health care 
coverage and ways to improve and strengthen the health 
care system based on the information and preferences ex-
pressed at the community meetings. There shall be a 90-day 
public comment period on such recommendations. 

(i) RECOMMENDATIONS.—Not later than 120 days after the expi-
ration of the public comment period described in subsection 
(h)(4)(D), the Working Group shall submit to Congress and the 
President a final set of recommendations. 

(j) ADMINISTRATION.—
(1) EXECUTIVE DIRECTOR.—There shall be an Executive Di-

rector of the Working Group who shall be appointed by the 
chairperson of the Working Group in consultation with the 
members of the Working Group. 

(2) COMPENSATION.—While serving on the business of the 
Working Group (including travel time), a member of the Work-
ing Group shall be entitled to compensation at the per diem 
equivalent of the rate provided for level IV of the Executive 
Schedule under section 5315 of title 5, United States Code, and 
while so serving away from home and the member’s regular 
place of business, a member may be allowed travel expenses, as 
authorized by the chairperson of the Working Group. For pur-
poses of pay and employment benefits, rights, and privileges, all 
personnel of the Working Group shall be treated as if they were 
employees of the Senate. 

(3) INFORMATION FROM FEDERAL AGENCIES.—The Working 
Group may secure directly from any Federal department or 
agency such information as the Working Group considers nec-
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essary to carry out this section. Upon request of the Working 
Group, the head of such department or agency shall furnish 
such information. 

(4) POSTAL SERVICES.—The Working Group may use the 
United States mails in the same manner and under the same 
conditions as other departments and agencies of the Federal 
Government. 
(k) DETAIL.—Not more than 10 Federal Government employees 

employed by the Department of Labor and 10 Federal Government 
employees employed by the Department of Health and Human Serv-
ices may be detailed to the Working Group under this section with-
out further reimbursement. Any detail of an employee shall be with-
out interruption or loss of civil service status or privilege. 

(l) TEMPORARY AND INTERMITTENT SERVICES.—The chairperson 
of the Working Group may procure temporary and intermittent serv-
ices under section 3109(b) of title 5, United States Code, at rates for 
individuals which do not exceed the daily equivalent of the annual 
rate of basic pay prescribed for level V of the Executive Schedule 
under section 5316 of such title. 

(m) ANNUAL REPORT.—Not later than 1 year after the date of 
enactment of this Act, and annually thereafter during the existence 
of the Working Group, the Working Group shall report to Congress 
and make public a detailed description of the expenditures of the 
Working Group used to carry out its duties under this section. 

(n) SUNSET OF WORKING GROUP.—The Working Group shall 
terminate on the date that is 2 years after the date on which all the 
members of the Working Group have been appointed under sub-
section (d)(1) and appropriations are first made available to carry 
out this section. 

(o) ADMINISTRATION REVIEW AND COMMENTS.—Not later than 
45 days after receiving the final recommendations of the Working 
Group under subsection (i), the President shall submit a report to 
Congress which shall contain—

(1) additional views and comments on such recommenda-
tions; and 

(2) recommendations for such legislation and administra-
tive actions as the President considers appropriate. 
(p) REQUIRED CONGRESSIONAL ACTION.—Not later than 45 days 

after receiving the report submitted by the President under sub-
section (o), each committee of jurisdiction of Congress, the Com-
mittee on Finance of the Senate, the Committee on Health, Edu-
cation, Labor, and Pensions of the Senate, the Committee on Ways 
and Means of the House of Representatives, the Committee on En-
ergy and Commerce of the House of Representatives, the Committee 
on Education and the Workforce of the House of Representatives, 
shall hold at least 1 hearing on such report and on the final rec-
ommendations of the Working Group submitted under subsection (i). 

(q) AUTHORIZATION OF APPROPRIATIONS.—
(1) IN GENERAL.—There are authorized to be appropriated 

to carry out this section, other than subsection (h)(3), 
$3,000,000 for each of fiscal years 2005 and 2006. 

(2) HEALTH REPORT TO THE AMERICAN PEOPLE.—There are 
authorized to be appropriated for the preparation and dissemi-
nation of the Health Report to the American People described 
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in subsection (h)(3), such sums as may be necessary for the fis-
cal year in which the report is required to be submitted. 

SEC. 1015. FUNDING START-UP ADMINISTRATIVE COSTS FOR MEDI-
CARE REFORM. 

(a) IN GENERAL.—There are appropriated to carry out this Act 
(including the amendments made by this Act), to be transferred 
from the Federal Hospital Insurance Trust Fund and the Federal 
Supplementary Medical Insurance Trust Fund—

(1) not to exceed $1,000,000,000 for the Centers for Medi-
care & Medicaid Services; and 

(2) not to exceed $500,000,000 for the Social Security Ad-
ministration. 
(b) AVAILABILITY.—Amounts provided under subsection (a) shall 

remain available until September 30, 2005. 
(c) APPLICATION.—From amounts provided under subsection 

(a)(2), the Social Security Administration may reimburse the Inter-
nal Revenue Service for expenses in carrying out this Act (and the 
amendments made by this Act). 

(d) TRANSFER.—The President may transfer amounts provided 
under subsection (a) between the Centers for Medicare & Medicaid 
Services and the Social Security Administration. Notice of such 
transfers shall be transmitted within 15 days to the authorizing 
committees of the House of Representatives and of the Senate. 
SEC. 1016. HEALTH CARE INFRASTRUCTURE IMPROVEMENT PROGRAM. 

Title XVIII is amended by adding at the end the following new 
section: 

‘‘HEALTH CARE INFRASTRUCTURE IMPROVEMENT PROGRAM 

‘‘SEC. 1897. (a) ESTABLISHMENT.—The Secretary shall establish 
a loan program that provides loans to qualifying hospitals for pay-
ment of the capital costs of projects described in subsection (d). 

‘‘(b) APPLICATION.—No loan may be provided under this section 
to a qualifying hospital except pursuant to an application that is 
submitted and approved in a time, manner, and form specified by 
the Secretary. A loan under this section shall be on such terms and 
conditions and meet such requirements as the Secretary determines 
appropriate. 

‘‘(c) SELECTION CRITERIA.—
‘‘(1) IN GENERAL.—The Secretary shall establish criteria for 

selecting among qualifying hospitals that apply for a loan 
under this section. Such criteria shall consider the extent to 
which the project for which loan is sought is nationally or re-
gionally significant, in terms of expanding or improving the 
health care infrastructure of the United States or the region or 
in terms of the medical benefit that the project will have. 

‘‘(2) QUALIFYING HOSPITAL DEFINED.—For purposes of this 
section, the term ‘qualifying hospital’ means a hospital that—

‘‘(A) is engaged in research in the causes, prevention, 
and treatment of cancer; and 

‘‘(B) is designated as a cancer center for the National 
Cancer Institute or is designated by the State as the official 
cancer institute of the State. 

‘‘(d) PROJECTS.—A project described in this subsection is a 
project of a qualifying hospital that is designed to improve the 
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health care infrastructure of the hospital, including construction, 
renovation, or other capital improvements. 

‘‘(e) STATE AND LOCAL PERMITS.—The provision of a loan under 
this section with respect to a project shall not—

‘‘(1) relieve any recipient of the loan of any obligation to ob-
tain any required State or local permit or approval with respect 
to the project; 

‘‘(2) limit the right of any unit of State or local government 
to approve or regulate any rate of return on private equity in-
vested in the project; or 

‘‘(3) otherwise supersede any State or local law (including 
any regulation) applicable to the construction or operation of 
the project. 
‘‘(f) FORGIVENESS OF INDEBTEDNESS.—The Secretary may for-

give a loan provided to a qualifying hospital under this section 
under terms and conditions that are analogous to the loan forgive-
ness provision for student loans under part D of title IV of the High-
er Education Act of 1965 (20 U.S.C. 1087a et seq.), except that the 
Secretary shall condition such forgiveness on the establishment by 
the hospital of—

‘‘(A) an outreach program for cancer prevention, early 
diagnosis, and treatment that provides services to a sub-
stantial majority of the residents of a State or region, in-
cluding residents of rural areas; 

‘‘(B) an outreach program for cancer prevention, early 
diagnosis, and treatment that provides services to multiple 
Indian tribes; and 

‘‘(C)(i) unique research resources (such as population 
databases); or 

‘‘(ii) an affiliation with an entity that has unique re-
search resources. 

‘‘(g) FUNDING.—
‘‘(1) IN GENERAL.—There are appropriated, out of amounts 

in the Treasury not otherwise appropriated, to carry out this 
section, $200,000,000, to remain available during the period be-
ginning on July 1, 2004, and ending on September 30, 2008. 

‘‘(2) ADMINISTRATIVE COSTS.—From funds made available 
under paragraph (1), the Secretary may use, for the administra-
tion of this section, not more than $2,000,000 for each of fiscal 
years 2004 through 2008. 

‘‘(3) AVAILABILITY.—Amounts appropriated under this sec-
tion shall be available for obligation on July 1, 2004. 
‘‘(h) REPORT TO CONGRESS.—Not later than 4 years after the 

date of the enactment of this section, the Secretary shall submit to 
Congress a report on the projects for which loans are provided 
under this section and a recommendation as to whether the Con-
gress should authorize the Secretary to continue loans under this 
section beyond fiscal year 2008.’’. 
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TITLE XI—ACCESS TO AFFORDABLE PHARMACEUTICALS 

Subtitle A—Access to Affordable Pharmaceuticals 

SEC. 1101. 30-MONTH STAY-OF-EFFECTIVENESS PERIOD. 
(a) ABBREVIATED NEW DRUG APPLICATIONS.—Section 505(j) of 

the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 355(j)) is 
amended— 

(1) in paragraph (2)—
(A) by striking subparagraph (B) and inserting the fol-

lowing: 
‘‘(B) NOTICE OF OPINION THAT PATENT IS INVALID OR WILL NOT 

BE INFRINGED.—
‘‘(i) AGREEMENT TO GIVE NOTICE.—An applicant that makes 

a certification described in subparagraph (A)(vii)(IV) shall in-
clude in the application a statement that the applicant will give 
notice as required by this subparagraph. 

‘‘(ii) TIMING OF NOTICE.—An applicant that makes a certifi-
cation described in subparagraph (A)(vii)(IV) shall give notice 
as required under this subparagraph—

‘‘(I) if the certification is in the application, not later 
than 20 days after the date of the postmark on the notice 
with which the Secretary informs the applicant that the ap-
plication has been filed; or 

‘‘(II) if the certification is in an amendment or supple-
ment to the application, at the time at which the applicant 
submits the amendment or supplement, regardless of 
whether the applicant has already given notice with respect 
to another such certification contained in the application or 
in an amendment or supplement to the application. 
‘‘(iii) RECIPIENTS OF NOTICE.—An applicant required under 

this subparagraph to give notice shall give notice to—
‘‘(I) each owner of the patent that is the subject of the 

certification (or a representative of the owner designated to 
receive such a notice); and 

‘‘(II) the holder of the approved application under sub-
section (b) for the drug that is claimed by the patent or a 
use of which is claimed by the patent (or a representative 
of the holder designated to receive such a notice). 
‘‘(iv) CONTENTS OF NOTICE.—A notice required under this 

subparagraph shall—
‘‘(I) state that an application that contains data from 

bioavailability or bioequivalence studies has been sub-
mitted under this subsection for the drug with respect to 
which the certification is made to obtain approval to en-
gage in the commercial manufacture, use, or sale of the 
drug before the expiration of the patent referred to in the 
certification; and 

‘‘(II) include a detailed statement of the factual and 
legal basis of the opinion of the applicant that the patent 
is invalid or will not be infringed.’’; and 

(B) by adding at the end the following subparagraph: 
‘‘(D)(i) An applicant may not amend or supplement an applica-

tion to seek approval of a drug referring to a different listed drug 
from the listed drug identified in the application as submitted to the 
Secretary. 
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‘‘(ii) With respect to the drug for which an application is sub-
mitted, nothing in this subsection prohibits an applicant from 
amending or supplementing the application to seek approval of a 
different strength. 

‘‘(iii) Within 60 days after the date of the enactment of the 
Medicare Prescription Drug, Improvement, and Modernization Act 
of 2003, the Secretary shall issue guidance defining the term ‘listed 
drug’ for purposes of this subparagraph.’’; and 

(2) in paragraph (5)—
(A) in subparagraph (B)—

(i) by striking ‘‘under the following’’ and inserting 
‘‘by applying the following to each certification made 
under paragraph (2)(A)(vii)’’; and 

(ii) in clause (iii)—
(I) in the first sentence, by striking ‘‘unless’’ 

and all that follows and inserting ‘‘unless, before 
the expiration of 45 days after the date on which 
the notice described in paragraph (2)(B) is re-
ceived, an action is brought for infringement of the 
patent that is the subject of the certification and 
for which information was submitted to the Sec-
retary under subsection (b)(1) or (c)(2) before the 
date on which the application (excluding an 
amendment or supplement to the application), 
which the Secretary later determines to be substan-
tially complete, was submitted.’’; and 

(II) in the second sentence—
(aa) by striking subclause (I) and insert-

ing the following: 
‘‘(I) if before the expiration of such period the district 

court decides that the patent is invalid or not infringed (in-
cluding any substantive determination that there is no 
cause of action for patent infringement or invalidity), the 
approval shall be made effective on—

‘‘(aa) the date on which the court enters judgment 
reflecting the decision; or 

‘‘(bb) the date of a settlement order or consent de-
cree signed and entered by the court stating that the 
patent that is the subject of the certification is invalid 
or not infringed;’’; 

(bb) by striking subclause (II) and insert-
ing the following: 

‘‘(II) if before the expiration of such period the district 
court decides that the patent has been infringed—

‘‘(aa) if the judgment of the district court is ap-
pealed, the approval shall be made effective on—

‘‘(AA) the date on which the court of appeals 
decides that the patent is invalid or not infringed 
(including any substantive determination that 
there is no cause of action for patent infringement 
or invalidity); or 

‘‘(BB) the date of a settlement order or consent 
decree signed and entered by the court of appeals 
stating that the patent that is the subject of the 
certification is invalid or not infringed; or 
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‘‘(bb) if the judgment of the district court is not ap-
pealed or is affirmed, the approval shall be made effec-
tive on the date specified by the district court in a court 
order under section 271(e)(4)(A) of title 35, United 
States Code;’’; 

(cc) in subclause (III), by striking ‘‘on the 
date of such court decision.’’ and inserting ‘‘as 
provided in subclause (I); or’’; 

(dd) by inserting after subclause (III) the 
following: 

‘‘(IV) if before the expiration of such period the court 
grants a preliminary injunction prohibiting the applicant 
from engaging in the commercial manufacture or sale of 
the drug until the court decides the issues of patent validity 
and infringement and if the court decides that such patent 
has been infringed, the approval shall be made effective as 
provided in subclause (II).’’; and 

(ee) in the matter after and below sub-
clause (IV) (as added by item (dd)), by striking 
‘‘Until the expiration’’ and all that follows; 

(B) by redesignating subparagraphs (C) and (D) as 
subparagraphs (E) and (F), respectively; and 

(C) by inserting after subparagraph (B) the following: 
‘‘(C) CIVIL ACTION TO OBTAIN PATENT CERTAINTY.—

‘‘(i) DECLARATORY JUDGMENT ABSENT INFRINGE-
MENT ACTION.—

‘‘(I) IN GENERAL.—No action may be brought 
under section 2201 of title 28, United States Code, 
by an applicant under paragraph (2) for a declara-
tory judgment with respect to a patent which is the 
subject of the certification referred to in subpara-
graph (B)(iii) unless— 

‘‘(aa) the forty-five day period referred to 
in such subparagraph has expired; 

‘‘(bb) neither the owner of such patent nor 
the holder of the approved application under 
subsection (b) for the drug that is claimed by 
the patent or a use of which is claimed by the 
patent brought a civil action against the appli-
cant for infringement of the patent before the 
expiration of such period; and 

‘‘(cc) in any case in which the notice pro-
vided under paragraph (2)(B) relates to non-
infringement, the notice was accompanied by a 
document described in subclause (III). 
‘‘(II) FILING OF CIVIL ACTION.—If the condi-

tions described in items (aa), (bb), and as applica-
ble, (cc) of subclause (I) have been met, the appli-
cant referred to in such subclause may, in accord-
ance with section 2201 of title 28, United States 
Code, bring a civil action under such section 
against the owner or holder referred to in such 
subclause (but not against any owner or holder 
that has brought such a civil action against the 
applicant, unless that civil action was dismissed 
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without prejudice) for a declaratory judgment that 
the patent is invalid or will not be infringed by the 
drug for which the applicant seeks approval, except 
that such civil action may be brought for a declar-
atory judgment that the patent will not be in-
fringed only in a case in which the condition de-
scribed in subclause (I)(cc) is applicable. A civil ac-
tion referred to in this subclause shall be brought 
in the judicial district where the defendant has its 
principal place of business or a regular and estab-
lished place of business. 

‘‘(III) OFFER OF CONFIDENTIAL ACCESS TO AP-
PLICATION.—For purposes of subclause (I)(cc), the 
document described in this subclause is a docu-
ment providing an offer of confidential access to 
the application that is in the custody of the appli-
cant under paragraph (2) for the purpose of deter-
mining whether an action referred to in subpara-
graph (B)(iii) should be brought. The document 
providing the offer of confidential access shall con-
tain such restrictions as to persons entitled to ac-
cess, and on the use and disposition of any infor-
mation accessed, as would apply had a protective 
order been entered for the purpose of protecting 
trade secrets and other confidential business infor-
mation. A request for access to an application 
under an offer of confidential access shall be con-
sidered acceptance of the offer of confidential ac-
cess with the restrictions as to persons entitled to 
access, and on the use and disposition of any infor-
mation accessed, contained in the offer of confiden-
tial access, and those restrictions and other terms 
of the offer of confidential access shall be consid-
ered terms of an enforceable contract. Any person 
provided an offer of confidential access shall re-
view the application for the sole and limited pur-
pose of evaluating possible infringement of the pat-
ent that is the subject of the certification under 
paragraph (2)(A)(vii)(IV) and for no other purpose, 
and may not disclose information of no relevance 
to any issue of patent infringement to any person 
other than a person provided an offer of confiden-
tial access. Further, the application may be re-
dacted by the applicant to remove any information 
of no relevance to any issue of patent infringement. 
‘‘(ii) COUNTERCLAIM TO INFRINGEMENT ACTION.—

‘‘(I) IN GENERAL.—If an owner of the patent or 
the holder of the approved application under sub-
section (b) for the drug that is claimed by the pat-
ent or a use of which is claimed by the patent 
brings a patent infringement action against the ap-
plicant, the applicant may assert a counterclaim 
seeking an order requiring the holder to correct or 
delete the patent information submitted by the 
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holder under subsection (b) or (c) on the ground 
that the patent does not claim either—

‘‘(aa) the drug for which the application 
was approved; or 

‘‘(bb) an approved method of using the 
drug. 
‘‘(II) NO INDEPENDENT CAUSE OF ACTION.—

Subclause (I) does not authorize the assertion of a 
claim described in subclause (I) in any civil action 
or proceeding other than a counterclaim described 
in subclause (I). 
‘‘(iii) NO DAMAGES.—An applicant shall not be en-

titled to damages in a civil action under clause (i) or 
a counterclaim under clause (ii).’’. 

(b) APPLICATIONS GENERALLY.—Section 505 of the Federal 
Food, Drug, and Cosmetic Act (21 U.S.C. 355) is amended—

(1) in subsection (b)—
(A) by striking paragraph (3) and inserting the fol-

lowing: 
‘‘(3) NOTICE OF OPINION THAT PATENT IS INVALID OR WILL NOT 

BE INFRINGED.—
‘‘(A) AGREEMENT TO GIVE NOTICE.—An applicant that 

makes a certification described in paragraph (2)(A)(iv) shall in-
clude in the application a statement that the applicant will give 
notice as required by this paragraph. 

‘‘(B) TIMING OF NOTICE.—An applicant that makes a certifi-
cation described in paragraph (2)(A)(iv) shall give notice as re-
quired under this paragraph—

‘‘(i) if the certification is in the application, not later 
than 20 days after the date of the postmark on the notice 
with which the Secretary informs the applicant that the ap-
plication has been filed; or 

‘‘(ii) if the certification is in an amendment or supple-
ment to the application, at the time at which the applicant 
submits the amendment or supplement, regardless of 
whether the applicant has already given notice with respect 
to another such certification contained in the application or 
in an amendment or supplement to the application. 
‘‘(C) RECIPIENTS OF NOTICE.—An applicant required under 

this paragraph to give notice shall give notice to—
‘‘(i) each owner of the patent that is the subject of the 

certification (or a representative of the owner designated to 
receive such a notice); and 

‘‘(ii) the holder of the approved application under this 
subsection for the drug that is claimed by the patent or a 
use of which is claimed by the patent (or a representative 
of the holder designated to receive such a notice). 
‘‘(D) CONTENTS OF NOTICE.—A notice required under this 

paragraph shall—
‘‘(i) state that an application that contains data from 

bioavailability or bioequivalence studies has been sub-
mitted under this subsection for the drug with respect to 
which the certification is made to obtain approval to en-
gage in the commercial manufacture, use, or sale of the 
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drug before the expiration of the patent referred to in the 
certification; and 

‘‘(ii) include a detailed statement of the factual and 
legal basis of the opinion of the applicant that the patent 
is invalid or will not be infringed.’’; and 

(B)(i) by redesignating paragraph (4) as paragraph (5); 
and 

(ii) by inserting after paragraph (3) the following para-
graph: 

‘‘(4)(A) An applicant may not amend or supplement an applica-
tion referred to in paragraph (2) to seek approval of a drug that is 
a different drug than the drug identified in the application as sub-
mitted to the Secretary. 

‘‘(B) With respect to the drug for which such an application is 
submitted, nothing in this subsection or subsection (c)(3) prohibits 
an applicant from amending or supplementing the application to 
seek approval of a different strength.’’; and 

(2) in subsection (c)(3)—
(A) in the first sentence, by striking ‘‘under the fol-

lowing’’ and inserting ‘‘by applying the following to each 
certification made under subsection (b)(2)(A)’’; 

(B) in subparagraph (C)—
(i) in the first sentence, by striking ‘‘unless’’ and all 

that follows and inserting ‘‘unless, before the expiration 
of 45 days after the date on which the notice described 
in subsection (b)(3) is received, an action is brought for 
infringement of the patent that is the subject of the cer-
tification and for which information was submitted to 
the Secretary under paragraph (2) or subsection (b)(1) 
before the date on which the application (excluding an 
amendment or supplement to the application) was sub-
mitted.’’; 

(ii) in the second sentence—
(I) by striking ‘‘paragraph (3)(B)’’ and insert-

ing ‘‘subsection (b)(3)’’; 
(II) by striking clause (i) and inserting the fol-

lowing: 
‘‘(i) if before the expiration of such period the district 

court decides that the patent is invalid or not infringed (in-
cluding any substantive determination that there is no 
cause of action for patent infringement or invalidity), the 
approval shall be made effective on—

‘‘(I) the date on which the court enters judgment 
reflecting the decision; or 

‘‘(II) the date of a settlement order or consent de-
cree signed and entered by the court stating that the 
patent that is the subject of the certification is invalid 
or not infringed;’’; 

(III) by striking clause (ii) and inserting the 
following: 

‘‘(ii) if before the expiration of such period the district 
court decides that the patent has been infringed—

‘‘(I) if the judgment of the district court is ap-
pealed, the approval shall be made effective on—
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‘‘(aa) the date on which the court of appeals 
decides that the patent is invalid or not infringed 
(including any substantive determination that 
there is no cause of action for patent infringement 
or invalidity); or 

‘‘(bb) the date of a settlement order or consent 
decree signed and entered by the court of appeals 
stating that the patent that is the subject of the 
certification is invalid or not infringed; or 
‘‘(II) if the judgment of the district court is not ap-

pealed or is affirmed, the approval shall be made effec-
tive on the date specified by the district court in a court 
order under section 271(e)(4)(A) of title 35, United 
States Code;’’; 

(IV) in clause (iii), by striking ‘‘on the date of 
such court decision.’’ and inserting ‘‘as provided in 
clause (i); or’’; 

(V) by inserting after clause (iii), the following: 
‘‘(iv) if before the expiration of such period the court 

grants a preliminary injunction prohibiting the applicant 
from engaging in the commercial manufacture or sale of 
the drug until the court decides the issues of patent validity 
and infringement and if the court decides that such patent 
has been infringed, the approval shall be made effective as 
provided in clause (ii).’’; and 

(VI) in the matter after and below clause (iv) 
(as added by subclause (V)), by striking ‘‘Until the 
expiration’’ and all that follows; and 
(iii) in the third sentence, by striking ‘‘paragraph 

(3)(B)’’ and inserting ‘‘subsection (b)(3)’’; 
(C) by redesignating subparagraph (D) as subpara-

graph (E); and
(D) by inserting after subparagraph (C) the following: 
‘‘(D) CIVIL ACTION TO OBTAIN PATENT CERTAINTY.—

‘‘(i) DECLARATORY JUDGMENT ABSENT INFRINGE-
MENT ACTION.—

‘‘(I) IN GENERAL.—No action may be brought 
under section 2201 of title 28, United States Code, 
by an applicant referred to in subsection (b)(2) for 
a declaratory judgment with respect to a patent 
which is the subject of the certification referred to 
in subparagraph (C) unless— 

‘‘(aa) the forty-five day period referred to 
in such subparagraph has expired; 

‘‘(bb) neither the owner of such patent nor 
the holder of the approved application under 
subsection (b) for the drug that is claimed by 
the patent or a use of which is claimed by the 
patent brought a civil action against the appli-
cant for infringement of the patent before the 
expiration of such period; and 

‘‘(cc) in any case in which the notice pro-
vided under paragraph (2)(B) relates to non-
infringement, the notice was accompanied by a 
document described in subclause (III). 
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‘‘(II) FILING OF CIVIL ACTION.—If the condi-
tions described in items (aa), (bb), and as applica-
ble, (cc) of subclause (I) have been met, the appli-
cant referred to in such subclause may, in accord-
ance with section 2201 of title 28, United States 
Code, bring a civil action under such section 
against the owner or holder referred to in such 
subclause (but not against any owner or holder 
that has brought such a civil action against the 
applicant, unless that civil action was dismissed 
without prejudice) for a declaratory judgment that 
the patent is invalid or will not be infringed by the 
drug for which the applicant seeks approval, except 
that such civil action may be brought for a declar-
atory judgment that the patent will not be in-
fringed only in a case in which the condition de-
scribed in subclause (I)(cc) is applicable. A civil ac-
tion referred to in this subclause shall be brought 
in the judicial district where the defendant has its 
principal place of business or a regular and estab-
lished place of business. 

‘‘(III) OFFER OF CONFIDENTIAL ACCESS TO AP-
PLICATION.—For purposes of subclause (I)(cc), the 
document described in this subclause is a docu-
ment providing an offer of confidential access to 
the application that is in the custody of the appli-
cant referred to in subsection (b)(2) for the purpose 
of determining whether an action referred to in 
subparagraph (C) should be brought. The docu-
ment providing the offer of confidential access 
shall contain such restrictions as to persons enti-
tled to access, and on the use and disposition of 
any information accessed, as would apply had a 
protective order been entered for the purpose of 
protecting trade secrets and other confidential 
business information. A request for access to an 
application under an offer of confidential access 
shall be considered acceptance of the offer of con-
fidential access with the restrictions as to persons 
entitled to access, and on the use and disposition 
of any information accessed, contained in the offer 
of confidential access, and those restrictions and 
other terms of the offer of confidential access shall 
be considered terms of an enforceable contract. Any 
person provided an offer of confidential access 
shall review the application for the sole and lim-
ited purpose of evaluating possible infringement of 
the patent that is the subject of the certification 
under subsection (b)(2)(A)(iv) and for no other pur-
pose, and may not disclose information of no rel-
evance to any issue of patent infringement to any 
person other than a person provided an offer of 
confidential access. Further, the application may 
be redacted by the applicant to remove any infor-
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mation of no relevance to any issue of patent in-
fringement. 
‘‘(ii) COUNTERCLAIM TO INFRINGEMENT ACTION.—

‘‘(I) IN GENERAL.—If an owner of the patent or 
the holder of the approved application under sub-
section (b) for the drug that is claimed by the pat-
ent or a use of which is claimed by the patent 
brings a patent infringement action against the ap-
plicant, the applicant may assert a counterclaim 
seeking an order requiring the holder to correct or 
delete the patent information submitted by the 
holder under subsection (b) or this subsection on 
the ground that the patent does not claim either—

‘‘(aa) the drug for which the application 
was approved; or 

‘‘(bb) an approved method of using the 
drug. 
‘‘(II) NO INDEPENDENT CAUSE OF ACTION.—

Subclause (I) does not authorize the assertion of a 
claim described in subclause (I) in any civil action 
or proceeding other than a counterclaim described 
in subclause (I). 
‘‘(iii) NO DAMAGES.—An applicant shall not be en-

titled to damages in a civil action under clause (i) or 
a counterclaim under clause (ii).’’. 

(c) APPLICABILITY.—
(1) IN GENERAL.—Except as provided in paragraphs (2) and 

(3), the amendments made by subsections (a) and (b), apply to 
any proceeding under section 505 of the Federal Food, Drug, 
and Cosmetic Act (21 U.S.C. 355) that is pending on or after 
the date of the enactment of this Act regardless of the date on 
which the proceeding was commenced or is commenced. 

(2) NOTICE OF OPINION THAT PATENT IS INVALID OR WILL 
NOT BE INFRINGED.—The amendments made by subsections 
(a)(1) and (b)(1) apply with respect to any certification under 
subsection (b)(2)(A)(iv) or (j)(2)(A)(vii)(IV) of section 505 of the 
Federal Food, Drug, and Cosmetic Act (21 U.S.C. 355) sub-
mitted on or after August 18, 2003, in an application filed 
under subsection (b) or (j) of that section or in an amendment 
or supplement to an application filed under subsection (b) or (j) 
of that section. 

(3) EFFECTIVE DATE OF APPROVAL.—The amendments made 
by subsections (a)(2)(A)(ii)(I) and (b)(2)(B)(i) apply with respect 
to any patent information submitted under subsection (b)(1) or 
(c)(2) of section 505 of the Federal Food, Drug, and Cosmetic 
Act (21 U.S.C. 355) on or after August 18, 2003. 
(d) INFRINGEMENT ACTIONS.—Section 271(e) of title 35, United 

States Code, is amended by adding at the end the following: 
‘‘(5) Where a person has filed an application described in para-

graph (2) that includes a certification under subsection (b)(2)(A)(iv) 
or (j)(2)(A)(vii)(IV) of section 505 of the Federal Food, Drug, and 
Cosmetic Act (21 U.S.C. 355), and neither the owner of the patent 
that is the subject of the certification nor the holder of the approved 
application under subsection (b) of such section for the drug that is 
claimed by the patent or a use of which is claimed by the patent 
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brought an action for infringement of such patent before the expira-
tion of 45 days after the date on which the notice given under sub-
section (b)(3) or (j)(2)(B) of such section was received, the courts of 
the United States shall, to the extent consistent with the Constitu-
tion, have subject matter jurisdiction in any action brought by such 
person under section 2201 of title 28 for a declaratory judgment 
that such patent is invalid or not infringed.’’. 
SEC. 1102. FORFEITURE OF 180-DAY EXCLUSIVITY PERIOD. 

(a) IN GENERAL.—Section 505(j)(5) of the Federal Food, Drug, 
and Cosmetic Act (21 U.S.C. 355(j)(5)) (as amended by section 1101) 
is amended—

(1) in subparagraph (B), by striking clause (iv) and insert-
ing the following: 

‘‘(iv) 180-DAY EXCLUSIVITY PERIOD.—
‘‘(I) EFFECTIVENESS OF APPLICATION.—Subject to sub-

paragraph (D), if the application contains a certification 
described in paragraph (2)(A)(vii)(IV) and is for a drug for 
which a first applicant has submitted an application con-
taining such a certification, the application shall be made 
effective on the date that is 180 days after the date of the 
first commercial marketing of the drug (including the com-
mercial marketing of the listed drug) by any first applicant. 

‘‘(II) DEFINITIONS.—In this paragraph: 
‘‘(aa) 180-DAY EXCLUSIVITY PERIOD.—The term 

‘180-day exclusivity period’ means the 180-day period 
ending on the day before the date on which an applica-
tion submitted by an applicant other than a first appli-
cant could become effective under this clause. 

‘‘(bb) FIRST APPLICANT.—As used in this sub-
section, the term ‘first applicant’ means an applicant 
that, on the first day on which a substantially complete 
application containing a certification described in 
paragraph (2)(A)(vii)(IV) is submitted for approval of a 
drug, submits a substantially complete application that 
contains and lawfully maintains a certification de-
scribed in paragraph (2)(A)(vii)(IV) for the drug. 

‘‘(cc) SUBSTANTIALLY COMPLETE APPLICATION.—As 
used in this subsection, the term ‘substantially com-
plete application’ means an application under this sub-
section that on its face is sufficiently complete to permit 
a substantive review and contains all the information 
required by paragraph (2)(A). 

‘‘(dd) TENTATIVE APPROVAL.—
‘‘(AA) IN GENERAL.—The term ‘tentative ap-

proval’ means notification to an applicant by the 
Secretary that an application under this subsection 
meets the requirements of paragraph (2)(A), but 
cannot receive effective approval because the appli-
cation does not meet the requirements of this sub-
paragraph, there is a period of exclusivity for the 
listed drug under subparagraph (F) or section 
505A, or there is a 7-year period of exclusivity for 
the listed drug under section 527. 

‘‘(BB) LIMITATION.—A drug that is granted 
tentative approval by the Secretary is not an ap-
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proved drug and shall not have an effective ap-
proval until the Secretary issues an approval after 
any necessary additional review of the applica-
tion.’’; and 

(2) by inserting after subparagraph (C) the following: 
‘‘(D) FORFEITURE OF 180-DAY EXCLUSIVITY PERIOD.—

‘‘(i) DEFINITION OF FORFEITURE EVENT.—In this 
subparagraph, the term ‘forfeiture event’, with respect 
to an application under this subsection, means the oc-
currence of any of the following:

‘‘(I) FAILURE TO MARKET.—The first applicant 
fails to market the drug by the later of—

‘‘(aa) the earlier of the date that is— 
‘‘(AA) 75 days after the date on which 

the approval of the application of the first 
applicant is made effective under subpara-
graph (B)(iii); or 

‘‘(BB) 30 months after the date of sub-
mission of the application of the first ap-
plicant; or 
‘‘(bb) with respect to the first applicant or 

any other applicant (which other applicant 
has received tentative approval), the date that 
is 75 days after the date as of which, as to 
each of the patents with respect to which the 
first applicant submitted and lawfully main-
tained a certification qualifying the first appli-
cant for the 180-day exclusivity period under 
subparagraph (B)(iv), at least 1 of the fol-
lowing has occurred: 

‘‘(AA) In an infringement action 
brought against that applicant with re-
spect to the patent or in a declaratory 
judgment action brought by that applicant 
with respect to the patent, a court enters a 
final decision from which no appeal (other 
than a petition to the Supreme Court for 
a writ of certiorari) has been or can be 
taken that the patent is invalid or not in-
fringed. 

‘‘(BB) In an infringement action or a 
declaratory judgment action described in 
subitem (AA), a court signs a settlement 
order or consent decree that enters a final 
judgment that includes a finding that the 
patent is invalid or not infringed. 

‘‘(CC) The patent information sub-
mitted under subsection (b) or (c) is with-
drawn by the holder of the application ap-
proved under subsection (b). 

‘‘(II) WITHDRAWAL OF APPLICATION.—The first 
applicant withdraws the application or the Sec-
retary considers the application to have been with-
drawn as a result of a determination by the Sec-
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retary that the application does not meet the re-
quirements for approval under paragraph (4). 

‘‘(III) AMENDMENT OF CERTIFICATION.—The 
first applicant amends or withdraws the certifi-
cation for all of the patents with respect to which 
that applicant submitted a certification qualifying 
the applicant for the 180-day exclusivity period. 

‘‘(IV) FAILURE TO OBTAIN TENTATIVE AP-
PROVAL.—The first applicant fails to obtain ten-
tative approval of the application within 30 
months after the date on which the application is 
filed, unless the failure is caused by a change in 
or a review of the requirements for approval of the 
application imposed after the date on which the 
application is filed. 

‘‘(V) AGREEMENT WITH ANOTHER APPLICANT, 
THE LISTED DRUG APPLICATION HOLDER, OR A PAT-
ENT OWNER.—The first applicant enters into an 
agreement with another applicant under this sub-
section for the drug, the holder of the application 
for the listed drug, or an owner of the patent that 
is the subject of the certification under paragraph 
(2)(A)(vii)(IV), the Federal Trade Commission or 
the Attorney General files a complaint, and there 
is a final decision of the Federal Trade Commis-
sion or the court with regard to the complaint from 
which no appeal (other than a petition to the Su-
preme Court for a writ of certiorari) has been or 
can be taken that the agreement has violated the 
antitrust laws (as defined in section 1 of the Clay-
ton Act (15 U.S.C. 12), except that the term in-
cludes section 5 of the Federal Trade Commission 
Act (15 U.S.C. 45) to the extent that that section 
applies to unfair methods of competition). 

‘‘(VI) EXPIRATION OF ALL PATENTS.—All of the 
patents as to which the applicant submitted a cer-
tification qualifying it for the 180-day exclusivity 
period have expired. 
‘‘(ii) FORFEITURE.—The 180-day exclusivity period 

described in subparagraph (B)(iv) shall be forfeited by 
a first applicant if a forfeiture event occurs with respect 
to that first applicant. 

‘‘(iii) SUBSEQUENT APPLICANT.—If all first appli-
cants forfeit the 180-day exclusivity period under 
clause (ii)—

‘‘(I) approval of any application containing a 
certification described in paragraph (2)(A)(vii)(IV) 
shall be made effective in accordance with sub-
paragraph (B)(iii); and 

‘‘(II) no applicant shall be eligible for a 180-
day exclusivity period.’’. 

(b) EFFECTIVE DATE.—
(1) IN GENERAL.—Except as provided in paragraph (2), the 

amendment made by subsection (a) shall be effective only with 
respect to an application filed under section 505(j) of the Fed-

VerDate jul 14 2003 06:29 Nov 24, 2003 Jkt 090299 PO 00000 Frm 00404 Fmt 6659 Sfmt 6603 E:\HR\OC\HR391.XXX HR391



403

eral Food, Drug, and Cosmetic Act (21 U.S.C. 355(j)) after the 
date of the enactment of this Act for a listed drug for which no 
certification under section 505(j)(2)(A)(vii)(IV) of that Act was 
made before the date of the enactment of this Act. 

(2) COLLUSIVE AGREEMENTS.—If a forfeiture event described 
in section 505(j)(5)(D)(i)(V) of that Act occurs in the case of an 
applicant, the applicant shall forfeit the 180-day period under 
section 505(j)(5)(B)(iv) of that Act without regard to when the 
first certification under section 505(j)(2)(A)(vii)(IV) of that Act 
for the listed drug was made. 

(3) DECISION OF A COURT WHEN THE 180-DAY EXCLUSIVITY 
PERIOD HAS NOT BEEN TRIGGERED.—With respect to an applica-
tion filed before, on, or after the date of the enactment of this 
Act for a listed drug for which a certification under section 
505(j)(2)(A)(vii)(IV) of that Act was made before the date of the 
enactment of this Act and for which neither of the events de-
scribed in subclause (I) or (II) of section 505(j)(5)(B)(iv) of that 
Act (as in effect on the day before the date of the enactment of 
this Act) has occurred on or before the date of the enactment of 
this Act, the term ‘‘decision of a court’’ as used in clause (iv) of 
section 505(j)(5)(B) of that Act means a final decision of a court 
from which no appeal (other than a petition to the Supreme 
Court for a writ of certiorari) has been or can be taken. 

SEC. 1103. BIOAVAILABILITY AND BIOEQUIVALENCE. 
(a) IN GENERAL.—Section 505(j)(8) of the Federal Food, Drug, 

and Cosmetic Act (21 U.S.C. 355(j)(8)) is amended—
(1) by striking subparagraph (A) and inserting the fol-

lowing: 
‘‘(A)(i) The term ‘bioavailability’ means the rate and extent 

to which the active ingredient or therapeutic ingredient is ab-
sorbed from a drug and becomes available at the site of drug 
action. 

‘‘(ii) For a drug that is not intended to be absorbed into the 
bloodstream, the Secretary may assess bioavailability by sci-
entifically valid measurements intended to reflect the rate and 
extent to which the active ingredient or therapeutic ingredient 
becomes available at the site of drug action.’’; and 

(2) by adding at the end the following: 
‘‘(C) For a drug that is not intended to be absorbed into the 

bloodstream, the Secretary may establish alternative, scientif-
ically valid methods to show bioequivalence if the alternative 
methods are expected to detect a significant difference between 
the drug and the listed drug in safety and therapeutic effect.’’. 
(b) EFFECT OF AMENDMENT.—The amendment made by sub-

section (a) does not alter the standards for approval of drugs under 
section 505(j) of the Federal Food, Drug, and Cosmetic Act (21 
U.S.C. 355(j)). 
SEC. 1104. CONFORMING AMENDMENTS. 

Section 505A of the Federal Food, Drug, and Cosmetic Act (21 
U.S.C. 355a) is amended—

(1) in subsections (b)(1)(A)(i) and (c)(1)(A)(i), by striking 
‘‘(j)(5)(D)(ii)’’ each place it appears and inserting ‘‘(j)(5)(F)(ii)’’; 

(2) in subsections (b)(1)(A)(ii) and (c)(1)(A)(ii), by striking 
‘‘(j)(5)(D)’’ each place it appears and inserting ‘‘(j)(5)(F)’’; and 
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(3) in subsections (e) and (l), by striking ‘‘505(j)(5)(D)’’ each 
place it appears and inserting ‘‘505(j)(5)(F)’’. 

Subtitle B—Federal Trade Commission Review 

SEC. 1111. DEFINITIONS. 
In this subtitle: 

(1) ANDA.—The term ‘‘ANDA’’ means an abbreviated drug 
application, as defined under section 201(aa) of the Federal 
Food, Drug, and Cosmetic Act. 

(2) ASSISTANT ATTORNEY GENERAL.—The term ‘‘Assistant 
Attorney General’’ means the Assistant Attorney General in 
charge of the Antitrust Division of the Department of Justice. 

(3) BRAND NAME DRUG.—The term ‘‘brand name drug’’ 
means a drug for which an application is approved under sec-
tion 505(c) of the Federal Food, Drug, and Cosmetic Act, in-
cluding an application referred to in section 505(b)(2) of such 
Act. 

(4) BRAND NAME DRUG COMPANY.—The term ‘‘brand name 
drug company’’ means the party that holds the approved appli-
cation referred to in paragraph (3) for a brand name drug that 
is a listed drug in an ANDA, or a party that is the owner of 
a patent for which information is submitted for such drug 
under subsection (b) or (c) of section 505 of the Federal Food, 
Drug, and Cosmetic Act. 

(5) COMMISSION.—The term ‘‘Commission’’ means the Fed-
eral Trade Commission. 

(6) GENERIC DRUG.—The term ‘‘generic drug’’ means a drug 
for which an application under section 505(j) of the Federal 
Food, Drug, and Cosmetic Act is approved. 

(7) GENERIC DRUG APPLICANT.—The term ‘‘generic drug ap-
plicant’’ means a person who has filed or received approval for 
an ANDA under section 505(j) of the Federal Food, Drug, and 
Cosmetic Act. 

(8) LISTED DRUG.—The term ‘‘listed drug’’ means a brand 
name drug that is listed under section 505(j)(7) of the Federal 
Food, Drug, and Cosmetic Act. 

SEC. 1112. NOTIFICATION OF AGREEMENTS. 
(a) AGREEMENT WITH BRAND NAME DRUG COMPANY.—

(1) REQUIREMENT.—A generic drug applicant that has sub-
mitted an ANDA containing a certification under section 
505(j)(2)(A)(vii)(IV) of the Federal Food, Drug, and Cosmetic 
Act and a brand name drug company that enter into an agree-
ment described in paragraph (2) shall each file the agreement 
in accordance with subsection (c). The agreement shall be filed 
prior to the date of the first commercial marketing of the ge-
neric drug that is the subject of the ANDA. 

(2) SUBJECT MATTER OF AGREEMENT.—An agreement de-
scribed in this paragraph between a generic drug applicant and 
a brand name drug company is an agreement regarding—

(A) the manufacture, marketing or sale of the brand 
name drug that is the listed drug in the ANDA involved; 

(B) the manufacture, marketing, or sale of the generic 
drug for which the ANDA was submitted; or 
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(C) the 180-day period referred to in section 
505(j)(5)(B)(iv) of the Federal Food, Drug, and Cosmetic Act 
as it applies to such ANDA or to any other ANDA based 
on the same brand name drug. 

(b) AGREEMENT WITH ANOTHER GENERIC DRUG APPLICANT.—
(1) REQUIREMENT.—A generic drug applicant that has sub-

mitted an ANDA containing a certification under section 
505(j)(2)(A)(vii)(IV) of the Federal Food, Drug, and Cosmetic 
Act with respect to a listed drug and another generic drug ap-
plicant that has submitted an ANDA containing such a certifi-
cation for the same listed drug shall each file the agreement in 
accordance with subsection (c). The agreement shall be filed 
prior to the date of the first commercial marketing of either of 
the generic drugs for which such ANDAs were submitted. 

(2) SUBJECT MATTER OF AGREEMENT.—An agreement de-
scribed in this paragraph between two generic drug applicants 
is an agreement regarding the 180-day period referred to in sec-
tion 505(j)(5)(B)(iv) of the Federal Food, Drug, and Cosmetic 
Act as it applies to the ANDAs with which the agreement is con-
cerned. 
(c) FILING.—

(1) AGREEMENT.—The parties that are required in sub-
section (a) or (b) to file an agreement in accordance with this 
subsection shall file with the Assistant Attorney General and 
the Commission the text of any such agreement, except that 
such parties are not required to file an agreement that solely 
concerns—

(A) purchase orders for raw material supplies; 
(B) equipment and facility contracts; 
(C) employment or consulting contracts; or 
(D) packaging and labeling contracts. 

(2) OTHER AGREEMENTS.—The parties that are required in 
subsection (a) or (b) to file an agreement in accordance with 
this subsection shall file with the Assistant Attorney General 
and the Commission the text of any agreements between the 
parties that are not described in such subsections and are con-
tingent upon, provide a contingent condition for, or are other-
wise related to an agreement that is required in subsection (a) 
or (b) to be filed in accordance with this subsection. 

(3) DESCRIPTION.—In the event that any agreement re-
quired in subsection (a) or (b) to be filed in accordance with this 
subsection has not been reduced to text, each of the parties in-
volved shall file written descriptions of such agreement that are 
sufficient to disclose all the terms and conditions of the agree-
ment. 

SEC. 1113. FILING DEADLINES. 
Any filing required under section 1112 shall be filed with the 

Assistant Attorney General and the Commission not later than 10 
business days after the date the agreements are executed. 
SEC. 1114. DISCLOSURE EXEMPTION. 

Any information or documentary material filed with the Assist-
ant Attorney General or the Commission pursuant to this subtitle 
shall be exempt from disclosure under section 552 of title 5, United 
States Code, and no such information or documentary material may 
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be made public, except as may be relevant to any administrative or 
judicial action or proceeding. Nothing in this section is intended to 
prevent disclosure to either body of the Congress or to any duly au-
thorized committee or subcommittee of the Congress. 
SEC. 1115. ENFORCEMENT. 

(a) CIVIL PENALTY.—Any brand name drug company or generic 
drug applicant which fails to comply with any provision of this sub-
title shall be liable for a civil penalty of not more than $11,000, for 
each day during which such entity is in violation of this subtitle. 
Such penalty may be recovered in a civil action brought by the 
United States, or brought by the Commission in accordance with the 
procedures established in section 16(a)(1) of the Federal Trade Com-
mission Act (15 U.S.C. 56(a)). 

(b) COMPLIANCE AND EQUITABLE RELIEF.—If any brand name 
drug company or generic drug applicant fails to comply with any 
provision of this subtitle, the United States district court may order 
compliance, and may grant such other equitable relief as the court 
in its discretion determines necessary or appropriate, upon applica-
tion of the Assistant Attorney General or the Commission. 
SEC. 1116. RULEMAKING. 

The Commission, with the concurrence of the Assistant Attorney 
General and by rule in accordance with section 553 of title 5, 
United States Code, consistent with the purposes of this subtitle—

(1) may define the terms used in this subtitle; 
(2) may exempt classes of persons or agreements from the 

requirements of this subtitle; and 
(3) may prescribe such other rules as may be necessary and 

appropriate to carry out the purposes of this subtitle. 
SEC. 1117. SAVINGS CLAUSE. 

Any action taken by the Assistant Attorney General or the Com-
mission, or any failure of the Assistant Attorney General or the 
Commission to take action, under this subtitle shall not at any time 
bar any proceeding or any action with respect to any agreement be-
tween a brand name drug company and a generic drug applicant, 
or any agreement between generic drug applicants, under any other 
provision of law, nor shall any filing under this subtitle constitute 
or create a presumption of any violation of any competition laws. 
SEC. 1118. EFFECTIVE DATE. 

This subtitle shall—
(1) take effect 30 days after the date of the enactment of this 

Act; and 
(2) shall apply to agreements described in section 1112 that 

are entered into 30 days after the date of the enactment of this 
Act. 

Subtitle C—Importation of Prescription Drugs 

SEC. 1121. IMPORTATION OF PRESCRIPTION DRUGS. 
(a) IN GENERAL.—Chapter VIII of the Federal Food, Drug, and 

Cosmetic Act (21 U.S.C. 381 et seq.) is amended by striking section 
804 and inserting the following: 
‘‘SEC. 804. IMPORTATION OF PRESCRIPTION DRUGS. 

‘‘(a) DEFINITIONS.—In this section: 
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‘‘(1) IMPORTER.—The term ‘importer’ means a pharmacist 
or wholesaler. 

‘‘(2) PHARMACIST.—The term ‘pharmacist’ means a person 
licensed by a State to practice pharmacy, including the dis-
pensing and selling of prescription drugs. 

‘‘(3) PRESCRIPTION DRUG.—The term ‘prescription drug’ 
means a drug subject to section 503(b), other than—

‘‘(A) a controlled substance (as defined in section 102 
of the Controlled Substances Act (21 U.S.C. 802)); 

‘‘(B) a biological product (as defined in section 351 of 
the Public Health Service Act (42 U.S.C. 262)); 

‘‘(C) an infused drug (including a peritoneal dialysis 
solution); 

‘‘(D) an intravenously injected drug; 
‘‘(E) a drug that is inhaled during surgery; or 
‘‘(F) a drug which is a parenteral drug, the importation 

of which pursuant to subsection (b) is determined by the 
Secretary to pose a threat to the public health, in which 
case section 801(d)(1) shall continue to apply. 
‘‘(4) QUALIFYING LABORATORY.—The term ‘qualifying lab-

oratory’ means a laboratory in the United States that has been 
approved by the Secretary for the purposes of this section. 

‘‘(5) WHOLESALER.—
‘‘(A) IN GENERAL.—The term ‘wholesaler’ means a per-

son licensed as a wholesaler or distributor of prescription 
drugs in the United States under section 503(e)(2)(A). 

‘‘(B) EXCLUSION.—The term ‘wholesaler’ does not in-
clude a person authorized to import drugs under section 
801(d)(1). 

‘‘(b) REGULATIONS.—The Secretary, after consultation with the 
United States Trade Representative and the Commissioner of Cus-
toms, shall promulgate regulations permitting pharmacists and 
wholesalers to import prescription drugs from Canada into the 
United States. 

‘‘(c) LIMITATION.—The regulations under subsection (b) shall—
‘‘(1) require that safeguards be in place to ensure that each 

prescription drug imported under the regulations complies with 
section 505 (including with respect to being safe and effective 
for the intended use of the prescription drug), with sections 501 
and 502, and with other applicable requirements of this Act; 

‘‘(2) require that an importer of a prescription drug under 
the regulations comply with subsections (d)(1) and (e); and 

‘‘(3) contain any additional provisions determined by the 
Secretary to be appropriate as a safeguard to protect the public 
health or as a means to facilitate the importation of prescrip-
tion drugs. 
‘‘(d) INFORMATION AND RECORDS.—

‘‘(1) IN GENERAL.—The regulations under subsection (b) 
shall require an importer of a prescription drug under sub-
section (b) to submit to the Secretary the following information 
and documentation: 

‘‘(A) The name and quantity of the active ingredient of 
the prescription drug. 

‘‘(B) A description of the dosage form of the prescrip-
tion drug.
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‘‘(C) The date on which the prescription drug is 
shipped. 

‘‘(D) The quantity of the prescription drug that is 
shipped. 

‘‘(E) The point of origin and destination of the prescrip-
tion drug. 

‘‘(F) The price paid by the importer for the prescription 
drug. 

‘‘(G) Documentation from the foreign seller specifying—
‘‘(i) the original source of the prescription drug; 

and 
‘‘(ii) the quantity of each lot of the prescription 

drug originally received by the seller from that source. 
‘‘(H) The lot or control number assigned to the prescrip-

tion drug by the manufacturer of the prescription drug. 
‘‘(I) The name, address, telephone number, and profes-

sional license number (if any) of the importer. 
‘‘(J)(i) In the case of a prescription drug that is shipped 

directly from the first foreign recipient of the prescription 
drug from the manufacturer: 

‘‘(I) Documentation demonstrating that the pre-
scription drug was received by the recipient from the 
manufacturer and subsequently shipped by the first 
foreign recipient to the importer. 

‘‘(II) Documentation of the quantity of each lot of 
the prescription drug received by the first foreign re-
cipient demonstrating that the quantity being imported 
into the United States is not more than the quantity 
that was received by the first foreign recipient. 

‘‘(III)(aa) In the case of an initial imported ship-
ment, documentation demonstrating that each batch of 
the prescription drug in the shipment was statistically 
sampled and tested for authenticity and degradation. 

‘‘(bb) In the case of any subsequent shipment, docu-
mentation demonstrating that a statistically valid sam-
ple of the shipment was tested for authenticity and deg-
radation. 
‘‘(ii) In the case of a prescription drug that is not 

shipped directly from the first foreign recipient of the pre-
scription drug from the manufacturer, documentation dem-
onstrating that each batch in each shipment offered for im-
portation into the United States was statistically sampled 
and tested for authenticity and degradation. 

‘‘(K) Certification from the importer or manufacturer of 
the prescription drug that the prescription drug—

‘‘(i) is approved for marketing in the United States 
and is not adulterated or misbranded; and 

‘‘(ii) meets all labeling requirements under this 
Act. 
‘‘(L) Laboratory records, including complete data de-

rived from all tests necessary to ensure that the prescription 
drug is in compliance with established specifications and 
standards. 
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‘‘(M) Documentation demonstrating that the testing re-
quired by subparagraphs (J) and (L) was conducted at a 
qualifying laboratory. 

‘‘(N) Any other information that the Secretary deter-
mines is necessary to ensure the protection of the public 
health. 
‘‘(2) MAINTENANCE BY THE SECRETARY.—The Secretary 

shall maintain information and documentation submitted 
under paragraph (1) for such period of time as the Secretary de-
termines to be necessary. 
‘‘(e) TESTING.—The regulations under subsection (b) shall re-

quire—
‘‘(1) that testing described in subparagraphs (J) and (L) of 

subsection (d)(1) be conducted by the importer or by the manu-
facturer of the prescription drug at a qualified laboratory; 

‘‘(2) if the tests are conducted by the importer—
‘‘(A) that information needed to—

‘‘(i) authenticate the prescription drug being tested; 
and 

‘‘(ii) confirm that the labeling of the prescription 
drug complies with labeling requirements under this 
Act; 

be supplied by the manufacturer of the prescription drug to 
the pharmacist or wholesaler; and 

‘‘(B) that the information supplied under subparagraph 
(A) be kept in strict confidence and used only for purposes 
of testing or otherwise complying with this Act; and 
‘‘(3) may include such additional provisions as the Sec-

retary determines to be appropriate to provide for the protection 
of trade secrets and commercial or financial information that is 
privileged or confidential. 
‘‘(f) REGISTRATION OF FOREIGN SELLERS.—Any establishment 

within Canada engaged in the distribution of a prescription drug 
that is imported or offered for importation into the United States 
shall register with the Secretary the name and place of business of 
the establishment and the name of the United States agent for the 
establishment. 

‘‘(g) SUSPENSION OF IMPORTATION.—The Secretary shall require 
that importations of a specific prescription drug or importations by 
a specific importer under subsection (b) be immediately suspended 
on discovery of a pattern of importation of that specific prescription 
drug or by that specific importer of drugs that are counterfeit or in 
violation of any requirement under this section, until an investiga-
tion is completed and the Secretary determines that the public is 
adequately protected from counterfeit and violative prescription 
drugs being imported under subsection (b). 

‘‘(h) APPROVED LABELING.—The manufacturer of a prescription 
drug shall provide an importer written authorization for the im-
porter to use, at no cost, the approved labeling for the prescription 
drug. 

‘‘(i) CHARITABLE CONTRIBUTIONS.—Notwithstanding any other 
provision of this section, section 801(d)(1) continues to apply to a 
prescription drug that is donated or otherwise supplied at no charge 
by the manufacturer of the drug to a charitable or humanitarian or-
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ganization (including the United Nations and affiliates) or to a gov-
ernment of a foreign country. 

‘‘(j) WAIVER AUTHORITY FOR IMPORTATION BY INDIVIDUALS.—
‘‘(1) DECLARATIONS.—Congress declares that in the enforce-

ment against individuals of the prohibition of importation of 
prescription drugs and devices, the Secretary should—

‘‘(A) focus enforcement on cases in which the importa-
tion by an individual poses a significant threat to public 
health; and 

‘‘(B) exercise discretion to permit individuals to make 
such importations in circumstances in which—

‘‘(i) the importation is clearly for personal use; and 
‘‘(ii) the prescription drug or device imported does 

not appear to present an unreasonable risk to the indi-
vidual. 

‘‘(2) WAIVER AUTHORITY.—
‘‘(A) IN GENERAL.—The Secretary may grant to individ-

uals, by regulation or on a case-by-case basis, a waiver of 
the prohibition of importation of a prescription drug or de-
vice or class of prescription drugs or devices, under such 
conditions as the Secretary determines to be appropriate. 

‘‘(B) GUIDANCE ON CASE-BY-CASE WAIVERS.—The Sec-
retary shall publish, and update as necessary, guidance 
that accurately describes circumstances in which the Sec-
retary will consistently grant waivers on a case-by-case 
basis under subparagraph (A), so that individuals may 
know with the greatest practicable degree of certainty 
whether a particular importation for personal use will be 
permitted. 
‘‘(3) DRUGS IMPORTED FROM CANADA.—In particular, the 

Secretary shall by regulation grant individuals a waiver to per-
mit individuals to import into the United States a prescription 
drug that—

‘‘(A) is imported from a licensed pharmacy for personal 
use by an individual, not for resale, in quantities that do 
not exceed a 90-day supply; 

‘‘(B) is accompanied by a copy of a valid prescription; 
‘‘(C) is imported from Canada, from a seller registered 

with the Secretary; 
‘‘(D) is a prescription drug approved by the Secretary 

under chapter V; 
‘‘(E) is in the form of a final finished dosage that was 

manufactured in an establishment registered under section 
510; and 

‘‘(F) is imported under such other conditions as the 
Secretary determines to be necessary to ensure public safety. 

‘‘(k) CONSTRUCTION.—Nothing in this section limits the author-
ity of the Secretary relating to the importation of prescription drugs, 
other than with respect to section 801(d)(1) as provided in this sec-
tion. 

‘‘(l) EFFECTIVENESS OF SECTION.—
‘‘(1) COMMENCEMENT OF PROGRAM.—This section shall be-

come effective only if the Secretary certifies to the Congress that 
the implementation of this section will—
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(A) pose no additional risk to the public’s health and 
safety; and 

(B) result in a significant reduction in the cost of cov-
ered products to the American consumer. 
‘‘(2) TERMINATION OF PROGRAM.—

‘‘(A) IN GENERAL.—If, after the date that is 1 year after 
the effective date of the regulations under subsection (b) 
and before the date that is 18 months after the effective 
date, the Secretary submits to Congress a certification that, 
in the opinion of the Secretary, based on substantial evi-
dence obtained after the effective date, the benefits of imple-
mentation of this section do not outweigh any detriment of 
implementation of this section, this section shall cease to be 
effective as of the date that is 30 days after the date on 
which the Secretary submits the certification. 

‘‘(B) PROCEDURE.—The Secretary shall not submit a 
certification under subparagraph (A) unless, after a hear-
ing on the record under sections 556 and 557 of title 5, 
United States Code, the Secretary—

‘‘(i)(I) determines that it is more likely than not 
that implementation of this section would result in an 
increase in the risk to the public health and safety; 

‘‘(II) identifies specifically, in qualitative and 
quantitative terms, the nature of the increased risk; 

‘‘(III) identifies specifically the causes of the in-
creased risk; and 

‘‘(IV)(aa) considers whether any measures can be 
taken to avoid, reduce, or mitigate the increased risk; 
and 

‘‘(bb) if the Secretary determines that any measures 
described in item (aa) would require additional statu-
tory authority, submits to Congress a report describing 
the legislation that would be required; 

‘‘(ii) identifies specifically, in qualitative and quan-
titative terms, the benefits that would result from im-
plementation of this section (including the benefit of re-
ductions in the cost of covered products to consumers 
in the United States, allowing consumers to procure 
needed medication that consumers might not otherwise 
be able to procure without foregoing other necessities of 
life); and 

‘‘(iii)(I) compares in specific terms the detriment 
identified under clause (i) with the benefits identified 
under clause (ii); and 

‘‘(II) determines that the benefits do not outweigh 
the detriment. 

‘‘(m) AUTHORIZATION OF APPROPRIATIONS.—There are author-
ized to be appropriated such sums as are necessary to carry out this 
section.’’. 

(b) CONFORMING AMENDMENTS.—The Federal Food, Drug, and 
Cosmetic Act is amended—

(1) in section 301(aa) (21 U.S.C. 331(aa)), by striking ‘‘cov-
ered product in violation of section 804’’ and inserting ‘‘pre-
scription drug in violation of section 804’’; and 
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(2) in section 303(a)(6) (21 U.S.C. 333(a)(6), by striking 
‘‘covered product pursuant to section 804(a)’’ and inserting ‘‘pre-
scription drug under section 804(b)’’. 

SEC. 1122. STUDY AND REPORT ON IMPORTATION OF DRUGS. 
The Secretary, in consultation with appropriate government 

agencies, shall conduct a study on the importation of drugs into the 
United States pursuant to section 804 of the Federal Food, Drug, 
and Cosmetic Act (as added by section 1121 of this Act). Not later 
than 12 months after the date of the enactment of this Act, the Sec-
retary shall submit to the appropriate committees of the Congress 
a report providing the findings of such study. 
SEC. 1123. STUDY AND REPORT ON TRADE IN PHARMACEUTICALS. 

The President’s designees shall conduct a study and report on 
issues related to trade and pharmaceuticals. 

TITLE XII—TAX INCENTIVES FOR HEALTH AND 
RETIREMENT SECURITY 

SEC. 1201. HEALTH SAVINGS ACCOUNTS. 
(a) IN GENERAL.—Part VII of subchapter B of chapter 1 of the 

Internal Revenue Code of 1986 (relating to additional itemized de-
ductions for individuals) is amended by redesignating section 223 
as section 224 and by inserting after section 222 the following new 
section: 
‘‘SEC. 223. HEALTH SAVINGS ACCOUNTS. 

‘‘(a) DEDUCTION ALLOWED.—In the case of an individual who is 
an eligible individual for any month during the taxable year, there 
shall be allowed as a deduction for the taxable year an amount 
equal to the aggregate amount paid in cash during such taxable 
year by or on behalf of such individual to a health savings account 
of such individual. 

‘‘(b) LIMITATIONS.—
‘‘(1) IN GENERAL.—The amount allowable as a deduction 

under subsection (a) to an individual for the taxable year shall 
not exceed the sum of the monthly limitations for months dur-
ing such taxable year that the individual is an eligible indi-
vidual. 

‘‘(2) MONTHLY LIMITATION.—The monthly limitation for any 
month is 1⁄12 of—

‘‘(A) in the case of an eligible individual who has self-
only coverage under a high deductible health plan as of the 
first day of such month, the lesser of—

‘‘(i) the annual deductible under such coverage, or 
‘‘(ii) $2,250, or 

‘‘(B) in the case of an eligible individual who has fam-
ily coverage under a high deductible health plan as of the 
first day of such month, the lesser of—

‘‘(i) the annual deductible under such coverage, or 
‘‘(ii) $4,500. 

‘‘(3) ADDITIONAL CONTRIBUTIONS FOR INDIVIDUALS 55 OR 
OLDER.—

‘‘(A) IN GENERAL.—In the case of an individual who 
has attained age 55 before the close of the taxable year, the 
applicable limitation under subparagraphs (A) and (B) of 

VerDate jul 14 2003 06:29 Nov 24, 2003 Jkt 090299 PO 00000 Frm 00414 Fmt 6659 Sfmt 6603 E:\HR\OC\HR391.XXX HR391



413

paragraph (2) shall be increased by the additional con-
tribution amount. 

‘‘(B) ADDITIONAL CONTRIBUTION AMOUNT.—For pur-
poses of this section, the additional contribution amount is 
the amount determined in accordance with the following 
table:

‘‘For taxable years The additional 
beginning in: contribution amount is: 

2004 ................................................................................................... $500
2005 ................................................................................................... $600
2006 ................................................................................................... $700
2007 ................................................................................................... $800
2008 ................................................................................................... $900
2009 and thereafter .......................................................................... $1,000.

‘‘(4) COORDINATION WITH OTHER CONTRIBUTIONS.—The lim-
itation which would (but for this paragraph) apply under this 
subsection to an individual for any taxable year shall be re-
duced (but not below zero) by the sum of—

‘‘(A) the aggregate amount paid for such taxable year 
to Archer MSAs of such individual, and 

‘‘(B) the aggregate amount contributed to health sav-
ings accounts of such individual which is excludable from 
the taxpayer’s gross income for such taxable year under sec-
tion 106(d) (and such amount shall not be allowed as a de-
duction under subsection (a)). 

Subparagraph (A) shall not apply with respect to any indi-
vidual to whom paragraph (5) applies. 

‘‘(5) SPECIAL RULE FOR MARRIED INDIVIDUALS.—In the case 
of individuals who are married to each other, if either spouse 
has family coverage—

‘‘(A) both spouses shall be treated as having only such 
family coverage (and if such spouses each have family cov-
erage under different plans, as having the family coverage 
with the lowest annual deductible), and 

‘‘(B) the limitation under paragraph (1) (after the ap-
plication of subparagraph (A) and without regard to any 
additional contribution amount under paragraph (3))—

‘‘(i) shall be reduced by the aggregate amount paid 
to Archer MSAs of such spouses for the taxable year, 
and 

‘‘(ii) after such reduction, shall be divided equally 
between them unless they agree on a different division. 

‘‘(6) DENIAL OF DEDUCTION TO DEPENDENTS.—No deduction 
shall be allowed under this section to any individual with re-
spect to whom a deduction under section 151 is allowable to an-
other taxpayer for a taxable year beginning in the calendar year 
in which such individual’s taxable year begins. 

‘‘(7) MEDICARE ELIGIBLE INDIVIDUALS.—The limitation 
under this subsection for any month with respect to an indi-
vidual shall be zero for the first month such individual is enti-
tled to benefits under title XVIII of the Social Security Act and 
for each month thereafter. 
‘‘(c) DEFINITIONS AND SPECIAL RULES.—For purposes of this 

section— 
‘‘(1) ELIGIBLE INDIVIDUAL.— 
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‘‘(A) IN GENERAL.—The term ‘eligible individual’ 
means, with respect to any month, any individual if—

‘‘(i) such individual is covered under a high de-
ductible health plan as of the 1st day of such month, 
and 

‘‘(ii) such individual is not, while covered under a 
high deductible health plan, covered under any health 
plan—

‘‘(I) which is not a high deductible health 
plan, and

‘‘(II) which provides coverage for any benefit 
which is covered under the high deductible health 
plan. 

‘‘(B) CERTAIN COVERAGE DISREGARDED.—Subparagraph 
(A)(ii) shall be applied without regard to— 

‘‘(i) coverage for any benefit provided by permitted 
insurance, and 

‘‘(ii) coverage (whether through insurance or other-
wise) for accidents, disability, dental care, vision care, 
or long-term care. 

‘‘(2) HIGH DEDUCTIBLE HEALTH PLAN.—
‘‘(A) IN GENERAL.—The term ‘high deductible health 

plan’ means a health plan—
‘‘(i) which has an annual deductible which is not 

less than—
‘‘(I) $1,000 for self-only coverage, and 
‘‘(II) twice the dollar amount in subclause (I) 

for family coverage, and 
‘‘(ii) the sum of the annual deductible and the 

other annual out-of-pocket expenses required to be paid 
under the plan (other than for premiums) for covered 
benefits does not exceed—

‘‘(I) $5,000 for self-only coverage, and 
‘‘(II) twice the dollar amount in subclause (I) 

for family coverage. 
‘‘(B) EXCLUSION OF CERTAIN PLANS.—Such term does 

not include a health plan if substantially all of its coverage 
is coverage described in paragraph (1)(B). 

‘‘(C) SAFE HARBOR FOR ABSENCE OF PREVENTIVE CARE 
DEDUCTIBLE.—A plan shall not fail to be treated as a high 
deductible health plan by reason of failing to have a de-
ductible for preventive care (within the meaning of section 
1871 of the Social Security Act, except as otherwise pro-
vided by the Secretary). 

‘‘(D) SPECIAL RULES FOR NETWORK PLANS.—In the case 
of a plan using a network of providers—

‘‘(i) ANNUAL OUT-OF-POCKET LIMITATION.—Such 
plan shall not fail to be treated as a high deductible 
health plan by reason of having an out-of-pocket limi-
tation for services provided outside of such network 
which exceeds the applicable limitation under subpara-
graph (A)(ii). 

‘‘(ii) ANNUAL DEDUCTIBLE.—Such plan’s annual 
deductible for services provided outside of such network 
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shall not be taken into account for purposes of sub-
section (b)(2). 

‘‘(3) PERMITTED INSURANCE.—The term ‘permitted insur-
ance’ means—

‘‘(A) insurance if substantially all of the coverage pro-
vided under such insurance relates to— 

‘‘(i) liabilities incurred under workers’ compensa-
tion laws, 

‘‘(ii) tort liabilities, 
‘‘(iii) liabilities relating to ownership or use of 

property, or 
‘‘(iv) such other similar liabilities as the Secretary 

may specify by regulations, 
‘‘(B) insurance for a specified disease or illness, and 
‘‘(C) insurance paying a fixed amount per day (or other 

period) of hospitalization. 
‘‘(4) FAMILY COVERAGE.—The term ‘family coverage’ means 

any coverage other than self-only coverage. 
‘‘(5) ARCHER MSA.—The term ‘Archer MSA’ has the mean-

ing given such term in section 220(d). 
‘‘(d) HEALTH SAVINGS ACCOUNT.—For purposes of this section—

‘‘(1) IN GENERAL.—The term ‘health savings account’ means 
a trust created or organized in the United States as a health 
savings account exclusively for the purpose of paying the quali-
fied medical expenses of the account beneficiary, but only if the 
written governing instrument creating the trust meets the fol-
lowing requirements: 

‘‘(A) Except in the case of a rollover contribution de-
scribed in subsection (f)(5) or section 220(f)(5), no contribu-
tion will be accepted— 

‘‘(i) unless it is in cash, or 
‘‘(ii) to the extent such contribution, when added to 

previous contributions to the trust for the calendar 
year, exceeds the sum of—

‘‘(I) the dollar amount in effect under sub-
section (b)(2)(B)(ii), and 

‘‘(II) the dollar amount in effect under sub-
section (b)(3)(B). 

‘‘(B) The trustee is a bank (as defined in section 
408(n)), an insurance company (as defined in section 816), 
or another person who demonstrates to the satisfaction of 
the Secretary that the manner in which such person will 
administer the trust will be consistent with the require-
ments of this section. 

‘‘(C) No part of the trust assets will be invested in life 
insurance contracts. 

‘‘(D) The assets of the trust will not be commingled 
with other property except in a common trust fund or com-
mon investment fund. 

‘‘(E) The interest of an individual in the balance in his 
account is nonforfeitable. 
‘‘(2) QUALIFIED MEDICAL EXPENSES.— 

‘‘(A) IN GENERAL.—The term ‘qualified medical ex-
penses’ means, with respect to an account beneficiary, 
amounts paid by such beneficiary for medical care (as de-
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fined in section 213(d) for such individual, the spouse of 
such individual, and any dependent (as defined in section 
152) of such individual, but only to the extent such 
amounts are not compensated for by insurance or other-
wise. 

‘‘(B) HEALTH INSURANCE MAY NOT BE PURCHASED FROM 
ACCOUNT.—Subparagraph (A) shall not apply to any pay-
ment for insurance. 

‘‘(C) EXCEPTIONS.—Subparagraph (B) shall not apply 
to any expense for coverage under—

‘‘(i) a health plan during any period of continu-
ation coverage required under any Federal law, 

‘‘(ii) a qualified long-term care insurance contract 
(as defined in section 7702B(b)), 

‘‘(iii) a health plan during a period in which the 
individual is receiving unemployment compensation 
under any Federal or State law, or 

‘‘(iv) in the case of an account beneficiary who has 
attained the age specified in section 1811 of the Social 
Security Act, any health insurance other than a medi-
care supplemental policy (as defined in section 1882 of 
the Social Security Act). 

‘‘(3) ACCOUNT BENEFICIARY.—The term ‘account beneficiary’ 
means the individual on whose behalf the health savings ac-
count was established. 

‘‘(4) CERTAIN RULES TO APPLY.—Rules similar to the fol-
lowing rules shall apply for purposes of this section: 

‘‘(A) Section 219(d)(2) (relating to no deduction for roll-
overs). 

‘‘(B) Section 219(f)(3) (relating to time when contribu-
tions deemed made). 

‘‘(C) Except as provided in section 106(d), section 
219(f)(5) (relating to employer payments). 

‘‘(D) Section 408(g) (relating to community property 
laws). 

‘‘(E) Section 408(h) (relating to custodial accounts). 
‘‘(e) TAX TREATMENT OF ACCOUNTS.—

‘‘(1) IN GENERAL.—A health savings account is exempt from 
taxation under this subtitle unless such account has ceased to 
be a health savings account. Notwithstanding the preceding 
sentence, any such account is subject to the taxes imposed by 
section 511 (relating to imposition of tax on unrelated business 
income of charitable, etc. organizations). 

‘‘(2) ACCOUNT TERMINATIONS.—Rules similar to the rules of 
paragraphs (2) and (4) of section 408(e) shall apply to health 
savings accounts, and any amount treated as distributed under 
such rules shall be treated as not used to pay qualified medical 
expenses. 
‘‘(f) TAX TREATMENT OF DISTRIBUTIONS.—

‘‘(1) AMOUNTS USED FOR QUALIFIED MEDICAL EXPENSES.—
Any amount paid or distributed out of a health savings account 
which is used exclusively to pay qualified medical expenses of 
any account beneficiary shall not be includible in gross income. 

‘‘(2) INCLUSION OF AMOUNTS NOT USED FOR QUALIFIED MED-
ICAL EXPENSES.—Any amount paid or distributed out of a 
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health savings account which is not used exclusively to pay the 
qualified medical expenses of the account beneficiary shall be 
included in the gross income of such beneficiary. 

‘‘(3) EXCESS CONTRIBUTIONS RETURNED BEFORE DUE DATE 
OF RETURN.— 

‘‘(A) IN GENERAL.—If any excess contribution is contrib-
uted for a taxable year to any health savings account of an 
individual, paragraph (2) shall not apply to distributions 
from the health savings accounts of such individual (to the 
extent such distributions do not exceed the aggregate excess 
contributions to all such accounts of such individual for 
such year) if— 

‘‘(i) such distribution is received by the individual 
on or before the last day prescribed by law (including 
extensions of time) for filing such individual’s return 
for such taxable year, and 

‘‘(ii) such distribution is accompanied by the 
amount of net income attributable to such excess con-
tribution. 

Any net income described in clause (ii) shall be included in 
the gross income of the individual for the taxable year in 
which it is received.

‘‘(B) EXCESS CONTRIBUTION.—For purposes of subpara-
graph (A), the term ‘excess contribution’ means any con-
tribution (other than a rollover contribution described in 
paragraph (5) or section 220(f)(5)) which is neither exclud-
able from gross income under section 106(d) nor deductible 
under this section. 
‘‘(4) ADDITIONAL TAX ON DISTRIBUTIONS NOT USED FOR 

QUALIFIED MEDICAL EXPENSES.—
‘‘(A) IN GENERAL.—The tax imposed by this chapter on 

the account beneficiary for any taxable year in which there 
is a payment or distribution from a health savings account 
of such beneficiary which is includible in gross income 
under paragraph (2) shall be increased by 10 percent of the 
amount which is so includible. 

‘‘(B) EXCEPTION FOR DISABILITY OR DEATH.—Subpara-
graph (A) shall not apply if the payment or distribution is 
made after the account beneficiary becomes disabled within 
the meaning of section 72(m)(7) or dies. 

‘‘(C) EXCEPTION FOR DISTRIBUTIONS AFTER MEDICARE 
ELIGIBILITY.—Subparagraph (A) shall not apply to any pay-
ment or distribution after the date on which the account 
beneficiary attains the age specified in section 1811 of the 
Social Security Act. 
‘‘(5) ROLLOVER CONTRIBUTION.—An amount is described in 

this paragraph as a rollover contribution if it meets the require-
ments of subparagraphs (A) and (B). 

‘‘(A) IN GENERAL.—Paragraph (2) shall not apply to 
any amount paid or distributed from a health savings ac-
count to the account beneficiary to the extent the amount re-
ceived is paid into a health savings account for the benefit 
of such beneficiary not later than the 60th day after the day 
on which the beneficiary receives the payment or distribu-
tion. 
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‘‘(B) LIMITATION.—This paragraph shall not apply to 
any amount described in subparagraph (A) received by an 
individual from a health savings account if, at any time 
during the 1-year period ending on the day of such receipt, 
such individual received any other amount described in 
subparagraph (A) from a health savings account which was 
not includible in the individual’s gross income because of 
the application of this paragraph. 
‘‘(6) COORDINATION WITH MEDICAL EXPENSE DEDUCTION.—

For purposes of determining the amount of the deduction under 
section 213, any payment or distribution out of a health savings 
account for qualified medical expenses shall not be treated as 
an expense paid for medical care. 

‘‘(7) TRANSFER OF ACCOUNT INCIDENT TO DIVORCE.—The 
transfer of an individual’s interest in a health savings account 
to an individual’s spouse or former spouse under a divorce or 
separation instrument described in subparagraph (A) of section 
71(b)(2) shall not be considered a taxable transfer made by such 
individual notwithstanding any other provision of this subtitle, 
and such interest shall, after such transfer, be treated as a 
health savings account with respect to which such spouse is the 
account beneficiary. 

‘‘(8) TREATMENT AFTER DEATH OF ACCOUNT BENEFICIARY.— 
‘‘(A) TREATMENT IF DESIGNATED BENEFICIARY IS 

SPOUSE.—If the account beneficiary’s surviving spouse ac-
quires such beneficiary’s interest in a health savings ac-
count by reason of being the designated beneficiary of such 
account at the death of the account beneficiary, such health 
savings account shall be treated as if the spouse were the 
account beneficiary. 

‘‘(B) OTHER CASES.— 
‘‘(i) IN GENERAL.— If, by reason of the death of the 

account beneficiary, any person acquires the account 
beneficiary’s interest in a health savings account in a 
case to which subparagraph (A) does not apply—

‘‘(I) such account shall cease to be a health 
savings account as of the date of death, and 

‘‘(II) an amount equal to the fair market value 
of the assets in such account on such date shall be 
includible if such person is not the estate of such 
beneficiary, in such person’s gross income for the 
taxable year which includes such date, or if such 
person is the estate of such beneficiary, in such 
beneficiary’s gross income for the last taxable year 
of such beneficiary. 
‘‘(ii) SPECIAL RULES.— 

‘‘(I) REDUCTION OF INCLUSION FOR PREDEATH 
EXPENSES.—The amount includible in gross in-
come under clause (i) by any person (other than 
the estate) shall be reduced by the amount of quali-
fied medical expenses which were incurred by the 
decedent before the date of the decedent’s death 
and paid by such person within 1 year after such 
date. 
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‘‘(II) DEDUCTION FOR ESTATE TAXES.— An ap-
propriate deduction shall be allowed under section 
691(c) to any person (other than the decedent or 
the decedent’s spouse) with respect to amounts in-
cluded in gross income under clause (i) by such 
person. 

‘‘(g) COST-OF-LIVING ADJUSTMENT.—
‘‘(1) IN GENERAL.—Each dollar amount in subsections (b)(2) 

and (c)(2)(A) shall be increased by an amount equal to—
‘‘(A) such dollar amount, multiplied by 
‘‘(B) the cost-of-living adjustment determined under 

section 1(f)(3) for the calendar year in which such taxable 
year begins determined by substituting for ‘calendar year 
1992’ in subparagraph (B) thereof—

‘‘(i) except as provided in clause (ii), ‘calendar year 
1997’, and 

‘‘(ii) in the case of each dollar amount in sub-
section (c)(2)(A), ‘calendar year 2003’. 

‘‘(2) ROUNDING.—If any increase under paragraph (1) is not 
a multiple of $50, such increase shall be rounded to the nearest 
multiple of $50. 
‘‘(h) REPORTS.—The Secretary may require—

‘‘(1) the trustee of a health savings account to make such 
reports regarding such account to the Secretary and to the ac-
count beneficiary with respect to contributions, distributions, 
the return of excess contributions, and such other matters as the 
Secretary determines appropriate, and 

‘‘(2) any person who provides an individual with a high de-
ductible health plan to make such reports to the Secretary and 
to the account beneficiary with respect to such plan as the Sec-
retary determines appropriate. 

The reports required by this subsection shall be filed at such time 
and in such manner and furnished to such individuals at such time 
and in such manner as may be required by the Secretary.’’. 

(b) DEDUCTION ALLOWED WHETHER OR NOT INDIVIDUAL 
ITEMIZES OTHER DEDUCTIONS.—Subsection (a) of section 62 of such 
Code is amended by inserting after paragraph (18) the following 
new paragraph: 

‘‘(19) HEALTH SAVINGS ACCOUNTS.—The deduction allowed 
by section 223.’’. 
(c) ROLLOVERS FROM ARCHER MSAS PERMITTED.—Subpara-

graph (A) of section 220(f)(5) of such Code (relating to rollover con-
tribution) is amended by inserting ‘‘or a health savings account (as 
defined in section 223(d))’’ after ‘‘paid into an Archer MSA’’. 

(d) EXCLUSIONS FOR EMPLOYER CONTRIBUTIONS TO HEALTH 
SAVINGS ACCOUNTS.—

(1) EXCLUSION FROM INCOME TAX.—Section 106 of such 
Code (relating to contributions by employer to accident and 
health plans) is amended by adding at the end the following 
new subsection: 
‘‘(d) CONTRIBUTIONS TO HEALTH SAVINGS ACCOUNTS.— 

‘‘(1) IN GENERAL.—In the case of an employee who is an eli-
gible individual (as defined in section 223(c)(1)), amounts con-
tributed by such employee’s employer to any health savings ac-
count (as defined in section 223(d)) of such employee shall be 
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treated as employer-provided coverage for medical expenses 
under an accident or health plan to the extent such amounts do 
not exceed the limitation under section 223(b) (determined with-
out regard to this subsection) which is applicable to such em-
ployee for such taxable year. 

‘‘(2) SPECIAL RULES.—Rules similar to the rules of para-
graphs (2), (3), (4), and (5) of subsection (b) shall apply for pur-
poses of this subsection. 

‘‘(3) CROSS REFERENCE.—
‘‘For penalty on failure by employer to make comparable contribu-

tions to the health savings accounts of comparable employees, see 
section 4980G.’’.

(2) EXCLUSION FROM EMPLOYMENT TAXES.—
(A) RAILROAD RETIREMENT TAX.—Subsection (e) of sec-

tion 3231 of such Code is amended by adding at the end 
the following new paragraph: 
‘‘(11) HEALTH SAVINGS ACCOUNT CONTRIBUTIONS.—The 

term ‘compensation’ shall not include any payment made to or 
for the benefit of an employee if at the time of such payment it 
is reasonable to believe that the employee will be able to exclude 
such payment from income under section 106(d).’’. 

(B) UNEMPLOYMENT TAX.—Subsection (b) of section 
3306 of such Code is amended by striking ‘‘or’’ at the end 
of paragraph (16), by striking the period at the end of para-
graph (17) and inserting ‘‘; or’’, and by inserting after para-
graph (17) the following new paragraph:
‘‘(18) any payment made to or for the benefit of an employee 

if at the time of such payment it is reasonable to believe that 
the employee will be able to exclude such payment from income 
under section 106(d).’’. 

(C) WITHHOLDING TAX.—Subsection (a) of section 3401 
of such Code is amended by striking ‘‘or’’ at the end of 
paragraph (20), by striking the period at the end of para-
graph (21) and inserting ‘‘; or’’, and by inserting after para-
graph (21) the following new paragraph: 
‘‘(22) any payment made to or for the benefit of an employee 

if at the time of such payment it is reasonable to believe that 
the employee will be able to exclude such payment from income 
under section 106(d).’’. 

(3) EMPLOYER CONTRIBUTIONS REQUIRED TO BE SHOWN ON 
W–2.—Subsection (a) of section 6051 of such Code is amended 
by striking ‘‘and’’ at the end of paragraph (10), by striking the 
period at the end of paragraph (11) and inserting ‘‘, and’’, and 
by inserting after paragraph (11) the following new paragraph: 

‘‘(12) the amount contributed to any health savings account 
(as defined in section 223(d)) of such employee or such employ-
ee’s spouse.’’. 

(4) PENALTY FOR FAILURE OF EMPLOYER TO MAKE COM-
PARABLE HEALTH SAVINGS ACCOUNT CONTRIBUTIONS.—

(A) IN GENERAL.—Chapter 43 of such Code is amended 
by adding after section 4980F the following new section: 

‘‘SEC. 4980G. FAILURE OF EMPLOYER TO MAKE COMPARABLE HEALTH 
SAVINGS ACCOUNT CONTRIBUTIONS. 

‘‘(a) GENERAL RULE.—In the case of an employer who makes a 
contribution to the health savings account of any employee during 
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a calendar year, there is hereby imposed a tax on the failure of such 
employer to meet the requirements of subsection (b) for such cal-
endar year. 

‘‘(b) RULES AND REQUIREMENTS.—Rules and requirements simi-
lar to the rules and requirements of section 4980E shall apply for 
purposes of this section. 

‘‘(c) REGULATIONS.—The Secretary shall issue regulations to 
carry out the purposes of this section, including regulations pro-
viding special rules for employers who make contributions to Archer 
MSAs and health savings accounts during the calendar year.’’. 

(B) CLERICAL AMENDMENT.—The table of sections for 
chapter 43 of such Code is amended by adding after the 
item relating to section 4980F the following new item:

‘‘Sec. 4980G. Failure of employer to make comparable health savings account con-
tributions.’’.

(e) TAX ON EXCESS CONTRIBUTIONS.—Section 4973 of such Code 
(relating to tax on excess contributions to certain tax-favored ac-
counts and annuities) is amended—

(1) by striking ‘‘or’’ at the end of subsection (a)(3), by insert-
ing ‘‘or’’ at the end of subsection (a)(4), and by inserting after 
subsection (a)(4) the following new paragraph: 

‘‘(5) a health savings account (within the meaning of sec-
tion 223(d)),’’, and 

(2) by adding at the end the following new subsection: 
‘‘(g) EXCESS CONTRIBUTIONS TO HEALTH SAVINGS ACCOUNTS.—

For purposes of this section, in the case of health savings accounts 
(within the meaning of section 223(d)), the term ‘excess contribu-
tions’ means the sum of—

‘‘(1) the aggregate amount contributed for the taxable year 
to the accounts (other than a rollover contribution described in 
section 220(f)(5) or 223(f)(5)) which is neither excludable from 
gross income under section 106(d) nor allowable as a deduction 
under section 223 for such year, and 

‘‘(2) the amount determined under this subsection for the 
preceding taxable year, reduced by the sum of—

‘‘(A) the distributions out of the accounts which were 
included in gross income under section 223(f)(2), and 

‘‘(B) the excess (if any) of—
‘‘(i) the maximum amount allowable as a deduc-

tion under section 223(b) (determined without regard 
to section 106(d)) for the taxable year, over 

‘‘(ii) the amount contributed to the accounts for the 
taxable year. 

For purposes of this subsection, any contribution which is distrib-
uted out of the health savings account in a distribution to which 
section 223(f)(3) applies shall be treated as an amount not contrib-
uted.’’. 

(f) TAX ON PROHIBITED TRANSACTIONS.—
(1) Section 4975 of such Code (relating to tax on prohibited 

transactions) is amended by adding at the end of subsection (c) 
the following new paragraph: 

‘‘(6) SPECIAL RULE FOR HEALTH SAVINGS ACCOUNTS.—An in-
dividual for whose benefit a health savings account (within the 
meaning of section 223(d)) is established shall be exempt from 
the tax imposed by this section with respect to any transaction 
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concerning such account (which would otherwise be taxable 
under this section) if, with respect to such transaction, the ac-
count ceases to be a health savings account by reason of the ap-
plication of section 223(e)(2) to such account.’’. 

(2) Paragraph (1) of section 4975(e) of such Code is amend-
ed by redesignating subparagraphs (E) and (F) as subpara-
graphs (F) and (G), respectively, and by inserting after subpara-
graph (D) the following new subparagraph: 

‘‘(E) a health savings account described in section 
223(d),’’. 

(g) FAILURE TO PROVIDE REPORTS ON HEALTH SAVINGS AC-
COUNTS.—Paragraph (2) of section 6693(a) of such Code (relating to 
reports) is amended by redesignating subparagraphs (C) and (D) as 
subparagraphs (D) and (E), respectively, and by inserting after sub-
paragraph (B) the following new subparagraph: 

‘‘(C) section 223(h) (relating to health savings ac-
counts),’’. 

(h) EXCEPTION FROM CAPITALIZATION OF POLICY ACQUISITION 
EXPENSES.—Subparagraph (B) of section 848(e)(1) of such Code (de-
fining specified insurance contract) is amended by striking ‘‘and’’ at 
the end of clause (iii), by striking the period at the end of clause (iv) 
and inserting ‘‘, and’’, and by adding at the end the following new 
clause: 

‘‘(v) any contract which is a health savings account 
(as defined in section 223(d)).’’. 

(i) HEALTH SAVINGS ACCOUNTS MAY BE OFFERED UNDER CAFE-
TERIA PLANS.—Paragraph (2) of section 125(d) (relating to cafeteria 
plan defined) is amended by adding at the end the following new 
subparagraph: 

‘‘(D) EXCEPTION FOR HEALTH SAVINGS ACCOUNTS.—
Subparagraph (A) shall not apply to a plan to the extent 
of amounts which a covered employee may elect to have the 
employer pay as contributions to a health savings account 
established on behalf of the employee.’’. 

(j) CLERICAL AMENDMENT.—The table of sections for part VII of 
subchapter B of chapter 1 of such Code is amended by striking the 
last item and inserting the following:
‘‘Sec. 223. Health savings accounts. 
‘‘Sec. 224. Cross reference.’’.

(k) EFFECTIVE DATE.—The amendments made by this section 
shall apply to taxable years beginning after December 31, 2003. 
SEC. 1202. EXCLUSION FROM GROSS INCOME OF CERTAIN FEDERAL 

SUBSIDIES FOR PRESCRIPTION DRUG PLANS. 
(a) IN GENERAL.—Part III of subchapter B of chapter 1 of the 

Internal Revenue Code of 1986 is amended by inserting after section 
139 the following new section: 
‘‘SEC. 139A. FEDERAL SUBSIDIES FOR PRESCRIPTION DRUG PLANS. 

‘‘Gross income shall not include any special subsidy payment 
received under section 1860D–22 of the Social Security Act. This 
section shall not be taken into account for purposes of determining 
whether any deduction is allowable with respect to any cost taken 
into account in determining such payment.’’. 

(b) ALTERNATIVE MINIMUM TAX RELIEF.—Section 56(g)(4)(B) of 
such Code is amended by inserting ‘‘or 139A’’ after ‘‘section 114’’. 
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(c) CONFORMING AMENDMENT.—The table of sections for part 
III of subchapter B of chapter 1 of such Code is amended by insert-
ing after the item relating to section 139 the following new item:
‘‘Sec. 139A. Federal subsidies for prescription drug plans.’’.

(d) EFFECTIVE DATE.—The amendments made by this section 
shall apply to taxable years ending after the date of the enactment 
of this Act. 
SEC. 1203. EXCEPTION TO INFORMATION REPORTING REQUIREMENTS 

RELATED TO CERTAIN HEALTH ARRANGEMENTS. 
(a) IN GENERAL.—Section 6041 of the Internal Revenue Code of 

1986 (relating to information at source) is amended by adding at 
the end the following new subsection: 

‘‘(f) SECTION DOES NOT APPLY TO CERTAIN HEALTH ARRANGE-
MENTS.—This section shall not apply to any payment for medical 
care (as defined in section 213(d)) made under—

‘‘(1) a flexible spending arrangement (as defined in section 
106(c)(2)), or 

‘‘(2) a health reimbursement arrangement which is treated 
as employer-provided coverage under an accident or health plan 
for purposes of section 106.’’. 

(b) EFFECTIVE DATE.—The amendment made by this section shall 
apply to payments made after December 31, 2002.

And the Senate agree to the same. 
That the House recede from its disagreement to the amend-

ment of the Senate to the title of the bill and agree to the same 
with an amendment as follows: 

In lieu of the matter proposed to be inserted by the Senate 
amendment to the title of the bill insert the following: ‘‘An Act to 
amend title XVIII of the Social Security Act to provide for a vol-
untary prescription drug coverage program under the medicare pro-
gram, to modernize, strengthen, and improve the medicare pro-
gram, to amend the Internal Revenue Code of 1986 to allow a de-
duction to individuals for amounts contributed to health savings ac-
counts, to amend the Federal Food, Drug, and Cosmetic Act with 
respect to abbreviated applications for the approval of new drugs 
and the importation of prescription drugs, and for other purposes.’’. 

And the Senate agree to the same.
BILLY TAUZIN, 
WILLIAM THOMAS, 
MICHAEL BILIRAKIS, 
NANCY L. JOHNSON, 
TOM DELAY, 

Managers on the Part of the House.

CHUCK GRASSLEY, 
ORRIN HATCH, 
DON NICKLES, 
BILL FRIST, 
JON KYL, 
MAX BAUCUS, 
JOHN BREAUX, 

Managers on the Part of the Senate.
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JOINT EXPLANATION STATEMENT OF THE COMMITTEE OF 
CONFERENCE 

The managers on the part of the House and the Senate at the 
conference on the disagreeing votes of the two Houses on the 
amendment of the Senate to the bill (H.R. 1) to amend title XVIII 
of the Social Security Act to provide for a voluntary program for 
prescription drug coverage under the Medicare Program, to mod-
ernize the Medicare Program to amend the Internal Revenue Code 
of 1986 to allow a deduction to individuals for amounts contributed 
to health savings security accounts and health savings accounts, to 
provide for the disposition of unused health benefits in cafeteria 
plans and flexible spending arrangements, and for other purposes, 
submit the following joint statement to the House and the Senate 
in explanation of the effect of the action agreed upon by the man-
agers and recommended in the accompanying conference report: 

The Senate amendment to the text of the bill struck all of the 
House bill after the enacting clause and inserted a substitute text. 

The House recedes from its disagreement to the amendment of 
the Senate with an amendment that is a substitute for the House 
bill and the Senate amendment. The differences between the House 
bill, the Senate amendment, and the substitute agreed to in con-
ference are noted below, except for clerical corrections, conforming 
changes made necessary by agreements reached by the conferees, 
and minor drafting and clarifying changes. 

MEDICARE PRESCRIPTION DRUG, IMPROVEMENT, AND 
MODERNIZATION ACT OF 2003 

CONTENTS 

Page 
Title I—Medicare Prescription Drug Benefit ........................................................ 426
Title II—Medicare Advantage ................................................................................ 523
Title III—Combating Waste, Fraud, and Abuse ................................................... 571
Title IV—Rural Provisions ...................................................................................... 608
Title V—Provisions Relating to Part A .................................................................. 648
Title VI—Provisions Relating to Part B ................................................................ 664
Title VII—Provisions Relating to Parts A and B .................................................. 711
Title VIII—Cost Containment ................................................................................ 740
Title IX—Administrative Improvements, Regulatory Reduction, and Con-

tracting Reform .................................................................................................... 747
Title X—Medicaid and Miscellaneous Provisions .................................................. 807
Title XI—Access to Affordable Pharmaceuticals ................................................... 832
Title XII—Tax Incentives for Health and Retirement Security ........................... 836
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Short Title; Amendments to Social Security Act; References to 
BIPA and Secretary; Table of Contents. (Section 1 of Con-
ference Agreement; Section 1 of House bill; Section 1 of Senate 
bill). 

Present Law
No provision. 

House Provision 
The provision specifies the title of the Act as the ‘‘Medicare 

Prescription Drug and Modernization Act of 2003’’. The provision 
also includes a table of contents. 

Senate Provision 
The provision specifies the title of the Act as the ‘‘Prescription 

Drug and Medicare Improvement Act of 2003’’. The provision also 
includes a table of contents. 

Conference Agreement 
The provision specifies the title of the Act as the ‘‘Medicare 

Prescription Drug, Improvement and Modernization Act of 2003’’. 
The provision also includes a table of contents.

TITLE I—MEDICARE PRESCRIPTION DRUG BENEFIT 

Voluntary Prescription Drug Benefit Program (Section 101 of Con-
ference agreement, Section 101 of House bill; Section 101 of 
Senate bill). 

Present Law 
Medicare does not cover most outpatient prescription drugs. 

Beneficiaries who are inpatients of hospitals or skilled nursing fa-
cilities may receive drugs as part of their treatment. Medicare pay-
ments made to the facilities cover these costs. Medicare also makes 
payments to physicians for drugs or biologicals, which cannot be 
self-administered. This means that coverage is generally limited to 
drugs or biologicals administered by infusion or injection. However, 
if the injection is generally self-administered (e.g., insulin), it is not 
covered. 

Despite the general limitation on coverage for outpatient 
drugs, the law specifically authorizes coverage for the following: (1) 
drugs used in immunosuppressive therapy (such as cyclosporin) fol-
lowing discharge from a hospital for a Medicare covered organ 
transplant; (2) erythropoietin (EPO) for the treatment of anemia 
for persons with chronic renal failure who are on dialysis; (3) drugs 
taken orally during cancer chemotherapy providing they have the 
same active ingredients and are used for the same indications as 
chemotherapy drugs which would be covered if they were not self-
administered and were administered as incident to a physician’s 
professional service; and (4) hemophilia clotting factors for hemo-
philia patients competent to use such factors to control bleeding 
without medical supervision, and items related to the administra-
tion of such factors. The program also pays for supplies (including 
drugs) that are necessary for the effective use of covered durable 
medical equipment, including those which must be put directly into 
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the equipment (e.g., tumor chemotherapy agents used with an infu-
sion pump). Medicare also covers pneumococcal pneumonia vac-
cines, hepatitis B vaccines, and influenza virus vaccines. 

The Committee on Ways and Means, the Committee on Energy 
and Commerce and the Senate Finance Committee have held nu-
merous hearings on providing prescription drug benefits to seniors, 
modernizing the program by making benefits, cost sharing and the 
delivery of care more rational, and strengthening Medicare finan-
cially for current and future generations. 

The typical senior now takes more than 20 prescriptions a year 
to improve their health or manage their diseases. While seniors are 
taking more drugs than any other demographic group, they are 
often paying the highest prices because about twenty-five percent 
of seniors have no prescription drug coverage. Similarly, low-in-
come beneficiaries must often make unacceptable choices between 
life-saving medicines and other essentials. 

The addition of a prescription drug benefit to Medicare, while 
providing seniors additional choices in how they receive their 
health services, is a critical modernization of the program. 

Legislation to achieve these goals passed the House in 2000 
(H.R. 4680, the Medicare Rx 2000 Act), in 2002 (H.R. 4954, the 
Medicare Modernization and Prescription Drug Act), and in 2003 
(H.R. 1, the Medicare Prescription Drug and Modernization Act). 
The Senate passed legislation (S.1, the Prescription Drug and 
Medicare Improvement Act) to modernize the program and provide 
prescription drugs in 2003. 

The conference report is the culmination of this legislative 
process. 

House Bill 
The provision would establish a new Voluntary Prescription 

Drug Benefit Program under a new Part D of Title XVIII of the So-
cial Security Act. Effective January 1, 2006, a new optional benefit 
would be established under a new Part D. Beneficiaries could pur-
chase either ‘‘standard coverage’’ or actuarially equivalent cov-
erage. In 2006, ‘‘standard coverage’’ would have a $250 deductible, 
20% cost-sharing for costs between $251 and $2,000, then no cov-
erage until the beneficiary had out-of-pocket costs of $3,500 when 
full coverage would be provided. The out-of-pocket limit would be 
higher for higher income beneficiaries. Low-income subsidies would 
be provided for persons with incomes below 150% of poverty. Cov-
erage would be provided through prescription drug plans (PDPs) or 
Medicare Advantage (MA) Rx plans or Enhanced Fee-For-Service 
(EFFS) Rx plans. The program would rely on private plans to pro-
vide coverage and to bear some of the financial risk for drug costs; 
federal subsidies would be provided to encourage participation. 
Plans would determine payments and would be expected to nego-
tiate prices. The new Medicare Benefits Administration (MBA), 
within the Department of Health and Human Services (HHS) 
would administer the benefit. 

Senate Bill 
Effective January 1, 2006, a new optional benefit would be es-

tablished under a new Part D. Beneficiaries could purchase either 
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‘‘standard coverage’’ or actuarially equivalent coverage. In 2006, 
‘‘standard coverage’’ would have a $275 deductible, 50% cost-shar-
ing for costs between $276 and $4,500, then no coverage until the 
beneficiary had out-of-pocket costs of $3,700; and 10% cost-sharing 
thereafter. Individuals with incomes below 160% of poverty would 
receive additional assistance. The bill would rely on private plans 
to provide coverage and to bear a portion of the financial risk for 
drug costs. Federal subsidies would be provided to encourage par-
ticipation. (A fallback mechanism would be provided in areas where 
private risk bearing plans were not available. Under the fallback 
mechanism, Medicare would contract with a private plan to provide 
the benefit in the area; the plan would not be at financial risk, ex-
cept for a small portion of management fees tied to performance). 
Coverage would be provided through Medicare Prescription Drug 
Plans (PDPs) or MedicareAdvantage plans (MAs). A new Center for 
Medicare Choices (CMC) would be established within the Depart-
ment of Health and Human Services (HHS) to administer the Part 
D benefit and the new MA program. 

Conference Agreement 
The provision establishes a new voluntary prescription drug 

benefit under a new Part D of Title XVIII of the Social Security 
Act. Effective January 1, 2006, a new optional benefit will be estab-
lished under a new Part D. Beneficiaries could purchase either 
‘‘standard coverage’’ or alternative coverage with actuarially equiv-
alent benefits. In 2006, ‘‘standard coverage’’ will have a $250 de-
ductible, 25% coinsurance for costs between $251 and $2,250, and 
catastrophic coverage after out of pocket expenses of $3,600. Once 
the beneficiary reached the catastrophic limit, the program would 
pay all costs except for nominal cost-sharing. Low-income subsidies
would be provided for persons with incomes below 150% of poverty. 
Coverage would be provided through prescription drug plans or 
Medicare Advantage prescription drug (MA–PD) plans. The pro-
gram will rely on private plans to provide coverage and to bear 
some of the financial risk for drug costs; federal subsidies will be 
provided to encourage participation. Plans will determine pre-
miums through a bid process and will compete based on premiums 
and negotiated prices. 

PART D—VOLUNTARY PRESCRIPTION DRUG BENEFIT PROGRAM 

Subpart 1—Eligible Beneficiaries and Prescription Drug Bene-
fits. 

Eligibility, Enrollment and Information (New Section 1860D–1 of 
conference agreement; New Section 1860D–1 and New Section 
1860D–5 of House bill; new sections 1860D–1, 1860D–2, 
1860D–3, and 1860D–4 of Senate bill). 

Present Law 
People generally enroll in Part B when they turn 65. Persons 

who have applied for Social Security or railroad retirement benefits 
automatically receive a Medicare card when they turn 65. Persons 
who have not applied for Social Security or railroad retirement 
benefits must file an application for Medicare benefits. An indi-
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vidual who becomes entitled to Medicare Part A is automatically 
enrolled in Part B unless he or she specifically opts out of this cov-
erage. An aged person not entitled to Part A may still enroll in 
Part B. 

House Bill 
The new Section 1860D–1 would specify that each individual 

entitled to Medicare Part A or enrolled in Medicare Part B would 
be entitled to obtain qualified prescription drug coverage. The ben-
efit is completely voluntary. MA organizations and EFFS plans 
would be required to offer plans that included qualified prescription 
drug coverage. An individual enrolled in an MA Rx plan or EFFS 
Rx plan would obtain their drug coverage through the plan. An in-
dividual not enrolled in either an MA or EFFS plan could enroll 
in a new prescription drug plan (PDP). The provision would specify 
that an individual eligible to make an election to enroll in a PDP, 
or with an MA Rx or EFFS Rx plan, would do so in accordance 
with regulations issued by the Administrator of the new Medicare 
Benefits Administration (MBA). Enrollments and changes in enroll-
ment could occur only during a specified election period. The elec-
tion periods would generally be the same as those established for 
MA and EFFS programs including annual coordinated election pe-
riods and special election periods. An individual discontinuing an 
MA election during the first year of eligibility would be permitted 
to enroll in a PDP at the same time as the election of coverage 
under the original fee-for-service plan. 

The provision would establish initial election periods. A six 
month election period, beginning on October 1, 2005, would be es-
tablished for persons entitled to Part A or enrolled under Part B 
on that date. For persons first entitled to Part A or enrolled in Part 
B after that date, an initial election period, which was the same 
as that for initial part B enrollment, would be established. The Ad-
ministrator would be required to establish special election periods 
for persons in special circumstances to ensure no or little disrup-
tion in coverage. Specifically these would apply to: persons having 
and involuntarily losing prescription drug coverage; in cases of en-
rollment delays or non-enrollment attributable to government ac-
tion; in the case of an individual meeting exceptional circumstances 
specified by the Administrator (including circumstances identified 
by the Administrator for MA enrollment); and in cases of individ-
uals who become eligible for Medicaid drug coverage. 

General information on PDP, MA Rx and EFFS Rx plans 
would be made available during election periods. The Adminis-
trator could provide information on individuals eligible to enroll in 
plans to plan sponsors and organizations. 

The provision would provide that elections would take effect at 
the same time that elections take effect for MA plans. However, no 
election could take effect before January 1, 2006. The Adminis-
trator would provide for the termination of an election in the case 
of termination of Part A and Part B coverage or termination of an 
election for cause (including failure to pay the required premium). 

The new Section 1860D–5 would require the Administrator to 
establish a process for the selection of a PDP plan or an MA Rx 
or EFFS Rx plan that provided qualified prescription drug cov-

VerDate jul 14 2003 06:29 Nov 24, 2003 Jkt 090299 PO 00000 Frm 00431 Fmt 6601 Sfmt 6601 E:\HR\OC\HR391.XXX HR391



430

erage. The process would include the conduct of annual coordinated 
election periods under which individuals could change the quali-
fying plans through which they obtained coverage. The process 
would also include the active dissemination of information to pro-
mote an informed selection among qualifying plans (based on price, 
quality, and other features) in a manner consistent with and in co-
ordination with the dissemination of information under MA. Fur-
ther, the process would provide for the coordination of elections 
through filing with an entity offering a MA Rx or EFFS Rx plan 
or a PDP sponsor in a manner consistent with that provided under 
MA. The plan would have to inform each enrollee at the beginning 
of the year of the enrollee’s annual out-of-pocket threshold. 

In order to ensure no duplication of coverage, the section would 
specify that an MA Rx or EFFS Rx enrollee could only elect to re-
ceive drug coverage through the plan. 

Senate Bill 
Under the New Section 1860D–1, the Administrator would pro-

vide for and administer a voluntary prescription drug delivery pro-
gram under which each Part D eligible individual enrolled in Part 
D would be provided access to drug coverage. In general, 
MedicareAdvantage enrollees would obtain drug benefits through 
their MedicareAdvantage plan. Other Part D enrollees would re-
ceive their drug coverage through enrollment in a Medicare Pre-
scription Drug Plan offered in the geographic area in which the 
beneficiary resides. MedicareAdvantage enrollees in MSA plans 
would also receive drug coverage through enrollment in a Medicare 
Prescription Drug plan. MedicareAdvantage enrollees in private 
fee-for-service plans would receive drug benefits through such plan 
if the plan provided qualified prescription drug coverage; otherwise 
they would enroll in a Medicare Prescription Drug plan. The pro-
gram would begin January 1, 2006. 

Under the New Section 1860D–2, the Administrator would es-
tablish an enrollment process, which would be similar to that for 
Part B. An initial open enrollment period would be established. For 
beneficiaries eligible as of November 1, 2005, this would be the 6–
month period beginning November 1, 2005. Persons becoming eligi-
ble after this date would have an initial 7-month enrollment period 
similar to that established for Part B.

The New Section 1860D–3 would require the Administrator to 
establish a process through which a Part D eligible individual who 
was not enrolled in a MedicareAdvantage Plan (except for an MSA 
plan or private-fee-for-service plan not offering qualified drug cov-
erage) could enroll in a Medicare Prescription Drug plan serving 
the geographic area where the beneficiary resides. The beneficiary 
could make an annual election to change enrollment to another 
plan. A beneficiary in Part D who failed to enroll in a plan would 
be enrolled in a plan designated by the Administrator. 

The Administrator would use rules similar to the rules estab-
lished for enrollment, disenrollment and termination of enrollment 
with MedicareAdvantage plans. Included would be requirements 
relating to establishment of special election periods and application 
of the guaranteed issue and renewal provisions. The Administrator 
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would also coordinate enrollments, disenrollments, and termi-
nations of enrollments under Part C with those under Part D. 

The enrollment process established by the Administrator would 
ensure that beneficiaries who enrolled in the first open enrollment 
period (beginning November 2005) would be permitted to elect an 
eligible entity prior to January 1, 2006, in order to assure coverage 
was effective on that date. 

In general, persons enrolled in MedicareAdvantage Plans 
would receive drug coverage through their MedicareAdvantage 
Plans and be subject to their enrollment rules. Persons enrolled in 
MSA plans or private-fee-for-service plans not offering qualified 
drug coverage would be subject to Part D enrollment rules. 

The Administrator would be authorized to provide information 
about eligible beneficiaries to eligible entities with contracts under 
Part D. Such information would be provided as the Administrator 
determined necessary to facilitate enrollment with such entities 
and for only so long and to the extent necessary to carry out this 
objective. 

The new Section 1860D–4 would require the Administrator to 
broadly disseminate information to beneficiaries regarding Part D 
coverage. Current beneficiaries would be provided such information 
at least 30 days prior to beginning of the first enrollment period. 

Information activities would be similar to those performed for 
MedicareAdvantage and be coordinated with such activities. Com-
parative plan information would include a comparison of benefits, 
monthly beneficiary obligation, quality and performance, bene-
ficiary cost-sharing, consumer satisfaction surveys, and other infor-
mation specified by the Secretary. 

Conference agreement 
The New Section 1860D–1 of the conference agreement speci-

fies that each individual entitled to Medicare Part A or enrolled in 
Medicare Part B would be entitled to obtain qualified prescription 
drug coverage through enrollment in a prescription drug plan. A 
beneficiary enrolled in a Medicare Advantage (MA) plan providing 
qualified prescription drug coverage (MA–PD plan) will obtain cov-
erage through that plan. MA enrollees may not enroll in a prescrip-
tion drug plan (PDP) under Part D except for: (1) Enrollees in pri-
vate fee-for-service MA plans not offering qualified prescription 
drug coverage; and (2) Enrollees in Medicare medical savings ac-
counts (MSAs). Coverage first begins January 1, 2006. 

The Secretary is required to establish a process for enrollment, 
disenrollment, termination, and change of enrollment of eligible 
beneficiaries in prescription drug plans. The Secretary is required 
to use rules similar to, and coordinated with, rules established for 
MA–PD plans relating to: Residency requirements; exercise of 
choice, coverage election periods (including initial periods, annual 
coordinated election periods, special election periods, and election 
periods for exceptional circumstances); coverage periods (relating to 
effectiveness of elections and changes of elections); guaranteed 
issue and renewal; and marketing material and application forms. 

The agreement establishes a default election process for full-
benefit dual eligible beneficiaries, that is, persons eligible for both 
Medicare and full benefits (including prescription drugs) under the 
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state’s Medicaid program. The Secretary will enroll any full-benefit 
dual eligible who has not enrolled in a prescription drug plan or 
MA–PD plan, in a plan that has a premium equal to or below the 
premium subsidy amount available to persons with incomes below 
135% of poverty. If more than one plan is available, the Secretary 
will enroll the beneficiary on a random basis among all such plans 
in the PDP region. Nothing prevents the beneficiary from declining 
enrollment or changing such enrollment. 

The provision would establish a six-month initial enrollment 
period, beginning November 15, 2005, for all persons who are eligi-
ble beneficiaries on that date; it is the same period established for 
enrollment period established for MA plans for that year. An initial 
enrollment period will apply for individuals becoming eligible after 
that date; in no case can such period be less than six months, 
which follows the current enrollment process for Part B. Conferees 
intend the enrollment process to be administratively simple to en-
courage enrollment in the new plans. 

The Secretary will establish enrollment periods for special cir-
cumstances. These include the involuntary loss of creditable pre-
scription drug coverage such as under a group health plan, or a re-
duction in coverage such that it no longer meets the actuarial 
equivalence test. Failure to pay the required premium does not 
meet the definition of involuntary loss of coverage. A special enroll-
ment period is also established for persons who discontinue their 
enrollment in a MA–PD plan during their first year of eligibility. 

The Secretary is authorized to provide each PDP sponsor and 
MA organization such identifying information about eligible indi-
viduals as the Secretary determines to be necessary to facilitate ef-
ficient marketing of plans and enrollment of beneficiaries in plans. 
The Secretary may provide such information only to the extent nec-
essary to carry out these activities and such PDP sponsor or MA 
organization may only use it to facilitate marketing and enrollment 
of beneficiaries in PDP and MA–PD plans. Conferees intend this 
provision to facilitate outreach to beneficiaries to ensure participa-
tion in the program. A consistent barrier to encouraging enrollment 
in the existing Medicare+Choice program is the high cost of mar-
keting to individuals. With Secretarial assistance, Conferees expect 
these costs to be reduced so that plans can readily identify eligible 
beneficiaries and target information effectively. 

The Secretary is required to conduct activities that are de-
signed to broadly disseminate information to eligible beneficiaries 
and prospective eligible beneficiaries. It must be available at least 
30 days prior to the initial enrollment period. The information dis-
semination requirements are similar to and are to be coordinated 
with the activities the Secretary is required to perform for MA 
plans.

The Conferees expect that in carrying out the annual dissemi-
nation of information requirement that the Secretary will conduct 
a significant public information campaign to educate beneficiaries 
about the new Medicare drug benefit to ensure the broad dissemi-
nation of accurate and timely information. In particular, the Con-
ferees expect that in carrying out this public information campaign 
that HHS will place a priority on, and make a best and concerted 
effort to, ensuring that the lower income seniors are aware of the 
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additional benefits available to them and how to enroll. Therefore, 
the public information campaign should include a program of out-
reach, information, appropriate mailings, and enrollment assist-
ance with and through appropriate state and federal agencies, in-
cluding State health insurance counseling and assistance pro-
grams, in coordination with other federal programs of assistance to 
low-income individuals, to maximize enrollment of eligible individ-
uals. In addition, special outreach efforts shall be made for dis-
advantaged and hard-to-reach populations, including targeted ef-
forts in historically underserved populations, and working with 
low-income assistance sites and a broad array of public, voluntary, 
and private community organizations serving Medicare bene-
ficiaries. Materials and information shall be made available in lan-
guages other than English, where appropriate. 

It is also critical that eligibility determination forms and pa-
perwork should be as simple as possible, with mail-in or electronic 
filings possible. In addition, face-to-face interviews should not be 
required except where necessary. The Secretary shall encourage 
multi-year enrollment (provided eligible individuals will be re-
quired to report disqualifying income and asset changes on a timely 
basis). It is the desire of the Conferees that, within three years 
after program enactment, the Secretary shall report on best prac-
tices in the successful enrollment of low-income beneficiaries. 

The Secretary is also required to disseminate comparative in-
formation to beneficiaries for the annual open enrollment period. 
Comparative information is to include information on benefits and 
formularies under a plan; monthly beneficiary premium; quality 
and performance; beneficiary cost-sharing; and consumer satisfac-
tion surveys. The Secretary is not required to provide information 
on quality and performance or consumer satisfaction during the 
first plan year or the next plan year if the information is not avail-
able. The Secretary is also required to provide information con-
cerning the methodology for determining late enrollment penalties. 

To promote informed decisions, comparative information is to 
include information on benefits and formularies under a plan; 
monthly beneficiary premium; quality and performance; beneficiary 
cost-sharing; and consumer satisfaction surveys. The Secretary is 
not required to provide information on quality and performance or 
consumer satisfaction during the first plan year or the next plan 
year if the information is not available. The Secretary is also re-
quired to provide information concerning the methodology for de-
termining late enrollment penalties. 

Prescription Drug Benefits (New Section 1860D–2 of conference 
agreement; New Section 1860D–2 of House bill; New Sections 
1860D–6, 1860D, and 1860D–1 of Senate bill). 

Present Law 
No provision. 

House Bill 
a. Benefits. The new Section 1860D–2 would specify the re-

quirements for qualified prescription drug coverage. Qualified cov-
erage would be defined as either ‘‘standard coverage’’ or actuarially 
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equivalent coverage. In both cases, access would have to be pro-
vided to negotiated prices. 

For 2006, ‘‘standard coverage’’ would be defined as having a 
$250 deductible; 20% coinsurance up to the initial coverage limit 
($2,000); catastrophic coverage would begin after an individual in-
curred $3,500 in out of pocket costs. Beginning in 2007, the annual 
dollar amounts would be increased by the annual percentage in-
crease in average per capita aggregate expenditures for covered 
outpatient drugs for Medicare beneficiaries for the 12-month period 
ending in July of the previous year. 

Plans would be permitted to substitute cost-sharing require-
ments, for costs up to the initial coverage limit that were actuari-
ally consistent with an average expected 20% coinsurance for costs 
up to the initial coverage limit. They could also apply tiered copay-
ments, provided such copayments were actuarially consistent with 
the average 20% cost-sharing requirements. 

The provision would specify incurred costs that would count to-
ward meeting the catastrophic limit. Costs would be treated as in-
curred costs only if they were paid by the individual (or by another 
family member on behalf of the individual), paid on behalf of a low-
income individual under the subsidy provisions, under the Med-
icaid program, or under a state pharmaceutical assistance program. 
Any costs for which the individual was reimbursed by insurance or 
otherwise would not count toward incurred costs. The Adminis-
trator would be authorized to establish procedures, in coordination 
with the Secretary of the Treasury and the Secretary of Labor, for 
determining whether costs were being reimbursed by insurance or 
other third-party arrangement. The procedures would provide for 
alerting entities in which such individuals were enrolled. Entities 
could also periodically ask enrolled individuals about such arrange-
ments. A material misrepresentation by an individual (as defined 
in standards set by the Administrator through a process estab-
lished by the Administrator) would constitute grounds for termi-
nation of Part D enrollment. 

The provision would permit a PDP or MA Rx or EFFS Rx plan 
to offer, subject to approval by the Administrator, alternative cov-
erage providing certain requirements were met. The actuarial 
value of total coverage would have to be at least equal to the actu-
arial value of standard coverage. The unsubsidized value of the 
coverage (i.e. the value of the coverage exceeding subsidy pay-
ments) would have to be equal to the unsubsidized value of stand-
ard coverage. The coverage would be designed (based on actuarially 
representative patterns of utilization) to provide for payment of in-
curred costs up to the initial coverage limit of at least the same 
percentage of costs provided under standard coverage. Further, 
stop loss protection would be the same as that under standard cov-
erage. 

Both standard coverage and actuarially equivalent coverage 
would have to offer access to negotiated prices. Coverage offered by 
a PDP plan sponsor or a MA or EFFS entity would be required to 
provide beneficiaries with access to negotiated prices (including ap-
plicable discounts). Access would be provided even when no bene-
fits were payable because of the application of cost-sharing or ini-
tial coverage limits. Insofar as a state elected to use these nego-
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tiated prices for its Medicaid program, the Medicaid drug payment 
provisions would not apply. (Further, the negotiated prices would 
not be taken into account in making ‘‘best price’’ determinations 
under Medicaid.) The PDP sponsor or MA or EFFS entity would be 
required to disclose to the Administrator the extent to which manu-
facturer discounts or rebates or other remunerations or price con-
cessions were made available to the sponsor or organization and 
passed through to enrollees through pharmacies and other dis-
pensers. Manufacturers would be required to disclose pricing infor-
mation to the Administrator under the same conditions currently 
required for Medicaid. 

Qualified prescription drug coverage could include coverage ex-
ceeding that specified for standard coverage or actuarially equiva-
lent coverage. However, any additional coverage would be limited 
to covered outpatient drugs. The Administrator could terminate a 
contract with a PDP sponsor or MA or EFFS entity if a determina-
tion was made that the sponsor or organizations engaged in activi-
ties intended to discourage enrollment of classes of eligible Medi-
care beneficiaries obtaining coverage through the plan on the basis 
of their higher likelihood of utilizing prescription drug coverage. 

b. Income-Related Out-of-Pocket threshold. The provision would 
increase the annual out-of-pocket threshold for each enrollee whose 
adjusted gross income exceeded a specified income threshold. The 
portion of income exceeding this income threshold ($60,000 in 
2006), but below an income threshold limit ($200,000 in 2006), 
would be considered in making this calculation. The increase would 
be calculated as follows. First, the ratio of the annual out-of- pocket 
limit to the income limit would be calculated and expressed as a 
percent. For 2006, this would be $3,500 divided by $60,000 equal-
ing 5.8%. This percentage would be multiplied by any excess in-
come over $60,000, or, if less, by the difference between income 
threshold limit and the income threshold ($140,000 in 2006). Thus, 
the catastrophic out-of-pocket limit would be $5,820 for an enrollee 
with an income of $100,000 and $11,620 for persons with incomes 
at $200,000 or above. Beginning in 2007, the income threshold and 
income threshold limits would be increased by the percentage in-
crease in the consumer price index (CPI) for all urban consumers, 
rounding to the nearest $100. 

The income used for making the income determination would 
be adjusted gross income. (Individuals filing joint returns would 
each be treated separately with each person considered to have an 
adjusted gross income equal to one-half of the total.) The deter-
mination would be the most recent return information disclosed by 
the Secretary of the Treasury to the Secretary of HHS, (as provided 
for under Section 106 of this Act) before the beginning of the year. 
The Secretary, in coordination with the Secretary of the Treasury, 
would provide a procedure under which an enrollee could elect to 
use more recent information, including information for a taxable 
year ending in the current calendar year. The process would re-
quire: (1) the enrollee to provide the Secretary with the relevant 
portion of the more recent return; (2) the Medicare Beneficiary Om-
budsman offering assistance to the enrollees in presenting such in-
formation and the toll-free number being a point of contact for 
beneficiaries to inquire how to present the information; (3) 
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verification by the Secretary of the Treasury; and (4) payment by 
the Secretary to the enrollee equal to the benefit payments that 
would have been payable under the plan if more recent information 
had been used. If such payments were made, the PDP sponsor 
would pay the Secretary the requisite amount, less the applicable 
reinsurance that would have applied. The payment would be cred-
ited to the Prescription Drug Account. 

The Secretary would be required to provide, through the an-
nual Medicare handbook, general information on the calculation of 
out-of-pocket thresholds. The Secretary would periodically transmit 
to the Secretary of the Treasury the names and TINs of enrollees 
in PDPs or MA Rx or EFFS Rx plans and request that the Sec-
retary of the Treasury disclose information as provided for under 
Section 106 of this Act. The Secretary would disclose to entities of-
fering the plan the amount of the out-of-pocket threshold that 
would apply to a specified taxpayer. Individuals could opt out of 
the Secretarial disclosure requirements, if they elected to have the 
maximum out-of-pocket threshold applied in a year. Criminal and 
civil penalties would apply to any unauthorized disclosure of infor-
mation obtained pursuant to Section 106. In disclosing such infor-
mation, stringent new confidentiality protections would apply. 

c. Covered Drugs. Covered outpatient drugs would be defined 
to include: (1) a drug which could only be dispensed subject to a 
prescription and which was described in subparagraph (A)(i) or 
(A)(ii) of Section 1927(k)(2) of the Social Security Act (relating to 
drugs covered under Medicaid); (2) a biological product described in 
paragraph B of such subsection; (3) insulin described in subpara-
graph C of such section and medical supplies associated with the 
injection of insulin; and (4) vaccines licensed under section 351 of 
the Public Health Service Act. Drugs excluded from Medicaid cov-
erage would be excluded from the definition except for smoking ces-
sation drugs. The definition would include any use of a covered out-
patient drug for a medically accepted indication. Drugs, which 
could be paid for under Medicare Part B, would not be covered 
under Part D. A plan could elect to exclude a drug, which would 
otherwise be covered, if the drug was excluded under the formulary 
and the exclusion was not successfully appealed under the new 
Section 1860D–3. In addition, a PDP or MA Rx or EFFS Rx plan 
could exclude from coverage, subject to reconsideration and appeals 
provisions, any drug, which would not meet Medicare’s definition 
of medically necessary or was not prescribed in accordance with the 
plan or Part D. 

Senate Bill 
a. Benefits. Under the new Section 1860D–6 of the Senate bill, 

plans would be required to offer ‘‘qualified coverage.’’ ‘‘Qualified 
coverage’’ would be either ‘‘standard coverage’’ or ‘‘actuarially 
equivalent coverage.’’ Both would require access to negotiated 
prices. In 2006, standard coverage would be defined as having a 
$275 deductible, 50% cost-sharing for drug costs between $276 and 
the initial coverage limit of $4,500, then no coverage, except that 
beneficiaries would have access to negotiated drug prices, until the 
beneficiary had out-of-pocket costs of $3,700 ($5813 in total spend-
ing); and 10% cost-sharing thereafter. These amounts would be in-
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creased in future years by the percentage increase in average per 
capita expenditures for covered drugs for the year ending the pre-
vious July. 

Out-of-pocket costs counting toward the limit would include 
costs paid by the individual (or by another individual such as a 
family member), paid on behalf of a low-income individual under 
the low-income provisions, paid under Medicaid, or paid under a 
state pharmaceutical assistance program. Any costs for which the 
individual was reimbursed by insurance or otherwise could not be 
counted. The Administrator would be authorized to establish proce-
dures, in coordination with the Secretary of the Treasury and the 
Secretary of Labor, for determining whether costs were being reim-
bursed by insurance or other third-party arrangement. The proce-
dures would provide for alerting entities in which such individuals 
were enrolled. Entities could also periodically ask enrolled individ-
uals about such arrangements. A material misrepresentation by an 
individual (as defined in standards set by the Administrator 
through a process established by the Administrator) would con-
stitute grounds for termination of Part D enrollment.

Entities could offer more generous drug coverage, if approved 
by the Administrator, but only if they also offered a plan providing 
standard coverage. Entities could offer a plan design different from 
standard coverage provided certain conditions were met. The actu-
arial value of total coverage would have to be at least equal to the 
actuarial value of standard coverage. The unsubsidized value of 
coverage would have to be at least equal to the unsubsidized value 
of standard coverage. Further, the coverage would be designed, 
based on a representative pattern of utilization, to cover the same 
percentage of costs up to the initial benefit limit as provided under 
the standard plan. The limitation on the deductible and out-of-
pocket expenditures would be the same as under standard cov-
erage. The entity would have to apply for and receive approval 
from the Administrator for an alternative benefit design. 

The Administrator would establish processes for determining 
the actuarial value of prescription drug coverage. The processes 
would take into account any effect that providing actuarially equiv-
alent rather than standard coverage would have on utilization. 

Qualified drug plans would be required to provide beneficiaries 
with access to negotiated prices (including all discounts, direct or 
indirect subsidies, rebates, other price concessions, or direct or indi-
rect remunerations), regardless of the fact that no benefits may be 
payable. The entity would be required to issue a card or other tech-
nology for this purpose. The Administrator would be required to 
provide for development of national standards relating to a stand-
ardized format for the card or other technology. The standards 
would be compatible with those provided for under the administra-
tive simplification and electronic prescribing requirements of Title 
XI. The standards would be implemented no later than January 1, 
2008. 

The bill would exempt any prices negotiated by a Medicare 
Prescription Drug plan, MedicareAdvantage plan, or qualified re-
tiree program from Medicaid’s determination of ‘‘best price’’ for pur-
poses of the Medicaid drug rebate program. 

b. Income-Related Out-of-Pocket Threshold. No provision. 
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c. Covered Drugs. The New Section 1860D would define cov-
ered drugs as drugs, biological products, and insulin (including sy-
ringes, and necessary medical supplies associated with the admin-
istration of insulin, as defined by the Administrator) which are cov-
ered under Medicaid and vaccines licensed under Section 351 of the 
Public Health Service Act. Coverage would be extended to any use 
of a covered drug for a medically accepted indication. The term 
would not include drugs or classes of drugs, or their medical uses, 
which could be excluded from coverage under Medicaid, except for 
smoking cessation agents. The term would not include drugs cur-
rently covered under Medicare Part A or Medicare Part B to the 
extent payment is available under those Parts. A drug prescribed 
for an individual, which would ordinarily be a covered drug, would 
not be covered if a plan’s formulary excluded the drug and the ex-
clusion was not successfully resolved. Further, a Medicare Prescrip-
tion Drug plan or a MedicareAdvantage plan could exclude drugs 
which did not meet Medicare’s definition of ‘‘reasonable and nec-
essary’’ under Section 1862(a) of the Act or which were not pre-
scribed in accordance with the requirements of the plan or Part D. 

New Section 1860D–1 would specify that the program would 
provide coverage for all therapeutic categories and classes of cov-
ered drugs (though not necessarily for all drugs within such cat-
egories and classes). 

Conference Agreement 
a. Benefits. The New Section 1860D–2 specifies the require-

ments for qualified prescription drug coverage. Qualified coverage 
would be defined as either ‘‘standard prescription drug coverage’’ or 
‘‘alternative prescription drug coverage’’ with at least actuarially 
equivalent benefits. In both cases, access would have to be provided 
to negotiated prices. 

Qualified drug plans would be required to provide beneficiaries 
with access to negotiated prices (including all discounts, direct or 
indirect subsidies, rebates, other price concessions, or direct or indi-
rect remunerations), regardless of the fact that no benefits may be 
payable. The entity would be required to issue a card or other tech-
nology for this purpose. The Administrator would be required to 
provide for development of national standards relating to a stand-
ardized format for the card or other technology. The standards 
would be compatible with those provided for under the administra-
tive simplification and electronic prescribing requirements of Title 
XI. 

Plans are permitted to provide supplemental prescription cov-
erage consisting of either certain reductions in cost-sharing (i.e. re-
duction in deductible, reduction in coinsurance percentage, and in-
crease in initial coverage limit) or coverage of drugs which are ex-
cluded because of application of the Medicaid definition of covered 
drugs. A PDP sponsor may not offer a plan that provides supple-
mental benefits unless it also offers a basic plan in the area. 

For 2006, ‘‘standard prescription drug coverage’’ is defined as 
having a $250 deductible; 25% coinsurance up to the initial cov-
erage limit ($2,250); and catastrophic coverage after an individual 
incurred $3,600 in out of pocket expenses. Once the beneficiary 
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reached the catastrophic limit, the program would pay all costs ex-
cept for nominal cost-sharing. 

Once the beneficiary reached the catastrophic (‘‘stop loss’’) 
limit, the program would pay all costs, except for nominal cost-
sharing. Low-income beneficiaries would have no cost-sharing. The 
cost-sharing is equal to the greater of: (1) a copayment of $2 for a 
generic drug or preferred multiple source and $5 for any other 
drug; or (2) five percent coinsurance. Nothing is to be construed as 
preventing a PDP sponsor or MA organization from reducing the 
cost-sharing for preferred or generic drugs. Beginning in 2007, the 
annual dollar amounts would be increased by the annual percent-
age increase in average per capita aggregate expenditures for cov-
ered outpatient drugs for Medicare beneficiaries for the 12-month 
period ending in July of the previous year. 

Plans would be permitted to substitute cost-sharing require-
ments, for costs up to the initial coverage limit that were actuari-
ally consistent with an average expected 25% coinsurance for costs 
up to the initial coverage limit. They could also apply tiered copay-
ments, provided such copayments were actuarially consistent with 
the average 25% cost-sharing requirements. 

The agreement specifies incurred costs that count toward meet-
ing the catastrophic limit. Costs are only considered incurred if 
they are incurred for the deductible, cost-sharing, benefits not paid 
because of application of the initial coverage limit. Incurred costs 
do not include amounts for which no benefits are provided because 
of the application of a formulary. Costs would be treated as in-
curred costs only if they were paid by the individual (or by another 
family member on behalf of the individual), paid on behalf of a low-
income individual under the subsidy provisions, or under a state 
pharmaceutical assistance program (SPAP). Conferees intend SPAP 
spending to fill in beneficiary cost sharing and deductibles and 
have that spending count against the catastrophic. State liability 
will be limited to spending below the catastrophic limit, and for 
which there is no coverage. The state pharmacy assistance pro-
grams could use money saved from the Medicare drug benefit to ex-
tend their assistance to persons with incomes above 150% of pov-
erty. For example, 200% of poverty or even 300% of poverty. 

Any costs for which the individual was reimbursed by insur-
ance or otherwise would not count toward incurred costs. The Sec-
retary is authorized to establish procedures, in coordination with 
the Secretary of the Treasury and the Secretary of Labor, for deter-
mining whether costs were being reimbursed by insurance or other 
third-party arrangement. The procedures would provide for alerting 
entities in which such individuals were enrolled. Entities could also 
periodically ask enrolled individuals about such arrangements. A 
material misrepresentation by an individual (as defined in stand-
ards set by the Secretary through a process established by the Sec-
retary) would constitute grounds for termination of Part D enroll-
ment. 

The provision permits a prescription drug plan or MA–PD plan 
to offer, subject to approval by the Secretary alternative prescrip-
tion drug coverage providing certain requirements are met. The ac-
tuarial value of total coverage would have to be at least equal to 
the actuarial value of standard coverage. The unsubsidized value 
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of the coverage (i.e. the value of the coverage exceeding subsidy 
payments) would have to be equal to the unsubsidized value of 
standard coverage. The coverage would be designed (based on actu-
arially representative patterns of utilization) to provide for pay-
ment of incurred costs up to the initial coverage limit of at least 
the same percentage of costs provided under standard coverage. 
Further, stop loss protection would be the same as that under 
standard coverage. The deductible could not exceed that under 
standard coverage. 

Under the conference agreement, prescription drug plans and 
MA–PD plans are permitted to offer alternative coverage that is at 
least actuarially equivalent to the standard Part D benefit, pro-
vided that the alternative coverage includes an initial deductible 
that is no more than the deductible in the standard plan and pro-
vides the same threshold for catastrophic coverage under the 
standard Part D benefit. Within these requirements plans may 
change the cost sharing for the drug benefit, implement different 
formularies, and the benefit limit can be modified while still main-
taining actuarial equivalence. 

For beneficiaries who desire additional drug coverage beyond 
that offered in the basic Medicare benefit, MA–PD and PDP plans 
may also provide supplemental prescription drug coverage. Supple-
mental policies may be offered by a plan to its own enrollees and 
may provide for a reduction in the annual deductible, reductions in 
coinsurance or cost-sharing required, or increases in drug coverage 
above the benefit limit. However, the conferees recognize that the 
conditions under which the government provides reinsurance sub-
sidies may create significant disincentives for private sector plans 
to provide supplemental prescription drug coverage. 

To address this concern, the conference agreement clarifies the 
Secretary’s current Medicare demonstration authority to include 
Part C and Part D with the intent that this authority be used to 
conduct demonstration projects to allow private sector plans max-
imum flexibility to design alternative prescription drug coverage. 
CMS’s authority to conduct Medicare demonstrations is provided in 
section 402 of the Social Security Amendments of 1967 (42 U.S.C. 
§ 1395b–1). Under section 402(b), the Secretary is authorized to 
waive requirements in Title XVIII that relate to reimbursement 
and payment. Consistent with the Secretary’s current-law dem-
onstration authority, the Conference committee intends that any 
demonstration of benefit flexibility be limited to evaluate innova-
tions in drug benefit design and to not increase total prescription 
drug outlays as a result of the demonstrations. 

Under this authority, CMS could alter the payments to pre-
scription drug plans, Medicare Advantage plans and regional 
PPOs, or some subset thereof. A number of subsections of 402 could 
be used as authority to demonstrate the impact of providing addi-
tional drug coverage to filling in the gap in coverage or for pro-
viding benefit flexibility, as long as the provisions being waived 
could reasonably be characterized as related to payment provisions. 

Specifically, CMS should demonstrate the effect of filling in the 
gap in coverage by reimbursing participating plans a capitated pay-
ment that is actuarially equivalent to the amount that plans would 
otherwise receive from the government in the form of specific rein-
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surance when an individual plan enrollee reaches the catastrophic 
attachment point ($3,600). In order to demonstrate the impact of 
plans offering flexible benefits, CMS could alter reinsurance pay-
ments for MA plans, regional PPOs, or prescription drug plans par-
ticipating in a waiver program. For example, it is expected that 
CMS would change the reinsurance payment methodology for a 
group of plans and compare spending under this alternative meth-
odology to those plans that continue to receive payments as out-
lined in Title I. However, all plans would be required to at least 
offer the required benefits, including those required under Part D. 
CMS is not permitted to waive the minimum benefits provided by 
the plans. The conferees anticipate that CMS would use this au-
thority to demonstrate that paying MA plans, regional PPOs or 
PDPs a capitated payment in lieu of specific reinsurance for pre-
scription drug coverage increases plan efficiency and improves the 
quality of the services. 

Consistent with current law, CMS also is also permitted to de-
velop and engage in demonstrations to determine whether pay-
ments for non-Medicare services would result in more economical 
provision and more effective utilization of Medicare services pro-
vided by MA plans, regional PPOs, or prescription drug plans as 
long as the additional services are incident to Medicare covered 
services, and provided by entities that meet certain requirements 
(MA plans and regional PPOs would meet these conditions). Under 
this subsection, CMS could demonstrate that paying MA plans or 
regional PPOs a payment to provide non-Medicare benefits (includ-
ing prescription drug coverage or preventative services not pro-
vided under Part C or Part D) results in more economical provision 
and more effective utilization of comprehensive health care serv-
ices. Any additional benefits must be determined to be budget neu-
tral, and it is the intention of the Conference committee that any 
demonstration authority be used in a manner as to not increase 
Medicare outlays. 

The conferees fully expect that the Secretary will use this dem-
onstration authority to conduct projects to evaluate new methods 
of providing reinsurance payments that remove disincentives for 
private sector plans to offer additional prescription drug benefits to 
their enrollees. In order to meet the budget neutrality requirement, 
it may be necessary to implement such a demonstration after im-
plementation of the new Part D benefit for one to two years. Using 
the results of this type of demonstration, the Conferees would ex-
pect the Secretary to submit to Congress any recommend changes 
in the drug payment methodology under this Part. Both standard 
coverage and alternative coverage would have to offer access to ne-
gotiated prices. Coverage offered by a PDP plan sponsor or a MA–
PD entity would be required to provide beneficiaries with access to 
negotiated prices. Access would be provided even when no benefits 
were payable because of the application of cost-sharing or an initial 
coverage limits. Negotiated prices are to take into account nego-
tiated price concessions, such as discounts, direct or indirect sub-
sidies, rebates, and direct or indirect remunerations, for covered 
Part D drugs, and include dispensing fees. The negotiated prices 
would not be taken into account in making ‘‘best price’’ determina-
tions under Medicaid. Under the current Medicaid best price policy, 
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the largest discount a pharmaceutical manufacturer negotiates in 
the private market must be passed along to the Medicaid program 
as well. As GAO and CBO have noted, because manufacturers can 
only influence market share and volume in the private sector, not 
Medicaid, the ‘‘best price’’ policy has led to less discounting by 
manufacturers. 

The PDP sponsor or MA–PD entity is required to disclose to 
the Secretary the aggregate negotiated price concessions made 
available to the sponsor or organization and passed through in the 
form of lower subsidies, lower monthly beneficiary premiums, and 
lower prices through pharmacies and other dispensers. Manufac-
turers would be required to disclose pricing information to the Sec-
retary, but that information would remain confidential. 

b. Income-Related Out-of-Pocket Threshold. No provision. 
c. Covered Drugs. Covered outpatient drugs are defined to in-

clude: (1) a drug which could only be dispensed subject to a pre-
scription and which was described in subparagraph A of Section 
1927(k)(2) of the Social Security Act (relating to drugs covered 
under Medicaid); (2) a biological product described in paragraph B 
of such subsection; (3) insulin described in subparagraph C of such 
section and medical supplies associated with the injection of insulin 
(as defined in regulations of the Secretary); and (4) vaccines li-
censed under section 351 of the Public Health Service Act. It is the 
intent of conferees that the definition of insulin, and medical sup-
plies associated with the administration of insulin, as a covered 
prescription drug shall include medical supplies that the Secretary 
determines to be reasonable and necessary, such as insulin, insulin 
syringes, and insulin delivery devices that are not otherwise cov-
ered under the durable medical equipment benefit. Drugs excluded 
from Medicaid coverage are excluded from the definition except for 
smoking cessation drugs. The definition would include any use of 
a covered outpatient drug for a medically accepted indication. 
Drugs, which can be paid for under Medicare Part B, are not cov-
ered under Part D. A PDP plan or MA–PD plan could exclude from 
coverage, subject to reconsideration and appeals provisions, any 
drug which would not meet Medicare’s definition of medically nec-
essary or was not prescribed in accordance with the plan or Part 
D. 

Access to a Choice of Qualified Prescription Drug Coverage (New 
Section 1860D–3 of Conference agreement; New Section 
1860D–5 of House bill; New Section 1860d–13 of Senate bill). 

Present Law 
No provision. 

House Bill 
New Section 1860D–5 would require the Administrator to as-

sure that all eligible individuals residing in the U.S. would have a 
choice of enrollment in at least two qualifying plan options, at least 
one of which was a PDP, in their area of residence. The require-
ment would not be satisfied if only one PDP sponsor or one MA or 
EFFS organization offered all the qualifying plans in the area. If 
necessary to ensure such access, the Administrator would be au-
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thorized to provide partial underwriting of risk for a PDP sponsor 
to expand its service area under an existing prescription drug plan 
to adjoining or additional areas, or to establish such a plan, includ-
ing offering such plan on a regional or nationwide basis. The assist-
ance would be available only so long as, and to the extent, nec-
essary to assure the guaranteed access. However, the Adminis-
trator could never provide for the full underwriting of financial risk 
for any PDP sponsor. Additionally, the Administrator would be di-
rected to seek to maximize the assumption of financial risk by PDP 
sponsors and entities offering MA Rx or EFFS Rx plans. The Ad-
ministrator would be required to report to Congress annually on 
the exercise of this authority and recommendations to minimize the 
exercise of such authority. 

Senate Bill 
New Section 1860D–13 of the Senate bill would require the Ad-

ministrator to approve at least 2 contracts to offer a Medicare Pre-
scription drug Plan in an area. If the Administrator determined 
that at least 2 plans were not going to be available in the subse-
quent year, the Administrator would reduce the amount of risk re-
quired by plans in a region. This would be achieved by adjusting 
the percentages applicable to risk corridors established under the 
bill. Alternatively, the reinsurance percentage could be increased. 
The Administrator could not provide for the full underwriting of fi-
nancial risk for any entity and could not provide for the under-
writing of any financial risk for a public entity. The Administrator 
would seek to maximize the assumption of financial risk to ensure 
fair competition among plans. The authority would be used only so 
long as, and to the extent necessary, to assure access. The author-
ity could not be used if 2 or more qualified bids were submitted in 
an area by qualified entities. 

Not later than September 1 of each year, beginning in 2005, 
the Administrator would make a determination as to whether there 
were 2 approved bids. If not, the Administrator would enter into 
an annual fallback contract with an entity to provide Part D enroll-
ees in the area with standard coverage (including access to nego-
tiated prices) for the following year. 

In the case of an area with only one competitively bid contract, 
the plan (at the plan’s option) could be offered under the rules es-
tablished for risk-bearing plans. Beneficiaries could enroll with 
such plan or with the fallback plan. 

Conference Agreement 
New Section 1860D–3 of the conference agreement requires the 

Secretary to assure that each beneficiary has available a choice of 
enrollment in at least 2 qualifying plans in the area in which the 
beneficiary resides. At least one plan has to be a prescription drug 
plan. The requirement is not satisfied for an area if only one PDP 
sponsor or one MA organization offering a MA–PD plan offers all 
the qualifying plans for the area. A qualifying plan is defined as 
a prescription drug plan or an MA–PD plan that provides either: 
(1) basic prescription drug coverage; or (2) qualified prescription 
drug coverage, so long as there is no MA monthly supplemental 
beneficiary premium applied (due to the application of a credit 
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against the premium of a rebate). In any case where plans are not 
available, the beneficiary is given the opportunity to enroll in a 
fallback plan. 

The conference agreement permits the Secretary, in order to 
assure access, to approve limited risk contracts as specified under 
the new Section 1860D–11. Only if access is still not provided will 
the Secretary provide for the offering of a fallback plan.

Beneficiary Protections for Qualified Prescription Drug Coverage 
(New Section 1860D–4 of conference agreement; New Section 
1860D–3 of House bill; New Section 1860D–5 and Section 121 
of Senate bill). 

Present Law 
a. Beneficiary Protections. Medicare+Choice plans are required 

to meet a number of beneficiary protection requirements. They are 
required to disclose plan information to enrollees. They are re-
quired to have procedures relating to coverage decisions, reconsid-
erations, and appeals. Further, they are required to assure the con-
fidentiality and accuracy of enrollee records. 

Marketing material used by Medicare+Choice plans must be 
approved by the Secretary. 

b. Electronic Prescription Program. Part C (Administrative 
Simplification) in Title XI of the Social Security Act requires the 
Secretary to develop transaction and security standards to support 
the growth of electronic record keeping and claims processing in 
the nation’s health care system. 

Section 1171 defines health care clearinghouse, health care 
provider, health plan, personally identifiable health information, 
and standard setting organization. Section 1172 specifies that the 
administrative simplification standards apply to individual and 
group health plans, health care clearinghouses, and health care 
providers who transmit health information electronically in a 
standard format in connection with one of the transactions speci-
fied in Section 1173, or who rely on third-party billing services to 
conduct such transactions. The Secretary is required either to 
adopt standards that have already been developed by standard set-
ting organizations or to develop different standards, provided they 
substantially reduce administrative costs to health plans and pro-
viders. If no standard has been adopted by a standard setting orga-
nization, the Secretary must develop a new standard based on the 
recommendations of various specified organizations and agencies. 

Section 1173 instructs the Secretary to adopt the following 
standards: (1) uniform electronic formats for various common 
transactions between health care providers and health plans (e.g., 
health claims, eligibility and enrollment); (2) code sets for data ele-
ments in standard electronic transactions; (3) unique health identi-
fiers for individuals, employers, plans, and providers; (4) security 
standards to safeguard confidential patient information against un-
authorized access, use, or disclosure; and (5) electronic signatures 
to verify the authenticity of transactions. Section 1174 provides a 
timetable for the adoption of the administrative simplification 
standards and permits the Secretary to modify the standards as 
frequently as once every 12 months. 
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Section 1175 requires health plans and providers that process 
electronic transactions to use standard formats and data elements. 
Plans and providers may transmit and receive such data either di-
rectly or by contracting with a clearinghouse to convert non-
standard data elements into standard transactions. Most entities 
covered by the administrative simplification standards have 24 
months to comply. Small health plans have 36 months to comply. 

Section 1176 establishes civil monetary penalties of up to 
$25,000 per person for violations of the standards. Section 1177 es-
tablishes criminal penalties for wrongfully obtaining or disclosing 
personally identifiable health information. Penalties range from a 
$50,000 fine and/or 1 year in prison, up to a $250,000 fine and/or 
up to 10 years in prison if the offense is committed with the intent 
to sell, transfer, or use the information for commercial advantage, 
personal gain, or to inflict malicious harm. Section 1178 specifies 
that the standards preempt contrary provisions in state law per-
taining to health information. However, the standards may not pre-
empt or limit state laws that are necessary to prevent fraud and 
abuse, regulate health insurance companies, or report on health 
care delivery and costs. Also, the standards may not limit the au-
thority of the state to collect and report for public health purposes. 

House Bill 
a. Beneficiary Protections. The New Section 1860D–1 would es-

tablish guaranteed issue and community-rating requirements. The 
provision would specify that individuals electing qualified prescrip-
tion drug coverage under a PDP plan or MA Rx or EFFS Rx plan 
could not be denied enrollment based on health status or other fac-
tors. MA provisions relating to priority enrollment (where capacity 
limits have been reached) and limitations on terminations of elec-
tions would apply to PDP sponsors. The provision would require 
PDP sponsors to make drug coverage available to all eligible indi-
viduals residing in the area without regard to their health or eco-
nomic status or their place of residence in the area. 

The New Section 1860D–3 would specify required beneficiary 
protections. Plans would have to comply with guaranteed issue and 
community-rated premium requirements specified in the new Sec-
tion 1860D–1, access to negotiated prices as specified in the new 
Section 1860D–2, and the non-discrimination provisions specified in 
the new Section 1860D–6. 

PDP plan sponsors would be required to disclose, to each en-
rolling beneficiary, information about the plan’s benefit structure. 
The plan would have to disclose information on: (1) access to spe-
cific covered drugs, including access through pharmacy networks; 
(2) how any formulary used by the sponsor functioned; (3) copay-
ment and deductible requirements (including any applicable tiered 
copayment requirements); and (4) grievance and appeals proce-
dures. In addition, beneficiaries would have the right to obtain 
more detailed plan information. Plans would be required to have a 
mechanism for providing specific information to enrollees on re-
quest. The sponsor would be required to make available, through 
an Internet web site and, on request, in writing, information on 
specific changes in the formulary. Plans would be required to fur-
nish to enrollees, at least monthly, a detailed explanation of bene-
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fits when drug benefits were provided, including information on 
benefits compared to the initial coverage limit and the applicable 
out-of-pocket threshold. 

PDP sponsors and entities offering an MA Rx or EFFS Rx plan 
would be required to permit the participation of any pharmacy that 
met the plan’s terms and conditions. A PDP and an MA Rx or 
EFFS Rx plan could reduce copayments for its enrolled bene-
ficiaries below the otherwise applicable level for drugs dispensed 
through in-network pharmacies; in no case could the reduction re-
sult in an increase in subsidy payments made by the Administrator 
to the plan. PDP sponsors and entities offering an MA Rx or EFFS 
Rx plan would be required to secure participation in its network of 
a sufficient number of pharmacies that dispense drugs directly to 
patients (other than by mail order) to assure convenient access. 
The Administrator would establish convenient access rules that 
were no less favorable to enrollees than rules for convenient access 
established by the Secretary of Defense on June 1, 2003, for pur-
poses of the TRICARE Retail Pharmacy program. The rules would 
include adequate emergency access for enrolled beneficiaries. Spon-
sors would permit enrollees to receive benefits through a commu-
nity pharmacy, rather than through mail-order, with any differen-
tial in cost paid by enrollees. Pharmacies could not be required to 
accept insurance risk as a condition of participation. 

PDP sponsors and entities offering an MA Rx or EFFS Rx plan 
would be required to issue (and reissue as appropriate) a card or 
other technology that could be used by an enrolled beneficiary to 
assure access to negotiated prices for drugs when coverage was not 
otherwise provided under the plan. The Administrator would pro-
vide for the development of uniform standards relating to a stand-
ardized format for the card or other technology. These standards 
would be compatible with the administrative simplification require-
ments of Title XI of the Social Security Act. 

The provision would specify that if a PDP sponsor or an MA 
or EFFS entity used a formulary, it would have to meet certain re-
quirements. It would be required to establish a pharmaceutical and 
therapeutic committee to develop and review the formulary. The 
committee would include at least one physician and one phar-
macist, independent and free of conflict with respect to the com-
mittee, both with expertise in the care of elderly or disabled per-
sons. The majority of members would be physicians or pharmacists. 
The committee would be required, when developing and reviewing 
the formulary, to base clinical decisions on the strength of scientific 
evidence and standards of practice. This would include assessing 
peer-reviewed medical literature, such as randomized clinical 
trials, pharmacoeconomic studies, outcomes research data, and 
such other information the committee determined appropriate. The 
committee would also take into account whether including a par-
ticular covered drug had therapeutic advantages in terms of safety 
and efficacy. The formulary would have to include drugs within 
each therapeutic category and class of covered outpatient drugs, al-
though not necessarily all drugs within such categories or classes. 
When establishing such classes, the committee would take into ac-
count the standards published in the United States Pharmacopeia 
Drug Information. It would be required to make available to plan 

VerDate jul 14 2003 06:29 Nov 24, 2003 Jkt 090299 PO 00000 Frm 00448 Fmt 6601 Sfmt 6601 E:\HR\OC\HR391.XXX HR391



447

enrollees, through the Internet or otherwise, the bases for the ex-
clusion of coverage of any drug on the formulary. The committee 
would be required to establish policies and procedures to educate 
and inform health care providers and enrollees concerning the for-
mulary. Any removal of a drug from the formulary, and any change 
in the preferred or tier cost-sharing status of a drug, could not 
occur until appropriate notice had been provided to beneficiaries 
and physicians. The plan would provide for periodic evaluation and 
analysis of treatment protocols and procedures. Further, the PDP 
sponsor or entity offering an MA Rx or EFFS Rx plan would be re-
quired to have, as part of its appeals process, a process for appeals 
of coverage denials based on application of the formulary. 

The PDP sponsor would be required to have (directly, or indi-
rectly through arrangements) an effective cost and drug utilization 
management program; quality assurance measures including a 
medication therapy management program; and a program to con-
trol waste, fraud, and abuse. Utilization management programs 
would be required to include medically appropriate incentives to 
use generic drugs and therapeutic interchange where appropriate. 
Medication therapy management programs would be designed to 
assure, for beneficiaries at risk for potential medication problems 
such as beneficiaries with complex or chronic diseases (such as dia-
betes, asthma, hypertension, and congestive heart failure) or mul-
tiple prescriptions, that drugs under the plan were appropriately 
used to optimize therapeutic outcomes through improved medica-
tion use and to reduce the risk of adverse events, including adverse 
drug interactions. The program would be developed in cooperation 
with licensed pharmacists and physicians. The PDP sponsor would 
be required, when establishing fees for pharmacists and other pro-
viders, to take into account the resources and time associated with 
the medication therapy management program. The sponsor or enti-
ty would disclose the amount of such fees to the Administrator 
upon request; the fees would be confidential. 

Each PDP sponsor and entity offering an MA Rx or EFFS Rx 
plan would ensure that each pharmacy or other dispenser informed 
enrolled beneficiaries at the time of purchase, of any price differen-
tial between their prescribed drug and the price of the lowest cost 
generic drug covered under the plan that was therapeutically 
equivalent and bioequivalent. 

Each PDP sponsor would be required to have meaningful pro-
cedures for the hearing and resolving of any grievances between 
the organization (including any entity or individual through which 
the organization provided covered benefits) and enrollees. Enrollees 
would be afforded access to expedited determinations and reconsid-
erations, in the same manner afforded under MA. A beneficiary in 
a plan that provided for tiered cost-sharing could request coverage 
of a non-preferred drug on the same conditions applicable to pre-
ferred drugs, if the prescribing physician determined that the pre-
ferred drug for the treatment of the same condition was not as ef-
fective for the enrollee or had adverse effects for the enrollee. 

In general, PDP plan sponsors would be required to meet the 
requirements for independent review and appeals of coverage deni-
als and tiered cost-sharing in the same manner that such require-
ments applied to MA organizations. An individual enrolled in a 
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PDP plan could appeal to obtain coverage for a drug not on the for-
mulary if the prescribing physician determined that the formulary 
drug for treatment of the same condition was not as effective for 
the individual or had adverse effects for the individual. The PDP 
sponsor would be required to meet requirements related to con-
fidentiality and accuracy of enrollee records in the same manner 
that such requirements applied to MA organizations. 

b. Electronic Prescription Program. PDP sponsors and entities 
offering an MA Rx or EFFS Rx plan would be required, effective 
January 1, 2007, to have in place an electronic prescription pro-
gram. The program would have to be consistent with national 
standards developed by the Administrator. The program would be 
required to provide for electronic transmittal of prescriptions (ex-
cept in emergencies and exceptional cases). It would also have to 
provide for the electronic transmittal of information to the pre-
scribing health professional of information that included: (1) infor-
mation (to the extent available and feasible) on the drugs being 
prescribed for that patient and other information relating to the 
medical history or condition of the patient that may be relevant to 
the appropriate prescription for the patient; (2) cost-effective alter-
natives (if any) for the prescribed drug; and (3) information on 
drugs included in the applicable formulary. To the extent feasible, 
the program would permit the prescribing health professional to 
provide, and be provided, information on an interactive real time 
basis. 

The Administrator would provide for the development of uni-
form standards relating to the electronic prescription drug pro-
gram. These standards would be compatible with the administra-
tive simplification requirements of Title XI of the Social Security 
Act. The Administrator would be required to establish an advisory 
task force that included representatives of physicians, hospitals, 
pharmacies, beneficiaries, pharmacy benefit managers, individuals 
with expertise in information technology, and pharmacy benefit ex-
perts of the Departments of Veterans Affairs and Defense and 
other appropriate Federal agencies to provide recommendations to 
the administrator on such standards, including recommendations 
relating to: (1) the range of available computerized prescribing soft-
ware and hardware and their costs to develop and implement; (2) 
the extent to which such standards and systems could be readily 
implemented by physicians, pharmacies, and hospitals; (3) efforts 
to develop uniform standards and a common software platform for 
the secure electronic communication of medication history, eligi-
bility, benefit, and prescription information; (4) efforts to develop 
and promote universal connectivity and interoperability for the se-
cure electronic exchange of such information; (5) the cost of imple-
menting such systems; (6) implementation issues as they relate to 
the administrative simplification provisions of Title XI and current 
Federal and State prescribing laws and regulations and their im-
pact on implementation of computerized prescribing. The Adminis-
trator would constitute the task force by April 1, 2004; it would 
submit recommendations to the Administrator by January 1, 2005. 
The Administrator would provide for the development and promul-
gation of national standards by January 1, 2006. The standards 
would be issued by a standards organization accredited by the 
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American National Standards Institute and be compatible with ad-
ministrative simplification standards. 

Senate Bill 
a. Beneficiary Protections. Eligible entities offering Medicare 

Prescription Drug Plans would be required to disclose plan infor-
mation comparable to that required for MedicareAdvantage plans. 
Entities would have to disclose information on access, operation of 
any formulary, beneficiary cost-sharing, and grievance and appeals 
procedures. Further, upon request of an individual, they would be 
required to disclose general information on coverage, utilization, 
and grievance procedures. An eligible entity would be required to 
have a mechanism for providing specific information to enrollees, 
upon request, including information on coverage of specific drugs 
and changes in its formulary. Entities would be required to provide 
easily understandable explanation of benefits and a notice of bene-
fits in relation to the initial coverage limit and the annual out-of-
pocket limit. The MedicareAdvantage requirements relating to ap-
proval of marketing materials would apply to information provided 
by entities on drug plans. 

The bill would include several provisions designed to assure 
beneficiary access to drugs. Eligible entities would be required to 
have in place procedures to ensure that beneficiaries were not 
charged more than the negotiated price of a covered drug. The pro-
cedures would include the issuance of a card or other technology 
that could be used by a beneficiary to assure access to negotiated 
prices for which coverage was not otherwise provided under the 
plan. Entities would be required to secure the participation in the 
network of a sufficient number of pharmacies that dispensed drugs 
directly to patients (other than by mail order) to ensure convenient 
access for beneficiaries. The Administrator would be required to es-
tablish standards to ensure convenient access, including emergency 
access. The standards would take into account reasonable distances 
to pharmacy services in both urban and rural areas and to phar-
macy services and access to pharmacy services of the Indian health 
service and Indian tribes and tribal organizations. 

An entity would be required to establish a point-of-service 
method of operation under which the plan would provide access to 
any or all pharmacies not participating in the network and could 
charge beneficiaries, through adjustments in cost sharing, the addi-
tional costs associated with this option. This additional cost shar-
ing would not count toward the program’s cost-sharing require-
ments or benefit limits. Entities would be required to permit enroll-
ees receiving benefits (which may include a 90-day supply of drugs 
or biologicals) through a community pharmacy, rather than 
through mail order and may permit a differential amount to be 
paid by enrollees. 

New Section 1860D–6 would permit entities to use a variety of 
cost control mechanisms including formularies, tiered copayments, 
selective contracting with drug providers, and mail order phar-
macies. Under New Section 1860D–5, plans electing to use a for-
mulary would be required to establish a pharmacy and therapeutic 
committee to develop and review the formulary. The pharmacy and 
therapeutics committee would include at least one academic expert, 
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at least one practicing physician, and at least one practicing phar-
macist, all of whom must have expertise in the care of elderly or 
disabled persons. The committee would base clinical decisions on 
the strength of scientific evidence and standards of practice. The 
committee would establish policies and procedures to educate and 
inform health care providers concerning the formulary. Drugs could 
not be removed from the formulary until after appropriate notice 
had been provided to beneficiaries, physicians, and pharmacists. 
An enrollee would have the right to appeal to obtain coverage for 
a drug not on the formulary if the prescribing physician deter-
mined that the formulary drug was not as effective for treatment 
of the same condition for the individual or had adverse effects for 
the individual. If a plan offered tiered cost-sharing for covered 
drugs, an enrollee would have the right to request that a nonpre-
ferred drug be treated on terms applicable for a preferred drug if 
the prescribing physician determined that the preferred drug was 
not as effective for treatment of the same condition for the indi-
vidual or had adverse effects for the individual. 

The formulary would be required to include drugs within all 
therapeutic categories and classes of covered drugs (although not 
necessarily for all drugs within such categories and classes). For 
purposes of defining therapeutic categories and classes, the Admin-
istrator would be required to use the following compendia: Amer-
ican Hospital Formulary Service Drug Information, United States 
Pharmacopeia-Drug Information, the DRUGEX Information Sys-
tem, and American Medical Association Drug Evaluations. 

Eligible entities would be required to have a cost-effective drug 
utilization management program (including incentives to reduce 
costs when appropriate). They would be required to have a program 
to control fraud, abuse, and waste. Further, they would be required 
to have quality assurance measures, including a medication ther-
apy management program, to reduce medical errors and adverse 
drug interactions. The medication therapy management program 
would be designed to assure that drugs for beneficiaries with 
chronic diseases (such as diabetes, asthma, hypertension, 
hyperlipidemia, and congestive heart failure) or multiple prescrip-
tions were appropriately used to optimize therapeutic outcomes and 
reduce the risk of adverse events including adverse drug inter-
actions. The program could include enhanced beneficiary under-
standing of appropriate use through education, counseling and 
other appropriate means; increased adherence with prescription 
regimens through refill reminders, special packaging and other ap-
propriate means; and detection of patterns of overuse and underuse 
of drugs. The program would be developed in cooperation with 
pharmacists and physicians. Associated costs would be taken into 
account by the entity when establishing fees for pharmacists and 
others providing services under the medication therapy manage-
ment program. 

Pharmacies or other dispensers would be required to assure 
that beneficiaries were informed at the time of purchase of any dif-
ference between the price of the prescribed drug and the lowest 
cost generic drug that is therapeutically equivalent and bioequiva-
lent and that is available at the pharmacy or other dispenser. Enti-
ties would also be required to have meaningful procedures for hear-
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ing and resolving grievances, comparable to those established for 
MedicareAdvantage plans. In addition, eligible entities would be re-
quired to meet MedicareAdvantage requirements relating to cov-
erage determinations. Entities would be required to safeguard the 
privacy of individually identifiable beneficiary information, main-
tain such records in an accurate and timely manner, ensure timely 
access by beneficiaries, and otherwise comply with laws relating to 
patient privacy. 

Eligible entities would be required to conduct consumer satis-
faction surveys with respect to the plan and entity. The Adminis-
trator would establish uniform requirements for such survey. 

b. Electronic Prescription Program. The provision would estab-
lish a new Part D in Title XI of the Social Security Act. The new 
Section 1180 would mandate the development or adoption of stand-
ards for transactions and data elements for such transactions, to 
enable the electronic transmission of medication history, eligibility, 
benefit and other prescription information. In developing the stand-
ards, the Secretary would be required to consult with representa-
tives of physicians, hospitals, pharmacists, standard setting organi-
zations, pharmacy benefit managers, beneficiaries, information ex-
change networks, technology experts, and representatives of the 
Departments of Veterans Affairs and Defense and other interested 
parties. The standards developed or adopted by the Secretary 
would be consistent with the objective of improving patient safety 
and improving the quality of care. 

Standards would be required to comply with certain require-
ments. Patients could request a written prescription and not be 
charged for such request. The standards would accommodate the 
electronic transmittal of a patient’s medication history, eligibility, 
benefit and other prescription information among prescribing and 
dispensing professionals at the point of care. The information that 
could be transmitted using the standards would include: informa-
tion on the drugs prescribed for the patient; cost-effective alter-
natives (if any) to the drug prescribed; information on eligibility 
and benefits (including the drugs included in the applicable for-
mulary and any requirements for prior authorization); information 
on potential drug interactions; and other information to improve 
the quality of care and to reduce medical errors. The standards 
would be designed so that, to the extent practicable, they did not 
impose an undue administrative burden on the practice of medi-
cine, pharmacy, or other health professions. 

The standards developed or adopted by the Secretary would be 
consistent with Federal regulations (concerning the privacy of indi-
vidually identifiable health information) promulgated under section 
264(c) of the 1996 Health Insurance Portability and Accountability 
Act (HIPAA), and would be compatible with HIPAA’s Administra-
tive Simplification standards. 

The Secretary would be required to adopt standards for the ap-
propriate data elements needed for the electronic exchange of pre-
scription drug information among prescribers, insurers, and other 
entities. 

The Secretary would have to adopt the standards by Jan. 1, 
2006, and would be permitted to modify them, but in a manner 
that minimized the disruption and cost of compliance. Individuals 
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that transmit or receive prescriptions electronically would be re-
quired to comply with the standards. However, individuals would 
not be required to transmit or receive electronic prescriptions. The 
standards would preempt state electronic prescription laws. Enti-
ties covered by the standards would have 24 months to comply. 
Small health plans, as defined by the Secretary, would have an ad-
ditional 12 months to comply. 

The Secretary would be required to consult with the Attorney 
General to ensure that the standards resulted in the secure elec-
tronic transmission of prescriptions for controlled substances. 

Conference Agreement 
a. Beneficiary Protections. New Section 1860D–4 establishes 

beneficiary protection requirements for qualified prescription drug 
plans. PDP plan sponsors are required to disclose, to each enrolling 
beneficiary, information about the plan’s benefit structure. The 
plan will disclose information on: (1) access to specific covered 
drugs (including access through pharmacy networks); (2) how any 
formulary (including a tiered formulary) used by the sponsor func-
tions, including how a beneficiary might obtain information on the 
formulary; (3) copayment and deductible requirements (including 
any applicable tiered copayment requirements; and (4) grievance 
and appeals procedures. In addition, beneficiaries will have the 
right to obtain more detailed plan information. Plans will be re-
quired to have a mechanism for providing specific information to 
enrollees on request. The sponsor will be required to make avail-
able, through an Internet website, information on specific changes 
in the formulary (including tiered or preferred status). Sponsors 
will be required to furnish to enrollees, a detailed explanation of 
benefits when drug benefits were provided, including information 
on benefits compared to the initial coverage limit and the applica-
ble out-of-pocket threshold. 

PDP sponsors are required to permit the participation of any 
pharmacy that meets the plan’s terms and conditions. The con-
ference report would require plans to accept any and all phar-
macies willing to agree to the terms and conditions of the plan. A 
PDP could reduce copayments for its enrolled beneficiaries below 
the otherwise applicable level for drugs dispensed through in-net-
work pharmacies; in no case could the reduction result in an in-
crease in subsidy payments made by the Secretary to the plan. The 
PDP sponsor is required to secure participation in its network of 
a sufficient number of pharmacies that dispense drugs directly to 
patients (other than by mail order) to assure convenient access. 
The Secretary will establish convenient access rules that are no 
less favorable to enrollees than rules for convenient access estab-
lished in the statement of work solicitation (#MDA906–03–R–0002) 
by the Department of Defense on March 13, 2003, for purposes of 
the TRICARE Retail Pharmacy program. The conference report 
adopts the House language, with the clarification that the min-
imum in-network pharmacy for each plan offered by a PDP or MA 
plan in a geographic area must provide access to pharmacies that 
is not less restrictive than the TRICARE access standards. These 
standards require that 90 percent of plan enrollees in urban areas 
will have access to a retail pharmacy within 2 miles; that 90 per-
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cent of suburban plan enrollees will have access to a retail phar-
macy within 5 miles; and that 70 percent of rural plan enrollees 
will have access to a pharmacy within 15 miles. PDP sponsors or 
MA sponsors can offer broader networks than those meeting the 
TRICARE access standards. 

Plan sponsors cannot create any pharmacy networks that are 
more restrictive than the TRICARE access standards. PDP plan 
sponsors or MA sponsors cannot include mail order only phar-
macies. The rules would include adequate emergency access for en-
rolled beneficiaries. The rules may include standards with respect 
to access for enrollees in long-term care facilities. Sponsors will 
permit enrollees to receive benefits (which may include a 90-day 
supply) through a community pharmacy, rather than through mail-
order, with any differential in charge paid by enrollees. In addition, 
the conference report clarifies that pharmacies could not accept in-
surance risk.

PDP sponsors are required to issue (and reissue as appro-
priate) a card or other technology that could be used by an enrolled 
beneficiary to assure access to negotiated prices for drugs. The Sec-
retary will provide for the development, adoption, or recognition of 
standards relating to a standardized format for the card or other 
technology. These standards are to be compatible with the adminis-
trative simplification requirements of Title XI of the Social Security 
Act. The standards will be implemented by such date the Secretary 
determines to be sufficient to ensure PDP sponsors utilize such 
standards beginning January 1, 2006, and developed in consulta-
tion with the National Counsel for Prescription Drug Programs 
(NCPDP) and other standard setting organizations. 

The provision would specify that if a PDP sponsor used a for-
mulary, it would have to meet certain requirements. A pharma-
ceutical and therapeutic committee would develop and review the 
formulary. The committee would include at least one practicing 
physician and one practicing pharmacist, independent and free of 
conflict with respect to the committee, both with expertise in the 
care of elderly or disabled persons. The majority of members would 
be physicians or pharmacists. The committee would be required, 
when developing and reviewing the formulary, to base clinical deci-
sions on the strength of scientific evidence and standards of prac-
tice, including assessing peer-reviewed medical literature, such as 
randomized clinical trials, pharmacoeconomic studies, outcomes re-
search data, and such other information the committee determined 
appropriate. The committee would also take into account whether 
including a particular covered drug in the formulary (or in a par-
ticular tier in a formulary) had therapeutic advantages in terms of 
safety and efficacy. The formulary would have to include drugs 
within each therapeutic category and class of covered Part D drugs, 
although not necessarily all drugs within such categories or classes. 

The Secretary is required to request the United States Phar-
macopeia to develop a list of categories and classes that may be 
used by plans. The Secretary’s request would also include the revi-
sion of such classification from time to time to reflect changes in 
therapeutic uses of covered drugs and the addition of new covered 
drugs. The plan sponsor cannot change therapeutic categories and 
classes in a formulary other than at the beginning of a plan year, 
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except as the Secretary may permit to take into account new thera-
peutic uses and newly approved covered drugs. Each sponsor is re-
quired to establish policies and procedures to educate and inform 
health care providers and enrollees concerning the formulary. Any 
removal of a drug from the formulary, and any change in the pre-
ferred or tier cost-sharing status of a drug, could not occur until 
appropriate notice had been provided to the Secretary, bene-
ficiaries, and physicians, pharmacies, and pharmacists. The plan 
must provide for periodic evaluation and analysis of treatment pro-
tocols and procedures. 

The PDP sponsor would be required to have (directly, or indi-
rectly through arrangements) a cost-effective drug utilization man-
agement program; quality assurance measures, a medication ther-
apy management program; and a program to control fraud, waste, 
and abuse. A medication therapy management program is a pro-
gram of drug therapy management and medication administration, 
that may be furnished by a pharmacist and that is designed to as-
sure with respect to targeted beneficiaries that drugs under the 
plan are appropriately used to optimize therapeutic outcomes 
through improved medication use and to reduce the risk of adverse 
events, including adverse drug interactions. Targeted individuals 
are those with multiple chronic diseases (such as diabetes, asthma, 
hypertension, hyperlipidemia, and congestive heart failure) or are 
taking multiple drugs or are likely to incur annual costs that ex-
ceed a specified level. The program would be developed in coopera-
tion with licensed practicing pharmacists and physicians. Such 
plans would be coordinated with disease management programs to 
the extent beneficiaries are enrolled in such programs. The PDP 
sponsor would be required, when establishing fees for pharmacists 
and other providers, to take into account the resources and time as-
sociated with the medication therapy management program. The 
sponsor or entity would disclose the amount of such fees to the Ad-
ministrator upon request; the fees would be confidential. 

The Secretary will be required to conduct consumer satisfac-
tion surveys in order to provide comparative information during 
the enrollment period. 

Each PDP sponsor is required to have meaningful procedures 
for the hearing and resolving of any grievances between the spon-
sor (including any entity or individual through which the sponsor 
provided covered benefits) and enrollees. Enrollees will be afforded 
access to expedited determinations and reconsiderations, in the 
same manner afforded under MA. A beneficiary in a plan that pro-
vides for tiered cost-sharing can request coverage of a non-pre-
ferred drug on the same conditions applicable to preferred drugs, 
if the prescribing physician determines that that the preferred drug 
for the treatment of the same condition is not as effective for the 
enrollee or has adverse effects for the enrollee. A PDP is required 
to have an exceptions process consistent with guidelines estab-
lished by the Secretary. 

In general, PDP plan sponsors will be required to meet the re-
quirements for independent review and appeals of coverage denials 
and tiered cost-sharing in a similar manner that such requirements 
applied to MA organizations for fee-for-service benefits. An indi-
vidual enrolled in a PDP plan may appeal to obtain coverage for 
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a drug not on the formulary only if the prescribing physician deter-
mines that all covered Part D drugs on any tier of the formulary 
for treatment of the same condition would not as effective for the 
individual or would have adverse effects for the individual or both. 
The PDP sponsor will be required to meet requirements related to 
confidentiality and accuracy of enrollee records in the same manner 
that such requirements applied to MA organizations. 

Each PDP sponsor will provide that each pharmacy that dis-
penses a covered drug shall inform enrolled beneficiaries at the 
time of purchase (or at the time of delivery in the case of mail 
order drugs) of any price differential between the price to the en-
rollee and the price of the lowest cost generic drug covered under 
the plan that is therapeutically equivalent and bioequivalent and 
available at the pharmacy. The Secretary is permitted to waive this 
requirement. 

b. Electronic Prescription Program. The conference agreement 
requires the Secretary to develop electronic prescription standards. 
The standards apply to prescriptions for covered part D drugs and 
required information that are transmitted electronically under an 
electronic prescription drug program conducted by a PDP or MA 
plan. The program must provide for the electronic transmittal of in-
formation on eligibility and benefits (including formulary drugs, 
any tiered formulary structure, and prior authorization require-
ments), information on the drug being prescribed and other drugs 
listed in the patient’s medication history (including drug-drug 
interactions), and information on the availability of lower-cost, 
therapeutically appropriate alternative drugs. The conferees intend 
for prescribing health care professionals to have ready access to 
neutral and unbiased information on the full range of covered out-
patient drugs available. Disclosure of information must meet the 
requirements of the HIPAA privacy rule and, to the extent feasible, 
be on an interactive, real-time basis. The conferees do not intend 
for the provision relating to ‘‘interactive, real-time’’ transmission of 
information to preclude an individual or entity from complying 
with the standards under this part by virtue of such individual’s 
or entity’s inability to transmit information on an interactive, real-
time basis. 

The standards must be consistent with the objectives of im-
proving patient safety and the quality and efficiency of patient 
care. To the extent practicable, the standards must be designed so 
that they do not impose an undue administrative burden on pre-
scribing physicians and pharmacists. The standards must also be 
compatible with the HIPAA Administrative Simplification stand-
ards and other health information technology standards, and must 
permit the electronic exchange of drug labeling and drug listing in-
formation maintained by the FDA and the National Library of 
Medicine. Finally, the standards must accommodate the messaging 
of information about appropriate prescribing of drugs and allow a 
beneficiary (consistent with their prescription drug plan) to des-
ignate a particular pharmacy to dispense a prescribed drug. 

The conference agreement requires the Secretary to promul-
gate initial standards by September 1, 2005, taking into account 
recommendations from the National Committee on Vital and 
Health Statistics (NCVHS). The NCVHS is required to develop 
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such recommendations in consultation with standard setting orga-
nizations, practicing physicians, hospitals, pharmacies, practicing 
pharmacists, pharmacy benefit managers, state boards of pharmacy 
and medicine, and appropriate federal agencies. Prior to the pro-
mulgation of final standards, the Secretary must enter into vol-
untary agreements with physicians, pharmacies, hospitals, and 
PDP sponsors and MA plans to conduct a pilot project to test the 
initial standards. The pilot project must be conducted during the 
1-year period that begins on January 1, 2006, except that pilot test-
ing is not required where there is adequate industry experience. 
The Secretary must then evaluate the pilot project and report to 
Congress not later than April 1, 2007. Based on the evaluation and 
not later then April 1, 2008, the Secretary must promulgate final 
standards to take effect within one year. The electronic prescrip-
tions standards shall supercede any contrary state laws. 

The agreement requires the Secretary, in consultation with the 
Attorney General, to provide a safe harbor from both criminal sanc-
tions under Section 1128(b)(1 and 2) of the Act and the self-referral 
prohibition under Section 1877 of the Act with respect to the provi-
sion of nonmonetary remuneration necessary and used solely to re-
ceive and transmit electronic prescription information in accord-
ance with Part D standards. Nonmonetary remuneration includes 
hardware, software, or information technology and training serv-
ices. This safe harbor is to apply: (1) in the case of a hospital by 
the hospital to members of its medical staff; (2) in the case of a 
medical group practice by the practice to prescribing health care 
professionals who are members of the practice; and (3) in the case 
of a PDP sponsor or MA organization, by the sponsor or organiza-
tion to pharmacists and pharmacies participating in its network 
and to prescribing health processionals. 

The conferees intend for electronic prescribing to serve as a ve-
hicle to reduce medical errors and improve efficiencies in the 
health care system, but not for it to be used as a marketing plat-
form or other mechanism to unduly influence the clinical decisions 
of physicians. 

Subpart 2—Prescription Drug Plans; PDP Sponsors; Financing 

PDP Regions; Submission of Bids; Plan Approval (New Section 
1860D–11 of Conference Agreement; New Section 1860D–6 and 
New section 1860D–4 of House bill; New Section 1860D–7, 
1860D–12, and 1860D–13 of Senate bill). 

Present Law 
a. PDP Regions. No provision. 
b. Submission of Bids. No provision. 
c. Plan Approval. No provision. 
d. Fallback. No provision. 

House Bill 
a. PDP Regions. The Administrator would designate at least 10 

service areas in the U.S., consistent with EFFS regions, to the ex-
tent practicable. 

b. Submission of Bids. The new Section 1860D–6 would require 
each PDP sponsor to submit to the Administrator specified infor-
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mation in the same manner as such information was submitted by 
MA organizations. The information to be submitted would be infor-
mation on the qualified drug coverage to be provided, the actuarial 
value of the coverage, and information on the bid and premium for 
the coverage. The PDP sponsor would have to include an actuarial 
certification of: (1) the actuarial basis for the bid and premium; (2) 
the portion of the bid and premium attributable to benefits in ex-
cess of the standard coverage; (3) the reduction in the premium re-
sulting from reinsurance subsidies; (4) the reduction in the bid re-
sulting from direct and reinsurance subsidy payments; and (5) such 
other information required by the Administrator. 

c. Plan Approval. The Administrator would review the submitted 
information for purposes of conducting negotiations with the plan. 
The Administrator would approve the premium only if it accurately 
reflected the actuarial value of the benefits and the 73% average 
subsidy provided for under the new Section 1860D–8. The Adminis-
trator would apply actuarial principles to approval of a premium in 
a manner similar to that used for establishing the monthly Part B 
premium. These requirements would not apply to private fee-for-
service plans. 

d. Fallback. No provision. 

Senate Bill 
a. PDP Regions. New Section 1860D–10 would require the Ad-

ministrator to establish by April 15, 2005, and periodically review, 
service areas in which plans could offer benefits. The Administrator 
would establish service areas so that they maximized the avail-
ability of Medicare Prescription Drug Plans to eligible beneficiaries 
and minimized the ability of entities offering plans to favorably se-
lect beneficiaries. In establishing the service areas, the Adminis-
trator would establish at least 10 service areas, which would have 
to include at least one state. The Administrator could not divide 
states so that portions of a state were in different service areas. To 
the extent possible, the Administrator would include multi-state 
metropolitan statistical areas (MSAs) in a single service area. The 
Secretary could divide MSAs where it is necessary to establish 
service areas of such size and geography as to maximize plan par-
ticipation. The Administrator could conform service areas to those 
established for preferred provider organizations under 
MedicareAdvantage. 

Under the New Section 1860D–12, plan service areas could ei-
ther be, the entire area of one of the service areas established by 
the Administrator or the entire area covered by Medicare. Entities 
could submit separate bids for multiple service areas, provided 
each bid was for a single service area. 

b. Submission of bids. The new Section 1860D–12 of the Sen-
ate bill would require entities to submit bids to the Administrator 
on an annual basis. The bid would be submitted at such time in 
the previous year as specified by the Administrator. The bid would 
contain information on proposed plans including benefits, actuarial 
value of the qualified prescription drug coverage, the service area 
for the plan, and the monthly premium. Premium information 
would have to include an actuarial certification of the basis for the 
premium, the portion of the premium attributable to benefits in ex-
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cess of standard coverage, and the reduction in bids attributable to 
reinsurance payments. Entities would also be required to provide 
information on whether the entity planned to use any funds in the 
plan stabilization reserve fund that were available to the entity for 
the purpose of stabilizing or reducing the monthly premium. 

c. Plan Approval. The new Section 1860D–13 would prohibit 
the Administrator from approving a plan unless the premium, for 
both standard coverage and for any additional benefits, accurately 
reflected the actuarial value of the benefits less the actuarial value 
of reinsurance payments and any stabilization funds used. The bid 
submitted by an entity for a qualified plan must reasonably and eq-
uitably reflect the cost of benefits provided under that plan. The 
Administrator would have the authority to negotiate the terms and 
conditions of the proposed monthly premiums and other terms and 
conditions of proposed plans. The Administrator could disapprove, 
or limit enrollment in, a proposed plan based on costs to bene-
ficiaries, the quality of coverage and benefits, the adequacy of the 
plan network, average aggregate projected costs of covered drugs 
and other factors determined appropriate by the Administrator. 
The Administrator could approve a plan only if it provided the re-
quired benefits and was not designed to result in a favorable selec-
tion of beneficiaries. The Administrator would approve at least 2 
contracts to offer a Medicare Prescription Drug plan in an area. 
Contracts would be awarded for 2 years. 

d. Fallback. Under New Section 1860D–13, the Administrator, 
not later than September 1 of each year, beginning in 2005, would 
make a determination as to whether there were 2 approved bids. 
If not, the Administrator would enter into an annual contract with 
an entity to provide Part D enrollees in the area with standard cov-
erage (including access to negotiated prices) for the following year. 
The Administrator could enter into only 1 contract for each such 
area. A single entity could be awarded contracts for more than one 
such area. The Administrator could not enter into such a contract 
if the Administrator received two or more qualified bids after exer-
cise of the authority to reduce risk for entities. Entities would be 
required to meet beneficiary protection requirements. 

Beneficiary premiums for a fallback plan would be set at the 
premium amount that would apply if the plan premium equaled 
the national weighted average premium for the area, as adjusted 
for geographic differences in drug prices. The Administrator would 
establish a methodology for making this calculation, which could 
take into account geographic differences in utilization and the re-
sults of the ongoing study on spending and utilization required 
under the Act. The contract with the plan would provide for pay-
ments to the plans for the negotiated costs of covered drugs and 
payment of prescription management fees tied to performance man-
agement fees established by the Administrator. Performance re-
quirements established by the Administrator would include the fol-
lowing; (1) the entity contained costs to taxpayers and to bene-
ficiaries; (2) the entity provided quality clinical care; and (3) the en-
tity provided quality services. The fallback plan would not be per-
mitted to engage in any marketing or branding of the contract. En-
tities that submitted bids to be a qualified risk-bearing entity could 
not submit a bid to be a fallback plan. 
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Conference Agreement 
a. PDP Regions. New Section 1860D–11 of the conference 

agreement provides for the establishment of PDP regions. The serv-
ice area for a plan includes an entire PDP region. The Secretary 
shall establish, and may revise PDP regions in a manner that is 
consistent with the requirements for establishment and revision of 
MA regions. To the extent practicable, PDP regions shall be the 
same as MA regions. The Secretary may establish different regions 
if the Secretary determines that it would improve access to drug 
benefits. The Secretary will establish PDP regions for the terri-
tories. A plan can be offered in more than one PDP region, includ-
ing all PDP regions. 

b. Submission of Bids. Each PDP sponsor is required to submit 
to the Secretary specified information at the same time and in a 
similar manner as such information is submitted by MA organiza-
tions. The information to be submitted is: (1) information on the 
prescription drug coverage to be provided; (2) the actuarial value 
of the qualified prescription drug coverage in the region for a bene-
ficiary with a national average risk profile; (3) information on the 
bid including the basis for the actuarial value, the portion of the 
bid attributable to basic coverage and if applicable, the portion at-
tributable to supplemental benefits, and assumptions regarding re-
insurance subsidy payments and administrative expenses; (4) serv-
ice area; (5) level of risk assumed including whether the sponsor 
requires a modification of risk level and if so the extent of the 
modification; and (6) such other information required by the Sec-
retary. A modification of risk levels applies to all PDP plans offered 
by a PDP sponsor in a region; it may include an increase in the 
federal percentage assumed in the risk corridor or decrease in the 
size of risk corridors. The Secretary is to establish requirements for 
information submission in a manner that promotes the offering of 
plans in more than one PDP region. 

The Secretary is to establish processes and methods for deter-
mining the actuarial valuation of prescription drug coverage includ-
ing: (1) an actuarial valuation of standard coverage; (2) actuarial 
valuations relating to alternative coverage; (3) use of generally ac-
cepted actuarial principles and methodologies; (4) applying the 
same methodology for determinations of alternative coverage as is 
used for determinations of standard coverage; and (5) actuarial 
valuation of reinsurance subsidies. The processes and methods are 
to take into account the effect that providing alternative coverage 
(rather than standard coverage) has on drug utilization. 

PDP sponsors and MA organizations are responsible for the 
submission of required actuarial valuations for plans they offer. 
They may use actuarial opinions certified by independent, qualified 
actuaries. 

c. Plan Approval. The Secretary will review the submitted in-
formation for purposes of conducting negotiations with the plan. 
The Secretary has the authority to negotiate the terms and condi-
tions of the plans. The authority is similar to the authority the Di-
rector of the Office of Personnel Management has with respect to 
Federal Employee Health Benefits (FEHB) plans. 

After review and negotiation, the Secretary will approve or dis-
approve the plan. The Secretary may only approve a plan if certain 
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requirements are met. The plan must comply with Part D require-
ments, including for actuarial determinations. The Secretary must 
determine that the portion of the bid that is related to basic cov-
erage is supported by the actuarial bases provided and reasonably 
and equitably reflects the revenue requirements (as the term is 
used under Section 1302(8)(c) of the Public Health Service Act) for 
benefits provided under the plan, less the sum of the actuarial 
value of the reinsurance payments provided. Similarly, the Sec-
retary must determine that the portion of the bid that is related 
to supplemental coverage is supported by the actuarial bases pro-
vided and reasonably and equitably reflects the revenue require-
ments for coverage provided under the plan. 

The Secretary can only approve a plan, if the plan and the ben-
efits (including any formulary and tiered formulary structure) are 
not likely to discourage enrollment by certain beneficiaries. 

The agreement provides that the Secretary may only approve 
a limited risk plan for a PDP region if the access requirements for 
the region would otherwise not be met except for the approval of 
a limited risk or fallback plan. Only the minimum number of lim-
ited risk plans necessary for a region to meet access requirements 
may be approved. The Secretary shall provide priority to those with 
the highest level of risk. In no case can the reduction of risk pro-
vide for no (or a de minimus) level of financial risk. There is no 
limit on the number of full risk plans that may be approved. 

d. Fallback. The New Section 1860D–3, discussed above, estab-
lishes access requirements. If access is not provided, including 
through a limited risk plan, the conference agreement establishes 
a fallback process. The Secretary is required to establish a separate 
process for the solicitation of bids from eligible fallback entities for 
the offering in all fallback service areas in or more PDP regions of 
a fallback prescription drug plan during the contract period. A sin-
gle fallback entity may not offer all fallback plans throughout the 
United States. Except as otherwise provided, the general provision 
relating to approval or disapproval of bids under New Section 
1860D–11(e) applies with respect to fallback plans. The Secretary 
can only approve one fallback plan for all fallback service areas in 
any PDP region for a contract period. Competitive contracting pro-
visions apply. The Secretary shall approve fallback plans so that if 
there are any fallback service areas in the region for the year, they 
are offered at the same time as prescription drug plans would oth-
erwise be offered. 

The fallback entity could not submit a bid for a prescription 
drug plan for any region for the first year of a contract period. A 
fallback service area is an area within a PDP region in which, after 
applying the provisions relating to limited risk plans, the access re-
quirements will not be met. Fallback prescription drug plans are 
permitted to offer only standard prescription drug coverage, pass 
on negotiated discounts and meet such other requirements speci-
fied by the Secretary. The fallback plan would not be permitted to 
engage in any marketing or branding of the contract. 

Under a fallback contract, the Secretary would pay actual costs 
of Part D covered drugs taking into account negotiated price con-
cessions. Payment would also be made for prescription manage-
ment fees tied to performance management requirements, estab-
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lished by the Secretary. Performance requirements established by 
the Secretary would include the following; (1) the entity contained 
costs to the Medicare Prescription Drug Account and to bene-
ficiaries; (2) the entity provided quality clinical care, including re-
duction in adverse drug interactions; and (3) the entity provided 
timely and accurate delivery of services, including pharmacy and 
beneficiary support services; and (4) efficient and effective benefit 
administration and claims adjudication services. Beneficiary pre-
miums under fallback plans would be uniform and equal to 26 per-
cent of the Secretary’s estimate of the average monthly per capita 
actuarial cost (including administrative costs) to the entity offering 
the fallback plan. 

In general, contract requirements for fallback plans would be 
the same as those established for prescription drug plans. A con-
tract for a fallback plan would be for 3 years (and be renewable 
after a subsequent bidding process). However, a contract could not 
apply in an area in any year unless the area was a fallback service 
area. 

The Secretary will submit an annual report to Congress that 
describes the instances in which limited risk plans and fallback 
plans are offered. The secretary will include such recommendations 
as may be appropriate to limit the need for the provision of such 
plans and to maximize the assumption of financial risk. 

In order to promote competition, the Secretary is prohibited 
from interfering with the negotiations between drug manufacturers 
and pharmacies and PDP sponsors. Further, the Secretary may not 
require a particular formulary or require a particular price struc-
ture for the reimbursement of covered drugs. Conferees expect 
PDPs to negotiate price concessions directly with manufacturers. 

PDP sponsors shall permit State pharmaceutical assistance 
programs and prescription plans under Section 1860D–24 to coordi-
nate benefits with the plan. Fees may not be imposed that are un-
related to coordination. Conferees want to ensure the new Medicare 
plans are required to coordinate with State plans to ensure those 
plans can efficiently enroll seniors without unnecessary con-
straints. Conferees want to ensure a seamless transition for both 
States and beneficiaries. 

Requirements for and Contracts With Prescription Drug Plan 
(PDP) Sponsors (New Section 1860D–12 of Conference agree-
ment; (New Section 1860D–4 of House Bill; New Sections 
1860D–7, 1860D–10, 1860D–12, and 1860D–13 of Senate Bill). 

Present Law 
Medicare+Choice plans are required to meet a number of fi-

nancial and organizational requirements. In general they are re-
quired to be organized and licensed under state law, except that a 
special exception may be established for provider-sponsored organi-
zations. In addition, entities must assume full financial risk for re-
quired services. 

House Bill 
New Section 1860D–4 would specify organizational plan re-

quirements for entities seeking to become PDP plan sponsors. In 
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general, the section would require a PDP sponsor to be licensed 
under state law as a risk bearing entity eligible to offer health in-
surance or health benefits coverage in each state in which it offers 
a prescription drug plan. Alternatively it could meet solvency 
standards established by the Administrator for entities not licensed 
by the state. Plans would be required to assume full financial risk 
on a prospective basis for covered benefits except: (1) as covered by 
federal subsidy payments and reinsurance payments for high cost 
enrollees; or (2) as covered by federal incentive payments to encour-
age plans to expand service areas for existing plans or establish 
new plans. The entity could obtain reinsurance or make other ar-
rangements for the cost of coverage provided to enrollees. 

PDP plan sponsors would be required to enter into a contract 
with the Administrator under which the sponsor agreed to comply 
both with the applicable requirements and standards and the 
terms and conditions of payment. The contract could cover more 
than one plan. Contracts would be for at least one year. The Ad-
ministrator would have the same authority to negotiate the terms 
and conditions of the plans as the Director of the Office of Per-
sonnel Management has with respect to Federal Employee Health 
Benefits (FEHB) plans. The Administrator would be required to 
take into account subsidy payments for covered benefits in negoti-
ating the terms and conditions regarding premiums. The Adminis-
trator would designate at least 10 service areas, consistent with 
EFFS regions. 

The new section would incorporate, by reference, many of the 
contract requirements applicable to MA plans including minimum 
enrollment, contract periods, allowable audits to protect against 
fraud and abuse, intermediate sanctions, and contract termi-
nations. Pro rata user fees could be established to help finance en-
rollment activities; in no case could the amount of the fee exceed 
20% of the maximum fee permitted for an MA or EFFS plan. 

The new Section would permit the Administrator to waive the 
state licensure requirements under circumstances similar to those 
permitted under Part C for provider sponsored organizations. In 
such cases, plans would be required to meet financial solvency and 
capital adequacy standards established by the Administrator. The 
Administrator would establish such standards by regulation by Oc-
tober 1, 2004. 

The standards established under Part D would supersede any 
state law or regulation (other than state licensing laws or laws re-
lating to plan solvency). In addition, states would be prohibited 
from imposing premium taxes or similar taxes with respect to pre-
miums paid to PDP sponsors or payments made to such sponsors 
by the Administrator. 

Senate Bill 
Under the New Section 1860D–7, an entity eligible to offer a 

Medicare Prescription Drug Plan would be organized and licensed 
under state law as a risk-bearing entity eligible to offer health in-
surance or health benefits coverage in each state it offers a plan. 
Alternatively, the Administrator could waive the requirement that 
the entity be licensed in the state, if the Administrator determined 
that grounds for approval of the application had been met. By Jan-
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uary 1, 2005, the Administrator would, in consultation with the 
National Association of Insurance Commissioners, establish and 
publish solvency standards for non-licensed entities. 

Entities would be required to assume financial risk on a pro-
spective basis for costs of benefits in excess of amounts received 
from premium payments and reinsurance payments. Entities would 
be permitted to obtain private reinsurance for the portion of the 
costs for which they were at risk. 

Beneficiaries could not elect a Medicare Prescription Drug Plan 
unless the Administrator had entered into a contract with the eligi-
ble entity for the plan. A contract with an entity could cover more 
than one plan. 

The New Section 1860D–12 would require the Administrator, 
by January 1, 2005, to establish by regulation standards to imple-
ment Part D. Such standards would be periodically reviewed and 
revised as appropriate. Significant new regulatory requirements 
could only be implemented at the beginning of a calendar year. The 
standards would supersede any state law and regulation to the ex-
tent such law or regulation was inconsistent with such standards 
and in the same manner those standards were superseded for 
Medicare Advantage plans. Standards specifically superseded in-
clude those relating to benefits (including requirements relating to 
cost-sharing and the structure of formularies), premiums, require-
ments relating to inclusion or treatment of providers, coverage de-
terminations (including related grievance and appeals processes), 
and requirements relating to marketing materials and summaries 
and schedules of benefits for a plan. 

States would be prohibited from imposing a premium or simi-
lar tax with respect to premiums paid to the Administrator for 
Medicare Prescription Drug Plans and any payments made by the 
Administrator to eligible entities offering such a plan. 

Conference Agreement 
The conference agreement establishes organizational require-

ments for PDP sponsors under the New Section 1860D–12. In gen-
eral, the section would require a PDP sponsor to be licensed under 
state law as a risk bearing entity eligible to offer health insurance 
or health benefits coverage in each state in which it offers a pre-
scription drug plan. Alternatively it could meet solvency standards 
established by the Secretary for entities not licensed by the state. 
To the extent an entity is at risk, it must assume financial risk on 
a prospective basis for covered benefits that is not covered by direct 
subsidy payments. The entity could obtain insurance or make other 
arrangements for the cost of coverage provided to enrollees. 

PDP plan sponsors would be required to enter into a contract 
with the Secretary under which the sponsor agreed to comply both 
with the applicable requirements and standards and the terms and 
conditions of payment. The contract could cover more than one 
plan. The Secretary may not enter into a contract with a PDP 
sponsor if the entity submitted a bid for the year (as the first year 
of the contract period) to offer a fallback plan in any region or of-
fered a fallback plan in the region during the previous year. An en-
tity is to be treated as submitting a bid if it is acting as a subcon-
tractor of a PDP sponsor that is offering a plan; however this does 
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not apply to an MA organization insofar as it is acting as a PDP 
sponsor. 

The new section would incorporate, by reference, many of the 
contract requirements applicable to MA plans including minimum 
enrollment, contract periods, protections against fraud and abuse, 
intermediate sanctions, and contract terminations. Pro rata user 
fees may be established to help finance enrollment activities. 

The new Section 1860D–12 permits the Secretary, in order to 
expand choice, to waive the state licensure requirement under cir-
cumstances similar to those permitted under Part C for provider 
sponsored organizations. In such cases, plans would be required to 
meet financial solvency and capital adequacy standards established 
by the Secretary. The Secretary, in consultation with the National 
Association of Insurance Commissioners, would establish and pub-
lish such standards by January 1, 2005. The Secretary may peri-
odically review and revise the standards; however, the Secretary 
may not implement significant new regulatory requirements except 
at the beginning of a calendar year. 

The standards established under Part D supersede state laws 
or regulations in the same manner that such laws or regulations 
are superseded for purposes of MA organizations and plans. In ad-
dition, states are prohibited from imposing premium taxes with re-
spect to premiums for PDP plans. 

Premiums; Late Enrollment Penalty (New Section 1860D–13 of the 
Conference agreement; New Section 1860D–1 and New Section 
1860D–6 of House Bill; New Sections 1860D–2, 1860D–6, 
1860D–14, 1860D–15, 1860D–17, and 1860D–18 of Senate bill). 

Present Law 
Persons who delay enrollment in Part B after their initial en-

rollment period are subject to a premium penalty. Certain persons, 
including a working individual and/or spouse of a working indi-
vidual, may be able to delay enrollment in Medicare Part B without 
being subject to the delayed enrollment penalty. 

House Bill 
New Section 1860D–1 would specify that PDP sponsors and 

MA or EFFS organizations providing qualified prescription drug 
coverage could not deny, limit, or condition the coverage or provi-
sion of benefits or increase the premium based on any health-re-
lated status factor in the case of persons who maintained contin-
uous prescription drug coverage since the date they first qualified 
to elect drug coverage under Part D. Individuals who did not main-
tain continuous coverage could be subject to an adjusted premium 
or a pre-existing condition exclusion in a manner reflecting the ad-
ditional actuarial risk involved. Such risk would be established 
through an appropriate actuarial opinion. The Administrator would 
provide a mechanism for assisting sponsors and entities in identi-
fying eligible individuals who had, or had not, maintained contin-
uous coverage. 

The provision would specify that an individual would be con-
sidered to have had continuous prescription drug coverage if the in-
dividual established that he or she had coverage under one of the 
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following (and coverage in one plan occurred no more than 63 days 
after termination of coverage in another plan): (1) qualified pre-
scription drug coverage under a PDP or MA Rx or EFFS Rx plan; 
(2) Medicaid prescription drug coverage; (3) prescription drug cov-
erage under a group health plan, but only if benefits were at least 
equivalent to benefits under a qualified PDP; (4) prescription drug 
coverage under a Medigap plan, but only if the policy was in effect 
on January 1, 2006, and only if the benefits were at least equiva-
lent to benefits under a qualified PDP; (5) state pharmaceutical as-
sistance program, but only if benefits were at least equivalent to 
benefits under a qualified PDP; and (6) veterans coverage for pre-
scription drugs, but only if benefits were at least equivalent to ben-
efits under a qualified PDP. Individuals could apply to the Admin-
istrator to waive the requirement that such coverage be at least 
equivalent to benefits under a qualified prescription drug plan. 
They could make such application if they could establish that they 
were not adequately informed that the coverage did not provide 
such level of coverage. 

New Section 1860D–6 would specify that the bid and premium 
for a PDP could not vary among individuals enrolled in the plan 
in the same service area, provided they were not subject to late en-
rollment penalties. A PDP sponsor would permit each enrollee to 
have their premiums withheld from their Social Security checks in 
the same manner as is currently done for Part B premiums. Bene-
ficiaries could also make payment of the premium through an elec-
tronic funds transfer mechanism. The amount would be credited to 
the Medicare Prescription Drug Trust Fund. Reductions in Part B 
premiums attributable to enrollment in MA or EFFS plans could 
be used to reduce the premium otherwise applicable. 

Under certain conditions, the PDP sponsor or entity offering an 
MA Rx or EFFS Rx plan in an area would be required to accept, 
for an individual eligible for a low-income premium subsidy, the 
reference premium amount (premium for standard coverage) as 
payment in full for the premium for qualified prescription coverage. 
This requirement would apply if there was no standard coverage 
available in the area. 

Senate Bill 
New section 1860D–2 would specify that persons enrolling in 

Part D after their initial enrollment period would be subject to de-
layed enrollment penalties. The actuarially sound increase for each 
12-month period of delayed enrollment would be determined by the 
Administrator. 

Eligible beneficiaries with creditable drug coverage could elect 
to continue to receive such coverage, not enroll in Part D, and sub-
sequently enroll in Part D without penalty if the plan terminates, 
ceases to provide, or reduces the value of the prescription drug cov-
erage under the plan to below the actuarial value of standard pre-
scription drug coverage. Subject to certain conditions, creditable 
drug coverage would include drug coverage through Medicaid or 
through a Section 1115 waiver for persons who are not dual eligi-
bles, a group health plan, state pharmaceutical assistance program, 
Veterans’ programs, and Medigap. Entities offering creditable cov-
erage would be required to disclose whether coverage equals or ex-
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ceeds the actuarial value of standard coverage. A special enroll-
ment period would apply for persons losing creditable coverage. In 
general, it would be the 63-day period beginning on the date the 
individual lost such coverage. Entitlement would begin the first 
day of the first month following enrollment. 

The New Section 1860D–14 would require the Administrator to 
compute a monthly standard coverage premium for each Medicare 
Prescription Drug plan and for each Medicare Advantage plan. 
This would equal the value of standard coverage or actuarially 
equivalent coverage if the plan provided no additional benefits. If 
the plan offered additional benefits, the calculation would reflect 
only the value of standard coverage or, alternatively the approved 
plan premium for the required qualified coverage plan offered by 
the entity. 

The New Section 1860D–15 would require the Administrator, 
each year, beginning in 2006, to compute a monthly national aver-
age premium equal to the average of the monthly standard cov-
erage premium for each Medicare Prescription Drug plan and each 
Medicare Advantage plan. The calculation would be a weighted av-
erage based on the number of enrollees in the plan in the previous 
year. The Administrator would establish a methodology for making 
an adjustment to take into account differences in prices among dif-
ferent areas. In making this calculation, the Administrator could 
take into account geographic differences in utilization. Any adjust-
ment would be budget neutral. 

The Administrator would establish procedures for making the 
calculation for 2005. 

New Section 1860D–17 would specify that if the plan’s monthly 
approved premium for standard coverage was equal to the national 
monthly weighted average premium for such coverage, the bene-
ficiary would pay: (1) the applicable percentage, established for the 
area, of the monthly national average. If the plan’s monthly ap-
proved premium was less than the national average the beneficiary 
would pay: (1) the applicable percentage for the area, minus, (2) 
the difference between the national average and the plan’s pre-
mium. If the plan’s monthly premium was greater than the na-
tional average, the beneficiary would pay: (1) the applicable per-
centage for the area, plus (2) the difference between the national 
average and the plan’s premium. The applicable percentage for an 
area would be 30% divided by 100% minus a percentage equal to: 
total reinsurance payments that will be made in a year (including 
such payments to qualified retiree plans) divided by such amount 
plus total payments that would be made to plans, including Medi-
care Advantage plans, in the year for standard coverage (or actu-
arially equivalent coverage). 

New Section 1860D–18 would specify that premiums would be 
collected in the same manner as Part B premiums. The collections 
would be credited to the Prescription Drug Account. The Adminis-
trator would establish procedures whereby the sponsor of employ-
ment-based retiree coverage could pay the premium. The Adminis-
trator would transmit the information necessary for collection to 
the Commissioner of Social Security. 

New Section 1860D–6 would specify that premiums for a plan 
would not vary within a region. However, this requirement would 
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not apply to enrollees who were enrolled in a plan pursuant to a 
contract between the plan and the employer or other group plan 
that provided employment-based retiree health coverage, if the pre-
mium amount was the same for all such enrollees under such 
agreement. 

Conference Agreement 
The conference agreement establishes a new section 1860D–13 

which sets requirements for beneficiary premiums. The monthly 
beneficiary premium for a prescription drug plan is defined as the 
base beneficiary premium, as adjusted. The base beneficiary pre-
mium equals the product of the beneficiary premium percentage 
and the national average monthly bid amount. The beneficiary pre-
mium percentage is equal to: (1) 26%, divided by (2) 100% minus 
a percentage equal to total reinsurance payments divided by the 
sum of such reinsurance payments and total payments the Sec-
retary estimates will be paid to prescription drug plans in a year 
that are attributable to the standardized bid amount (taking into 
account amounts paid by the Secretary and enrollees and the appli-
cation of risk adjustment). The national average monthly bid 
amount is a weighted average of standardized bid amounts for each 
prescription drug plan and each MA–PD plan. It does not take into 
account bids submitted for MSA plans, MA private fee-for-service 
plans, specialized MA plans for special needs beneficiaries, PACE 
programs, and reasonable cost reimbursement contracts. Once the 
base beneficiary premium is calculated, it is adjusted up or down, 
as appropriate, to reflect differences between it and the geographi-
cally-adjusted national average monthly bid amount. It is further 
increased for any supplemental benefits and decreased if the indi-
vidual is entitled to a low-income subsidy. The premium is uniform 
for all persons enrolled in the plan, except for those receiving low-
income subsidies or those subject to a late enrollment penalty. 

Late enrollment penalties would be applied to beneficiaries 
who failed to maintain creditable coverage for a period of 63 days 
(within a continuous period of eligibility), beginning on the day 
after the individual’s initial enrollment period and ending on the 
date of enrollment in a prescription drug plan or MA–PD plan. The 
amount of the penalty is equal to the amount that is the greater 
of what the Secretary determines is actuarially sound or 1 percent 
of the national average monthly beneficiary basic premium (not 
geographically adjusted) for each uncovered month. 

The provision specifies that an individual is considered to have 
had creditable prescription drug coverage if the individual estab-
lishes that he or she had coverage under one of the following: (1) 
prescription drug plan or MA–PD; (2) Medicaid; (3) group health 
plan, including a Federal Employees Health Benefits (FEHB) plan 
and a qualified retiree prescription drug plan; (4) state pharma-
ceutical assistance program; (5) veterans coverage of prescription 
drugs; (6) prescription drug coverage under a Medigap plan; (7) 
military coverage including TRICARE; and (8) other coverage the 
Secretary determines is appropriate. Coverage meets the definition 
of creditable coverage only if the actuarial value of prescription 
drug coverage equals or exceeds the actuarial value of such cov-
erage under standard prescription drug coverage. Individuals could 
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apply to the Secretary to waive the requirement that such coverage 
be at least equivalent to benefits under a qualified prescription 
drug plan if they could establish that they were not adequately in-
formed that the coverage did not provide such level of coverage. 
The Secretary will establish procedures for the documentation of 
creditable prescription drug coverage. Entities offering creditable 
coverage would be required to provide disclosure that the coverage 
does not meet the requirement and the fact that the eligible indi-
vidual could face late enrollment penalties. 

Beneficiary premium payments may be paid directly to the 
PDP sponsor or MA organization. Alternatively the beneficiary has 
the option of having the amount withheld from his or her Social Se-
curity payment or having payment made through an electronic 
funds transfer mechanism. Payments withheld are to be paid to the 
PDP sponsor; however, in the case of late enrollment penalties only 
that portion attributable to increased actuarial costs is to be paid 
to the plan. 

Premium and Cost-Sharing Subsidies for Low-Income Subsidy Indi-
viduals (New Section 1860D–14 of the Conference agreement; 
New section 1860D–7 of House bill; New Section 1860D–19 of 
Senate bill). 

Present Law 
Some low-income aged and disabled Medicare beneficiaries are 

also eligible for full or partial coverage under Medicaid. Medicaid 
is a federal-state program, which provides health insurance cov-
erage to certain low-income individuals. Within broad federal 
guidelines, each state sets its own eligibility criteria, including in-
come eligibility standards. Persons meeting the state standards are 
entitled to full coverage under Medicaid. Persons entitled to full 
Medicaid protection generally have all of their health care expenses 
met by a combination of Medicare and Medicaid. For these ‘‘dual 
eligibles,’’ Medicare pays first for services both programs cover. 
Medicaid picks up Medicare cost-sharing charges and provides pro-
tection against the costs of services generally not covered by Medi-
care. Perhaps the most important service for the majority of dual 
eligibles is prescription drugs. These dual eligibles typically have 
comprehensive drug coverage with only nominal cost-sharing. 

Federal law specifies several population groups that are enti-
tled to more limited Medicaid protection. These are qualified Medi-
care beneficiaries (QMBs), specified low income beneficiaries 
(SLMBs), and certain qualified individuals. QMBs and SLMBs are 
not entitled to Medicaid’s prescription drug benefit unless they are 
also entitled to full Medicaid coverage under their state’s Medicaid 
program. Qualifying individuals are never entitled to Medicaid 
drug coverage (because, by definition, they are not eligible for full 
Medicaid benefits). 

Qualified Medicare Beneficiaries (QMBs) are aged or disabled 
persons with incomes at or below the federal poverty level. In 2003, 
the monthly level is $769 for an individual and $1,030 for a couple. 
($9,228 per year for an individual and $12,360 per year for a cou-
ple). The qualifying levels are higher than the HHS federal poverty 
guidelines because, by law, $20 per month of unearned income, 
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rounded to the next dollar, is disregarded in the calculation. QMBs 
must also have assets below $4,000 for an individual and $6,000 
for a couple. QMBs are entitled to have their Medicare cost-sharing 
charges, including the Part B premium, paid by the Federal-state 
Medicaid program. Medicaid protection is limited to payment of 
Medicare cost-sharing charges (i.e., the Medicare beneficiary is not 
entitled to coverage of Medicaid plan services unless the individual 
is otherwise entitled to Medicaid). 

Specified Low-Income Medicare Beneficiaries (SLMBs) are per-
sons who meet the QMB criteria, except that their income is over 
the QMB limit. The SLMB limit is 120% of the federal poverty 
level. In 2003, the monthly income limits are $918 for an individual 
and $1,232 for a couple ($11,016 per year for an individual and 
$14,784 for a couple). Medicaid protection is limited to payment of 
the Medicare Part B premium (i.e., the Medicare beneficiary is not 
entitled to coverage of Medicaid plan services unless the individual 
is otherwise entitled to Medicaid.) 

Qualifying Individuals (QI–1s) are persons who meet the QMB 
criteria, except that their income is between 120% and 135% of 
poverty. The monthly income limit for QI–1 for an individual is 
$1,031 and for a couple $1,384 ($12,372 per year for an individual 
and $16,608 for a couple). Medicaid protection for these persons is 
limited to payment of the monthly Medicare Part B premium. In 
general, Medicaid payments are shared between the federal govern-
ment and the states according to a matching formula. However, ex-
penditures under the QI–1 program are paid 100% by the federal 
government (from the Part B trust fund) up to the state’s allocation 
level. A state is only required to cover the number of persons which 
would bring its spending on these population groups in a year up 
to its allocation level. This temporary program, originally slated to 
end September 30, 2002, was extended through March 31, 2004 by 
P.L. 108–89. 

Eligibility determinations for Medicaid, QMB, SLMB, and QI–
1 programs are made by the states. 

House Bill 
The New Section 1860D–7 would provide income-related sub-

sidies for low-income individuals. Low-income persons would re-
ceive a premium subsidy (based on the value of standard coverage). 
Individuals with incomes below 135% of poverty would have a sub-
sidy equal to 100% of the value of standard drug coverage provided 
under the plan. For individuals between 135% and 150% of pov-
erty, there would be a sliding scale premium subsidy ranging from 
100% of such value at 135% of poverty to 0% of such value at 150% 
of poverty. For those with incomes under 135% of poverty, bene-
ficiary cost-sharing for spending up to the initial coverage limit 
would be reduced to an amount not to exceed $2 for a multiple 
source or generic drug and $5 for a non-preferred drug. Sponsors 
and entities could not charge individuals receiving cost-sharing 
subsidies more than $5 per prescription. (Beginning in 2007, these 
amounts would be increased by the percentage increase in per cap-
ita beneficiary drug costs.) Sponsors and entities could reduce to 
zero the cost-sharing otherwise applicable for generic drugs. 
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In 2006, persons eligible for low-income subsidies would have 
to have resources at or below three times the level applicable for 
the Supplemental Security Income program (i.e. $6,000 for an indi-
vidual and $9,000 for a couple). Beginning in 2007, these amounts 
would be increased by the annual percentage increase in the con-
sumer price index. 

The determination of whether an individual was a subsidy eli-
gible individual, and the amount of the subsidy, would be made by 
the State Medicaid program or the Social Security Administration. 
Such funds as necessary would be appropriated to the Social Secu-
rity Administration. Individuals not in the 50 states or the District 
of Columbia could not be subsidy eligible individuals but could be 
eligible for financial assistance with drug costs under new Section 
1935(e) added by Section 103. 

The premium subsidy amount would be defined as the bench-
mark premium amount for the qualified prescription drug coverage 
that the beneficiary selects whether offered by a PDP plan or an 
MA Rx or EFFS Rx plan in the area. The benchmark premium 
amount for a plan means the premium amount for enrollment 
under the plan (without regard to any subsidies or late enrollment 
penalties) for standard coverage (or alternative coverage if the ac-
tuarial value was equivalent). If a plan provided alternative cov-
erage with a higher actuarial value than that for standard cov-
erage, the benchmark amount would bear the same ratio to the 
total premium as the actuarial value of standard coverage was to 
the actuarial value of alternative coverage. 

The Administrator would provide a process whereby the Ad-
ministrator would notify the PDP sponsor or MA Rx or EFFS Rx 
entity that an individual was eligible for a subsidy and the amount 
of the subsidy. The sponsor or entity would reduce the premiums 
or cost-sharing otherwise imposed by the amount of the subsidy. 
The Administrator would periodically, and on a timely basis, reim-
burse the sponsor or entity for the amount of the reductions. 

Part D benefits would be primary to any coverage available 
under Medicaid. The Administrator would be required to develop 
and implement a plan for the coordination of Part D benefits and 
Medicaid benefits. Particular attention would be given to coordina-
tion of payments and preventing fraud and abuse. The Adminis-
trator would be required to involve the Secretary, the States, the 
data processing industry, pharmacists, pharmaceutical manufactur-
ers, and other experts in the development and administration of 
the plan. 

Senate Bill
Medicaid beneficiaries eligible for medical and drug benefits 

under their state Medicaid program (including the medically needy) 
would continue to receive drug benefits through Medicaid. Persons 
meeting the definition of QMB, SLMB, or QI–1, and not eligible for 
Medicaid medical and drug benefits, as well as other persons below 
160% of the federal poverty level, would receive their drug benefits 
through Part D. They would receive assistance for the Part D pre-
mium and cost-sharing charges. 

QMBs, SLMBs and QI–1s would have a 100% premium sub-
sidy for premiums provided the plan premium was at or below the 
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national weighted average premium (or the lowest premium in the 
area if none was below the national weighted average). 

The benefit package for the QMB population would be defined 
as having a zero deductible, cost-sharing of 2.5% for costs below the 
initial coverage limit; 5.0% cost-sharing for costs above the initial 
coverage limit and below the annual catastrophic limit, and 2.5% 
cost-sharing for costs above the catastrophic limit. The benefit 
package for the SLMB and QI–1 population would be defined as 
having a zero deductible, 5.0% cost-sharing for costs below the ini-
tial coverage limit; 10.0% cost-sharing for costs above the initial 
coverage limit and below the annual catastrophic limit, and 2.5% 
cost-sharing for costs above the catastrophic limit. Plans could 
waive or reduce cost-sharing otherwise applicable. 

Persons with incomes below 160% of poverty, not otherwise eli-
gible for low-income benefits would have a sliding scale premium 
subsidy ranging from 100% of the premium at 135% of poverty to 
0% at 160% of poverty with no additional premium costs provided 
the plan premium was at or below the national weighted average 
premium (or the lowest premium in the area if none was below the 
national weighted average). The benefit package for this population 
would be defined as having a $50 deductible in 2006 (indexed in 
subsequent years by the annual percentage increase in average per 
capita Medicare drug expenditures), 10.0% cost-sharing for costs 
below the initial coverage limit; 20.0% cost-sharing for costs above 
the initial coverage limit and below the annual catastrophic limit, 
and 10.0% cost-sharing for costs above the catastrophic limit. Plans 
could waive or reduce cost-sharing otherwise applicable. 

QMBs, SLMBs and QI–1s and other Part D enrollees with in-
comes below 160% of poverty could enroll in MedicareAdvantage 
and receive their low-income assistance through such plans. 

Beginning November 1, 2005, eligibility for low-income individ-
uals would be determined by states. The Administrator would im-
plement a process to notify the eligible entity or 
MedicareAdvantage plan that the individual was eligible for a cost-
sharing subsidy and the amount of the subsidy. The entity would 
reduce the applicable cost-sharing and submit information to the 
Administrator on the amount of the reduction. The Administrator 
would periodically and on a timely basis reimburse the entity or or-
ganization for the amount of the reductions. 

Beginning January 1, 2009, to the extent a state had not al-
ready eliminated application of an asset test, it would be required 
to permit individuals to make a self-declaration that assets did not 
exceed $10,000 for an individual or $20,000 for a couple. In subse-
quent years, these amounts would be increased by the increase in 
the consumer price index. The Secretary would develop a model 
declaration form. 

Conference Agreement 
New Section 1860D–14 of the conference agreement provides 

premium and cost-sharing subsidies for low-income subsidy-eligible 
individuals. There are groups of subsidy eligible individuals. The 
first group is composed of persons who: (1) are enrolled in a pre-
scription drug plan or MA–PD plan; (2) have incomes below 135% 
of poverty; and (3) have resources in 2006 below $6,000 for an indi-
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vidual and $9,000 for a couple (increased in future years by the 
percentage increase in the CPI), or (4) who is a full benefit dual 
eligible, regardless whether that person meets other eligibility 
standards. The second group of subsidy eligible individuals are per-
sons meeting the same requirements, except that the income level 
is 150% of poverty and an alternative resources standard may be 
used; this alternative standard in 2006 is $10,000 for an individual 
and $20,000 for a couple (increased in future years by the percent-
age increase in the CPI.) 

Individuals with incomes below 135% of poverty, and resources 
meeting the requirement for the first group, would have a premium 
subsidy equal to 100% of the low-income benchmark premium 
amount, but in no case higher than the actual premium amount for 
basic coverage under the plan. The low-income benchmark pre-
mium amount for a region equals either: (1) the weighted average 
of the basic premiums, if all prescription drug plans are offered by 
the same PDP sponsor; or (2) the weighted average of premiums 
for prescription drug plans and MA–PD plans, if plans in the re-
gion are offered by more than one PDP sponsor. Other low-income 
subsidy eligible persons will have a sliding scale premium subsidy 
ranging from 100% of such value at 135% of poverty to 0% of such 
value at 150% of poverty. Persons below 135% of poverty would 
have a premium subsidy for any late enrollment penalty equal to 
80 percent for the first 60 months and 100 percent thereafter. 

Beneficiaries in both groups are entitled to cost-sharing sub-
sidies. Individuals with incomes below 135% of poverty, and re-
sources meeting the requirement for the first group will have no 
deductible, cost-sharing for all costs up to the out-of-pocket thresh-
old of $2 for a generic drug or preferred multiple source and $5 for 
brand name or non-preferred drug. Institutionalized dual eligibles 
will have no cost sharing. Full benefit dual eligibles with incomes 
under 100 percent of poverty will have cost sharing up to the out-
of-pocket threshold of up to $1 for a generic drug or preferred mul-
tiple source and $3 for a brand name or nonpreferred drug. Other 
low-income subsidy eligible persons will have a $50 deductible, 15 
percent cost-sharing for all costs up to the out-of-pocket limit, and 
cost-sharing for costs above the out-of-pocket threshold of $2 for a 
generic drug or preferred multiple source and $5 for brand name 
or non-preferred drug. The deductible and cost-sharing amounts 
are increased each year beginning in 2007 by the annual percent-
age increase in per capita beneficiary expenditures for Part D cov-
ered drugs except for $1 and $3 cost-sharing, which will increase 
by the percentage increase in CPI. 

Eligibility determinations are to be made under the state Med-
icaid plan for the state or by the Commissioner of Social Security. 
Conferees believe that more beneficiaries will enroll in the new 
Part D benefit if given the option to apply at the Social Security 
office as well as the welfare office. Low-income subsidy applica-
tions, information, and application assistance shall be available to 
beneficiaries in all Social Security offices and State Medicaid of-
fices. It is the intent of the conferees that while enrollment at the 
SSA offices is important, both Medicaid programs and the Social 
Security Administration should engage in outreach activities to en-
courage eligible individuals to apply for subsidies under this sec-
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tion. The determinations shall remain effective for a period deter-
mined by the Secretary, not to exceed one year. Redeterminations 
or appeals are to be made in the same manner as such redeter-
minations and appeals are made by state Medicaid plans or the 
Commissioner for the supplemental security income program, 
whichever is appropriate. 

Full dual eligible persons are to be treated as subsidy eligible 
persons; the Secretary may provide that other Medicaid bene-
ficiaries be treated as subsidy eligible. Otherwise, income is to be 
determined in the same manner as determinations are made for 
the QMB program; however, Section 1902(r)(2) which permits the 
use of less restive methodologies does not apply for determining 
whether an individual is a low-income subsidy eligible individual. 
However, Section 1902(r)(2) continues to apply to all state Medicaid 
eligibility determinations. The Secretary is to develop a model sim-
plified application form and process for determining and verifying 
eligibility. The Commissioner may only require submission of state-
ments from financial institutions for an application for low-income 
subsidies to be considered complete. No other documentary evi-
dence may be required with the submission of the application. The 
Secretary is permitted to verify information submitted on the appli-
cation. 

The Secretary will provide a process whereby the Secretary 
will notify the PDP sponsor or MA organization that an individual 
is eligible for a subsidy and the amount of the subsidy. The sponsor 
or entity would reduce the premiums or cost-sharing otherwise im-
posed by the amount of the subsidy. The Administrator will peri-
odically, and on a timely basis, reimburse the sponsor or entity for 
the amount of the reductions. Reimbursement for cost-sharing sub-
sidies may be computed on a capitated basis. 

The residents of the territories are not eligible for low-income 
subsidies. However, they may be eligible for financial assistance 
under the new section 1935(e), as added by Section 103. 

Subsidies for All Medicare Beneficiaries for Qualified Prescription 
Drug Coverage (New Section 1860D–15 of Conference agree-
ment; New Section 1860D–8 of House bill; New Sections 
1860D–20, 1860D–11, and 1860D–16 of Senate bill). 

House Bill 
a. Subsidies. New Section 1860D–8 would provide for subsidy 

payments to qualifying entities. The stated purpose of such pay-
ments would be to reduce premiums for all beneficiaries consistent 
with an overall subsidy level of 73%, reduce adverse selection 
among plans, and promote the participation of PDP sponsors. Such 
payments would be made as direct subsidies and through reinsur-
ance. The section would constitute budget authority in advance of 
appropriations and represent the obligation of the Administrator to 
provide for subsidy payments specified under the section. 

Direct subsidies would be made for individuals enrolled in a 
PDP, MA Rx or EFFS Rx plan, and equal to 43% of the national 
weighted average monthly bid amount. Each year, the Adminis-
trator would compute a national average monthly bid amount 
equal to the average of the benchmark bid amounts for each drug 
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plan (not including those offered by private-fee-for service entities) 
adjusted to add back in the value of reinsurance subsidies. The 
benchmark bid amount would be defined as the portion of the bid 
attributable to standard coverage or actuarial equivalent coverage. 
The bid amount would be a weighted average with the weight for 
each plan equal to the average number of beneficiaries enrolled in 
the plan for the previous year. (The Administrator would establish 
a procedure for determining the weighted average for 2005). 

Reinsurance payments would be made for specified costs in-
curred in providing prescription drug coverage for individuals en-
rolled in either a PDP plan, or a MA Rx or EFFS Rx plan. The Ad-
ministrator would provide for reinsurance payments to PDP spon-
sors, and entities offering MA Rx or EFFS Rx plans. Reinsurance 
payments would be provided for 30% of an individual’s allowable 
drug costs over the initial reinsurance threshold ($1,000 in 2006) 
but not over the initial coverage limit ($2,000 in 2006). Reinsur-
ance, not to exceed 80% would also be provided for costs over the 
out-of-pocket threshold ($3,500 in 2006). In the aggregate, reinsur-
ance payments would equal 30% of total payments made by quali-
fying entities for standard coverage. 

For purposes of calculating reinsurance payments, allowable 
costs would be defined as the portion of gross covered prescription 
drug costs that were actually paid by the plan (net of discounts, 
chargebacks, and average percentage rebates), but in no case more 
than the part of such costs that would have been paid by the plan 
if the drug coverage under the plan were standard coverage. Gross 
covered drug costs would be defined as costs (including administra-
tive costs) incurred under the plan for covered prescription drugs 
dispensed during the year, including costs related to the deductible, 
whether paid by the enrollee or the plan, regardless of whether 
coverage under the plan exceeded standard coverage and regard-
less of when the payment for the drugs was made. 

The Administrator would be required to estimate the total re-
insurance subsidy payments that would be made during the year 
(including those made to qualified retiree plans) and total benefit 
payments to be made by qualifying entities for standard coverage 
during the year. The Administrator would proportionately adjust 
payments such that total subsidy payments during the year were 
equal to 30% of total payments made by qualifying plans for stand-
ard coverage during the year. The Administrator could, in a budget 
neutral manner, adjust direct subsidy payments in order to avoid 
risk selection. The payment method would be determined by the 
Administrator who could use an interim payment system based on 
estimates. Payments would be made from the Medicare Prescrip-
tion Drug Trust Fund. 

b. Risk corridors. No provision. 

Senate Bill 
a. Subsidies. New Section 1860D–20 of the Senate bill would 

provide for reinsurance payments on behalf of: (1) persons enrolled 
in a PDP; (2) MA plan (except for MSA plan or private fee-for-serv-
ice plan not providing qualified coverage); (3) persons eligible for 
but not enrolled in Part D and covered under a qualified retiree 
plan; (4) persons eligible for but not enrolled in Part D and covered 
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under a qualified state pharmaceutical assistance program. Quali-
fied retiree plans and state pharmaceutical assistance programs 
would have to provide coverage at least equal to the actuarial value 
of standard coverage. Reinsurance payments would be made to 
plans in the case of individuals whose spending exceeded the out-
of-pocket limit. Payments to plans would equal 80% (65% in the 
case of persons in a state pharmaceutical assistance program) of al-
lowable drug costs exceeding the limit. Allowable costs would be 
equal to actual costs above the limit. Entities would be required to 
notify the Administrator of the total actual costs (if any) incurred 
for providing benefits for an individual after the individual exceed-
ed the out-of-pocket threshold. Administrative costs, costs for cov-
erage in excess of the standard benefit, and discounts, direct or in-
direct subsidies, rebates, or other price concessions or direct or in-
direct remunerations would not be included. Payment methods 
would be determined by the Administrator. Such methods could in-
clude the use of interim payments. 

Any plan sponsor that was not an employer would be required 
to redistribute reinsurance payments to employers contributing to 
the plan maintained by the sponsor; the payments would be allo-
cated proportionately among all employers contributing to the plan. 

The New Section 1860D–11 would require the Administrator to 
establish an appropriate method for adjusting payments to plans to 
take into account variations in costs based on the differences in ac-
tuarial risk of different enrollees being served. Any risk adjustment 
would be designed in a budget neutral manner. The Administrator 
could take into account similar methodologies used to adjust pay-
ments for Medicare Advantage organizations. The Administrator 
would be required to publish such risk adjusters not later than 
April 15 each year (beginning in 2005) to be used for computing 
payments to plans for standard coverage. 

New Section 1860D–16 would require the Administrator to pay 
each entity offering a Medicare Prescription Drug Plan an amount 
equal to the full monthly approved premium, with appropriate risk 
adjusters. Payment terms would be determined by the Adminis-
trator and be based on terms used for Medicare Advantage plans. 
Payments to plans would be adjusted to account for differences in 
actuarial risk of different enrollees being served. 

b. Risk corridors. New section 1860D–16 would require entities 
to notify the Administrator for each year (beginning in 2007) of the 
total actual costs the entity incurred in providing standard cov-
erage in the preceding year. Total actual costs would reflect total 
payments made to pharmacies and other entities for coverage and 
the aggregate amount of discounts, direct or indirect subsidies, re-
bates, or other price concessions or direct or indirect remunerations 
made to the entity. The notification would not include spending for 
administrative costs, amounts spent for coverage in excess of stand-
ard coverage, or amounts for which the entity subsequently re-
ceived reinsurance payments. 

The provision would establish risk corridors, which would be 
defined as specified percentages above and below a target amount. 
The target amount would be defined as the total of plan premiums 
minus a percentage (negotiated between the Administrator and the 
entity) for administrative costs. No payment adjustment would be 

VerDate jul 14 2003 06:29 Nov 24, 2003 Jkt 090299 PO 00000 Frm 00477 Fmt 6601 Sfmt 6601 E:\HR\OC\HR391.XXX HR391



476

made if allowable costs were not more than the first threshold 
upper limit or less than the first threshold lower limit for the year, 
i.e. if the plans were within the first risk corridor. A portion of any 
plan spending above or below these levels would be subject to risk 
adjustments. If allowable costs exceeded the first threshold upper 
limit, then payments would be increased. If allowable costs were 
below the first threshold lower limit, payments would be reduced. 

During 2006 and 2007, plans would be at full risk for drug 
spending within 2.5% above or below the target. Plans would be at 
risk for 25% of spending exceeding 2.5% (first threshold upper 
limit) and below 5% of the target (second threshold upper limit). 
That is their payments would equal 75% of the allowable costs for 
spending in this range. They would be at risk for 10% of the spend-
ing exceeding 5% of the target. That is their payments would equal 
90% of the allowable costs for spending in this range. Conversely, 
if plans fell below the target, they would share the savings with the 
government. They would have to refund 75% of the savings if costs 
fell between 2.5% and 5% below the target level, and 90% of any 
amounts below 5% of the target. 

A special transition corridor would be established in the first 
two years. The Administrator would make a payment adjustment 
if the Administrator determined that 60% or more of all partici-
pating plans (including Medicare Advantage plans) representing at 
least 60% of covered beneficiaries had allowable costs that were 
more than 2.5% above the target. Risk corridor payments would 
equal 90% of any spending greater than 2.5% of the target but 
below 5% of the target. 

For 2008–2011, the risk corridors would be modified. Plans 
would be at full risk for drug spending within 5.0% above or below 
the target level. Plans would be at risk for 50% of spending exceed-
ing 5.0% and below 10.0% of the target level. They would be at risk 
for 10% of the spending exceeding 10% of the target level. Pay-
ments would be increased by 50% of allowable costs exceeding the 
first threshold upper limit and 90% for costs exceeding the second 
threshold upper limit. Conversely, if plans fell below the target, 
they would share the savings with the government. They would 
have to refund 50% of the savings if costs fell between 5% and 10% 
below the target level, and 90% of any amounts below 90% of the 
target. For years after 2011, the Administrator would establish risk 
corridors. The first threshold risk percentage could not be less than 
5% and the second threshold risk percentage could not be less than 
10%. 

Administrative costs would not be included in the calculation 
of whether or nor plan spending fell within a particular risk cor-
ridor. Administrative costs would be negotiated separately, on a 
plan by plan basis, with the Administrator. Administrative costs 
would be subject to performance risk. 

For purposes of making risk corridor calculations, allowable 
costs would be based on actual costs reported by the plan. 

The Administrator could require disclosure of any data as 
needed to administer the benefit. The Administrator would have 
the right to inspect and audit any books and records of the entity 
pertaining to amounts reported for drug spending. Information 
could be used by officers and employees of the Department of 
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Health and Human Services, but only to the extent necessary to 
carry out this section. 

The Administrator would be required to establish a stabiliza-
tion reserve fund, within the Prescription Drug Account. Amounts 
in this fund would be made available to eligible entities beginning 
with their 2008 contract year. Payments to the fund would be de-
termined as follows. If the target amount for a plan for any year 
2006–2010 exceeded applicable costs by more than 3% for the year, 
the entity would pay the Administrator the amount of such excess; 
the Administrator would deposit such amount in the fund on behalf 
of the entity. Applicable costs would be defined as the sum of allow-
able costs and the amount by which monthly payments were re-
duced through application of the risk corridor provisions. At appro-
priate intervals, the Administrator would notify a participating en-
tity of the balances in any of its stabilization accounts. Beginning 
in 2008, entities would be permitted to use account funds to sta-
bilize or reduce plan premiums. The accounts would expire after 5 
years. Any amounts not used by an eligible entity or that was de-
posited for use by an entity that no longer had a Part D contract 
would revert to the use of the Prescription Drug Account. 

Conference Agreement
a. Subsidies. New Section 1860D–15 of the conference agree-

ment provides for subsidy payments to qualifying entities. Such 
payments would reduce premiums for all beneficiaries consistent 
with an overall subsidy level of 74% for basic coverage, to reduce 
adverse selection among plans, and to promote the participation of 
PDP sponsors and MA organizations. Such payments would be 
made as direct subsidies and through insurance. 

The direct monthly per capita subsidy amount is equal to the 
plan’s standardized bid amount adjusted for health status and risk 
and reduced by the base beneficiary premium as adjusted to reflect 
the difference between the bid and the national average bid. 

Reinsurance payments, equal to 80% of allowable costs, would 
also be provided for an enrollee whose costs exceeded the annual 
out-of-pocket threshold ($3,600 in 2006). For purposes of calcu-
lating reinsurance payments, allowable costs would be defined as 
the portion of gross covered prescription drug costs that were actu-
ally paid by the plan (net of discounts, chargebacks, and average 
percentage rebates), but in no case more than the part of such costs 
that would have been paid by the plan if the drug coverage under 
the plan were basic coverage or, in the case of supplemental cov-
erage, standard coverage. Gross covered drug costs would be de-
fined as costs (not including administrative costs) incurred under 
the plan for covered prescription drugs dispensed during the year, 
including costs related to the deductible, whether paid by the en-
rollee or the plan, regardless of whether coverage under the plan 
exceeded basic coverage and regardless of when the payment for 
the drugs was made. 

The Secretary is required to establish an appropriate method 
for adjusting the standardized bid amount to take into account 
variations in costs for basic coverage based on the differences in ac-
tuarial risk of different enrollees being served. Any risk adjustment 
would be designed in a budget neutral manner. The Secretary may 
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take into account similar methodologies used to adjust payments 
for MA organizations. The Secretary would require PDP sponsors 
and MA organizations offering MA–PD plans to submit data. The 
Secretary is required to publish such risk adjusters at the same 
time as risk adjusters are published for MA organizations. 

The Secretary is required to establish an appropriate method 
for adjusting the national average monthly bid amount per capita 
subsidy amount to take into account differences. If the Secretary 
determines that price variations are de minimis, no adjustment is 
to be made. Any adjustments must be applied in a budget neutral 
manner. 

The Secretary is to establish payment methods, which may in-
clude interim payments. Payments are conditional upon the PDP 
sponsor and MA organization furnishing necessary information to 
the Secretary. Information may be used by officers and employees 
of HHS only for the purposes of and to the extent necessary to 
carry out the section. 

b. Risk corridors. New Section 1860D–15 of the conference 
agreement provides for the establishment of risk corridors, which 
are defined as specified percentages above and below a target 
amount. The target amount is defined as total payments paid to 
the plan, taking into account the amount paid by the Secretary and 
enrollees, based on the standardized bid amount, risk adjusted, and 
reduced by total administrative expenses assumed in the bid. No 
payment adjustments will be made if adjusted allowable costs for 
the plan are at least equal to the first threshold lower limit of the 
first risk corridor but not greater than the first threshold upper 
limit of the risk corridor for the year, i.e. if the plans are within 
the first risk corridor. A portion of any plan spending above or 
below these levels is subject to risk adjustment. If adjusted allow-
able costs exceed the first threshold upper limit, then payments are 
increased. If adjusted allowable costs are below the first threshold 
lower limit, then payments are reduced. Adjusted allowable costs 
are reduced by reinsurance and subsidy payments. Payment adjust-
ments would not affect beneficiary premiums. 

During 2006 and 2007, plans would be at full risk for adjusted 
allowable risk corridor costs within 2.5% above or below the target. 
Plans with adjusted allowable costs above this level would receive 
increased payments. If their costs were between 2.5% of the target 
(first threshold upper limit) and 5% of the target (second threshold 
upper limit), they would be at risk for 25% of the increased 
amount; that is their payments would equal 75% of adjusted allow-
able costs for spending in this range. If their costs were above 5% 
of the target they would be at risk for 25% of the costs between 
the first and second threshold upper limits and 20% of the costs 
above that amount. That is their payments would equal 80% of the 
adjusted allowable costs over the second threshold upper limit. 
Conversely, if plans fell below the target, they would share the sav-
ings with the government. They would have to refund 75% of the 
savings if costs fell between 2.5% and 5% below the target level, 
and 80% of any amounts below 5% of the target. 

A higher risk sharing percentage would apply in 2006 and 
2007 if the Secretary determines that 60 percent of prescription 
drug plans and MA–PD plans, representing at least 60 percent of 
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beneficiaries enrolled in such plans have adjusted allowable costs 
that are more than the first threshold upper limit. In this case, 
payment to plans would equal 90 percent of adjusted allowable 
costs between the first and second upper threshold limits. 

For 2008–2011, the risk corridors would be modified. Plans 
would be at full risk for drug spending within 5% above or below 
the target level. Plans would be at risk for 50% of spending exceed-
ing 5% and below 10% of the target level. Additionally, they would 
be at risk for 20% of any spending exceeding 10% of the target 
level. Payments would be increased by 50% of adjusted allowable 
costs exceeding the first threshold upper limit and 80% for any 
costs exceeding the second threshold upper limit. Conversely, if 
plans fell below the target, they would share the savings with the 
government. They would have to refund 50% of the savings if costs 
fell between 5% and 10% below the target level, and 80% of any 
amounts below 10% of the target. For years after 2011, the Admin-
istrator would establish risk corridors. The first threshold risk per-
centage could not be less than 5% and the second threshold risk 
percentage could not be less than 10% of the target amount. Con-
ferees intend the risk corridors to create incentives for plans to 
enter the market. 

If allowable risk corridor costs are less than the first threshold 
lower limit, but not greater than the first threshold upper limit for 
the plan year, then no payment adjustment is made. 

Plans are at full financial risk for all spending for supple-
mental prescription drug coverage. 

The subsidy and risk corridor provisions would not apply to 
fallback plans. 

Medicare Prescription Drug Account in the Federal Supplementary 
Insurance Trust Fund (New Section 1860D–16 of Conference 
Agreement; New Section 1860D–9 of House Bill; New Section 
1860D–25 of Senate Bill).

Present Law 
Medicare Part B is financed by a combination of enrollee pre-

miums and federal general revenues. Income from these sources is 
credited to the Federal Supplementary Insurance Trust Fund. Pay-
ments are made from the Trust Fund for Part B benefits. 

House Bill 
New Section 1860D–9 would create a Medicare Prescription 

Drug Trust Fund. Requirements applicable to the Part B trust fund 
would apply in the same manner to the Drug Trust Fund as they 
apply to the Part B Trust Fund. The Managing Trustee would pay 
from the Fund, from time to time, low-income subsidy payments, 
subsidy payments, and payments for administrative expenses. The 
Managing Trustee would transfer, from time to time, to the Med-
icaid account amounts attributable to allowable increases in admin-
istrative costs associated with identifying and qualifying bene-
ficiaries eligible for low-income subsidies. Amounts deposited into 
the Trust Fund would include the federal amount which would oth-
erwise be payable by Medicaid except for the fact that Medicaid be-
comes the secondary payer of drug benefits for the dual eligibles. 
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The provision would authorize appropriations to the Trust Fund an 
amount equal to the amount of payments from the Trust Fund re-
duced by the amount transferred to the Trust Fund. 

The provision would specify that any provision of law relating 
to the solvency of the trust fund would take into account the Fund 
and the amounts received by, or payable from, the Fund. 

Senate Bill 
A separate account, known as the Prescription Drug Account, 

would be established within the Part B Trust Fund. Funds in this 
Account would be kept separate from other funds within the Trust 
Fund. Payments would be made from the Account to eligible enti-
ties and Medicare Advantage plans and for low-income subsidies, 
reinsurance payments, and administrative expenses. Appropria-
tions would be made to the Account equal to the amount of pay-
ments and transfers made from the Account. 

Conference Agreement 
The conference agreement establishes a Medicare Prescription 

Drug Account in the Part B Trust Fund. Funds in this Account will 
be kept separate from other funds within the Trust Fund. Pay-
ments will be made from the Account for low-income subsidies, sub-
sidy payments, payments to qualified retiree prescription drug 
plans, and administrative expenses. Transfers would be made to 
the Medicaid account for increased administrative costs. States 
would make payments to the Account for dual eligibles as provided 
for under Section 1935(c). Appropriations would be made to the Ac-
count equal to the amount of payments and transfers from the Ac-
count. In order to ensure prompt payments in the early months of 
the program, there are appropriated such amounts the Secretary 
certified as necessary, not to exceed 10% of estimated expenditures 
for 2006. 

Subpart 3—Application to Medicare Advantage Program and Treat-
ment of Employer-Sponsored Programs and Other Prescription 
Drug Plans 

Application to Medicare Advantage Program and Related Managed 
Care Programs (New Section 1860D–21 of Conference agree-
ment; Section 101 of House bill; Sections 201 and 205 of Sen-
ate bill). 

Present Law 
No provision. 

House Bill 
Beginning January 1, 2006, at least one MA plan offered by an 

MA organization in an area would be required to: (1) offer qualified 
drug coverage under Part D; (2) meet the beneficiary protections 
outlined in the new Section 1860D–3, including requirements relat-
ing to information dissemination as well as grievance and appeals; 
and (3) provide the same information required from prescription 
drug plan sponsors when submitting a bid, unless waived by the 
Administrator. MA organizations providing qualified drug coverage 
would receive low-income subsidy payments and direct and reinsur-
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ance subsidies. A single premium would be established for drug 
and non-drug coverage. 

There would be exceptions for the prescription drug coverage 
offered by private fee-for-service (PFFS) plans. PFFS plans would 
not be required to negotiate prices or discounts; however, to the ex-
tent a plan did so, it would be required to meet related Part D re-
quirements. 

Senate Bill 
In addition to current law requirements, Medicare beneficiaries 

would also be required to be enrolled in the new Part D (prescrip-
tion drug program) in order to enroll in MA (except for PFFS). 

Beginning on January 1, 2006, MA plans, other than PFFS 
and MSA plans, would be required to offer each enrollee qualified 
prescription drug coverage that met the requirements for such cov-
erage under the MA program and under Part D of Medicare. An 
MA plan could offer qualified prescription drug coverage that ex-
ceeded the coverage required under Part D, as long as it also of-
fered an MA plan in the area that provided only the required cov-
erage. This provision would also establish payments to each MA or-
ganization offering an MA plan that provided qualified prescription 
drug coverage, including a low-income drug subsidy. 

Conference Agreement 
Beginning January 1, 2006, an MA organization cannot offer 

an MA plan in an area unless either that plan (or another MA plan 
offered by the organization in the same service area) includes re-
quired prescription drug coverage, and could not offer prescription 
drug coverage (other than that required under parts A and B) to 
an enrollee under an MSA plan or under another MA plan unless 
such drug coverage was qualified prescription drug coverage and 
unless the requirements of this section, with respect to such cov-
erage are met. Qualified coverage is basic coverage or qualified cov-
erage that provides supplemental drug benefits so long as there is 
no MA monthly supplemental beneficiary premium under the plan.

An individual enrolled in a health benefits plan would not be 
considered to have been deemed to make an election into an MA–
PD plan, unless the plan provides prescription drug coverage. An 
individual enrolled in an MA plan would not be considered to have 
been deemed to make an election into an MA–PD plan, unless: (1) 
for purposes of the January 1, 2006 election, the MA plan provided 
as of December 31, 2005 any prescription drug coverage; or (2) for 
periods after January 1, 2006, such MA plan was an MA–PD plan. 
An individual who discontinues enrollment in an MA–PD plan dur-
ing his/her first year of eligibility could enroll in a prescription 
drug plan under part D at the time of their election of coverage 
under original Medicare fee-for-service program. 

If an individual is enrolled in an MA plan (other than an MSA 
plan) that does not provide qualified prescription drug coverage, 
and the organization discontinues offering all MA plans without 
prescription drug coverage, then the individual would be deemed to 
have elected the original Medicare fee-for-service program, unless 
the individual affirmatively enrolls in an MA–PD plan. This 
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disenrollment would be treated as an involuntary termination of 
the MA plan. 

The provisions of this part would apply under Part C of Medi-
care with respect to prescription drug coverage provided under 
MA–PD plans in lieu of other Part C provisions that would apply 
to such coverage. The Secretary could waive these provisions to the 
extent that they duplicate provision under Part C or as may be 
necessary in order to improve coordination. The Secretary may also 
waive the pharmacy network requirements of section 1860D–
4(b)(1)(C) in the case of an MA–PD plan that provides access (other 
than mail order) to qualified prescription drug coverage through 
pharmacies owned and operated by the MA organizations. The Sec-
retary must determine the organization’s pharmacy network is suf-
ficient to provide comparable access for enrollees under the plan. 

Private fee-for-service plans (PFFS) plans would not be re-
quired to negotiate prices or discounts; however, to the extent a 
plan did so, it would be required to meet related Part D require-
ments. If the PFFS plan provided coverage for drugs purchased 
from all pharmacies, without additional cost-sharing, requirements 
for pharmacy access and public disclosure of pharmaceutical prices 
for equivalent drugs would not apply. For PFFS plans, the drug 
utilization management program and the medication therapy man-
agement program would not be required. For PFFS plans, the Sec-
retary would determine the amount of reinsurance payment using 
a methodology that bases such amount on the Secretary’s estimate 
of the amount of such payment that would be payable if the plan 
were an MA–PD plan and that takes into account the average rein-
surance payment made for a population of similar risk under MA–
PD plans. The risk corridor provisions would not apply, and plans 
would be exempt from negotiations on bid terms. 

If an organization provides benefits under a reasonable cost re-
imbursement contract and also elects to provide qualified prescrip-
tion drug coverage, then the provisions of this section and related 
provisions in part C would apply in the same manner as applied 
to local MA–PD plans. Individuals, who were not enrolled in the 
reasonable cost plan, could not enroll in the prescription drug plan. 
The bid of the reasonable cost plan would not be taken into account 
in computing any standardized bid amount under this section. 

In general, the provisions of Part D and related provisions of 
Part C apply to PACE programs in the same manner as they apply 
to MA–PD plans. The organization may not enroll persons not en-
rolled in PACE. Bids are not taken into account in computing the 
standardized bid amount. 

Special Rules for Employer-Sponsored Programs (New Section 
1860D–22 of Conference agreement; New section 1860D–8 of 
House bill; New Section 1860D–21 and 1860D–22 of Senate 
bill). 

Present Law 
No provision. 
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House Bill 
Under New Section 1860D–8, special subsidy payments would 

be made to a ‘‘qualified retiree prescription drug plan.’’ A qualified 
plan would be defined as employment-based retiree health coverage 
(including coverage offered pursuant to one or more collective bar-
gaining agreements) meeting certain requirements. The Adminis-
trator would have to determine that coverage had at least the same 
actuarial value as standard coverage. The sponsor (and the plan) 
would be required to maintain and provide access to records needed 
to ensure the adequacy of coverage and the accuracy of payments 
made. Further, the sponsor would be required to provide certifi-
cations of coverage. Payment could not be made for an individual 
unless: the individual was covered under the retiree plan, entitled 
to enroll under a PDP or MA Rx or EFFS Rx plan but elected not 
to. Subsidy payments would equal 28% of allowable costs between 
$250, but not greater than $5,000, indexed annually by the per-
centage increase in Medicare per capita prescription drug costs. 
The provision would clarify that nothing in the section would be 
construed as precluding an individual covered under an employ-
ment-based retiree plan from enrolling in a PDP plan or MA or 
EFFs plan or having the employment based plan from paying the 
premium. Employment-based supplemental coverage would be con-
sidered the primary payer for purposes of the Medicare secondary 
payment provisions. 

Senate Bill 
New Section 1860D–21 of the Senate bill would authorize the 

Administrator to make direct payments to sponsors of qualified re-
tiree prescription drug plans (as defined under New Section 
1860D–20) for each beneficiary enrolled in the plan who was not 
enrolled in Part D. The amount of the payment would equal the di-
rect subsidy percent of the monthly national average premium for 
the year, as adjusted by risk adjusters. The direct subsidy percent 
would be 100% minus the applicable percent as defined under the 
new Section 1860D–17. The applicable percentage for an area 
would be 30% divided by: (1) 100%, minus (2) a percentage equal 
to total reinsurance payments that would be made in a year di-
vided by such amount plus total payments that would be made to 
plans in the year for standard coverage. 

The Administrator would establish payment methods, which 
could include interim payments. Payments would be made from the 
Prescription Drug Account. 

New Section 1860D–22 would require the Administrator to 
make direct payments to sponsors of qualified state pharmaceutical 
assistance programs for each beneficiary enrolled in the plan who 
was not enrolled in Part D. The amount of the payment would be 
calculated in the same way that such payments were calculated for 
retiree plans. Further, the Administrator would provide for addi-
tional payments in behalf of each person who would otherwise 
qualify for a low-income subsidy, if the individual were enrolled in 
Part D. The payment would equal the amount the Administrator 
estimates would have been paid under the subsidy provisions, but 
in no case more than the average payment made under the subsidy 
provisions for an individual in the same income group. 
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Conference Agreement 
New Section 1860D–22 of the conference agreement establishes 

special rules for employer-sponsored programs. Under certain con-
ditions, the Secretary is required to make special subsidy payments 
to sponsors of qualified retiree prescription drug plans. These pay-
ments are to be made on behalf of an individual covered under the 
retiree plan, entitled to enroll under a PDP or MA–PD plan but 
elected not to. Subsidy payments will equal 28% of gross covered 
retiree plan-related prescription drug costs greater than $250 but 
not greater than $5,000, adjusted annually by the percentage in-
crease in Medicare per capita prescription drug costs. 

Qualified retiree prescription drug plans must be employment-
based group health plans. Group health plans include welfare plans 
defined under the Employee Retirement Income Security Act, fed-
eral and state governmental plans, including such plans as the 
Federal Employee Health Benefits program and CalPERS, collec-
tively bargained plans, and church plans. Conferees expect that in 
the case of interpretive matters with regard to plan sponsors of 
group health plans, CMS will coordinate with the Department of 
Labor and Treasury Department for guidance. The sponsor must 
provide the Secretary with an attestation that the actuarial value 
of prescription drug coverage under the plan is at least equivalent 
to the actuarial value of standard prescription drug coverage. The 
sponsor, or administrator designated by the sponsor, shall main-
tain and afford the Secretary access to necessary records for the 
purpose of audits and other oversight activities. The sponsor is re-
quired to provide disclosure of information in accordance with dis-
closure of information on creditable coverage. 

Nothing in the section is to be construed as precluding an indi-
vidual covered under an employment-based retiree plan from en-
rolling in a PDP plan or MA–PD plan or having the employment-
based plan from paying the premium. The PDP or MAPD plan 
would constitute primary coverage, not the employer. Employment-
based retiree coverage may provide coverage that is better than 
standard coverage to retirees under a qualified retiree prescription 
drug plan. Employment-based retiree health coverage may provide 
coverage that is supplemental to benefits provided under a pre-
scription drug plan or MA–PD plan to enrollees in such plans. 
Nothing is to prevent employers from providing flexibility in ben-
efit design and pharmacy access provisions for basic drug coverage 
so long as actuarial equivalence requirements are met. 

About one-third of Medicare beneficiaries receive coverage for 
prescription drugs from their former employers. Retirees are gen-
erally happy with their coverage and want to keep it. But employer 
plans are under increasing pressure to drop or scale back coverage. 
In 1988, 66% of large employers provided health benefits. In 2002, 
that number slipped to just 34%. Costs for retiree health coverage 
rose 16.0% in 2002, while prescription drug expenditures increased 
by 11.8% last year, and most employers predict double-digit health 
inflation well into the future. Conferees believe the employer re-
tiree subsidies included in the conference report will help employ-
ers retain and enhance their prescription drug coverage so that the 
current erosion in coverage would plateau or even improve. Absent 
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this assistance, many more retirees will lose their employer spon-
sored coverage. 

State Pharmaceutical Assistance Programs (New Section 
1860D–23 of Conference agreement). 

Present Law 
A number of states currently have programs to provide low-in-

come persons, not qualifying for Medicaid, with financial assistance 
in meeting their drug costs. The state programs differ substantially 
in both design and coverage. 

House Bill 
No provision. 

Senate Bill 
No provision. 

Conference Agreement 
New Section 1860D–23 of the conference agreement requires 

the Secretary, by July 1, 2005, to establish requirements to ensure 
effective coordination between a Part D plan (both a prescription 
drug plan and MA–PD plan) and a state pharmaceutical assistance 
program (SPAP). The coordination requirements relate to payment 
of premiums and coverage and payment for supplemental drug ben-
efits, and assistance with cost-sharing. Requirements must be in-
cluded for enrollment file-sharing, claims processing, claims rec-
onciliation reports, application of the catastrophic out-of-pocket pro-
tection, and other administrative procedures specified by the Sec-
retary. Requirements are to be consistent with applicable law, to 
safeguard the privacy of any identifiable beneficiary information. 
The agreement provides that the requirements must include a 
method for the application by a Part D plan of specified funding 
amounts for enrolled beneficiaries for supplemental benefits. The 
Secretary is required, when developing the requirements, to consult 
with state programs, the PDP sponsors, MA organizations, States, 
pharmaceutical benefit managers, employers, data processing ex-
perts, pharmacists, pharmaceutical manufacturers, and other ex-
perts. 

This legislation allows state pharmacy assistance programs to 
act as administrative intermediaries for the purpose of facilitating 
enrollment of SPAP members in prescription drug plans and in the 
discount card program. 

A state pharmaceutical program that this provision applies to 
is one: (1) that provides financial assistance for the purchase or 
provision of supplemental prescription drug coverage on behalf of 
eligible individuals; and (2) which, in determining program eligi-
bility and amount of payment, provides assistance to beneficiaries 
in all Part D plans and does not discriminate based on the Part D 
plan in which the individual is enrolled. A card used under Part 
D may also be used for benefits under the state program. 

The agreement authorizes the Secretary, based on an approved 
application, to provide payments to state pharmaceutical assistance 
programs for the purpose of educating program beneficiaries about 
Part D coverage, providing technical assistance to facilitate selec-
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tion and enrollment in plans, and other activities to promote effec-
tive coordination. The report provides $62.5 million in mandatory 
spending in each fiscal year 2005 and 2006 to help promote coordi-
nation between Medicare plans and SPAPs. 

Coordination Requirements for Plans Providing Prescription 
Drug Coverage (New Section 1860D–24 of Conference agreement). 

Present Law 
No provision. 

House Bill 
No provision. 

Senate Bill 
No provision. 

Conference Agreement 
The New Section 1860D–24 of the conference agreement re-

quires the Secretary to apply the coordination requirements estab-
lished under the New Section 1860D–23 for state pharmaceutical 
assistance programs, to other prescription plans including Medicaid 
(including a plan operating under an 1115 waiver), group health 
plans, federal employees health benefits plan, military coverage (in-
cluding TRICARE), and other coverage specified by the Secretary. 

The coordination requirements include coordination of proce-
dures to establish third-party reimbursement of out-of-pocket costs. 
The provision does not change the application of these procedures. 
The Secretary may impose user fees for the transmittal of informa-
tion necessary for benefit coordination. 

Medicare Prescription Drug Discount Card and Transitional Assist-
ance Program (New Section 1860D–31 of Conference agree-
ment; Section 105 of House Bill; Section 111 of Senate Bill). 

Present Law 
On July 12, 2001, the President announced a new national 

drug discount card program for Medicare beneficiaries. Under this 
program, CMS would endorse drug card programs meeting certain 
requirements. This program was viewed as an interim step until a 
legislative reform package, including both a drug benefit and other 
Medicare reforms, was enacted. Implementation of the drug dis-
count card program was suspended by court action. 

House Bill 
The provision would require the Secretary to establish a pro-

gram to: (1) endorse prescription drug discount card programs 
meeting certain requirements; (2) provide for prescription drug ac-
counts; and (3) make available information on such programs to 
beneficiaries. The Secretary would begin operation of the endorse-
ment program within 90 days of enactment. The account part of 
the program would begin no later than September 2004. The Sec-
retary would provide for an appropriate transition and termination 
of the program on January 1, 2006. The program would be vol-
untary. 
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Eligible beneficiaries would be defined as persons eligible 
under Part A or enrolled in Part B, but not enrolled in an MA plan 
offering qualified prescription drug coverage. The Secretary would 
establish a process through which an Part D eligible individual 
could make an election to enroll under the new Section 1807 with 
an endorsed program. The beneficiary would have to enroll for a 
year in order to receive the benefits for the year. An individual 
would, in general have only one opportunity for enrollment. This 
would occur during an initial, general enrollment period as soon as 
possible after enactment, and annually thereafter. The annual open 
enrollment periods would be coordinated with those for MA. An in-
dividual who enrolled in the new Section 1807, subsequently en-
rolled in an MA plan with drug coverage, and then discontinued 
such MA enrollment would be permitted to reenroll under Section 
1807. 

In general, eligible beneficiaries would not be permitted to en-
roll after their initial enrollment period (as defined under Part B). 
The Secretary would establish an open enrollment period for cur-
rent beneficiaries. 

The Secretary would establish a process through which an Part 
D eligible individual, enrolled under the new Section 1807, would 
select an eligible entity to provide access to negotiated prices. The 
entity would be one, which had been awarded a contract and 
served the state in which the beneficiary resided. Eligible entities 
would be pharmaceutical benefit management companies, whole-
sale and retail pharmacy delivery systems, insurers, MA organiza-
tions, other entities, or any combination of these. 

The enrollment process, established by the Secretary, would 
use rules similar to those established for MA. Individuals could not 
select more than one entity at a time and, except for unusual cir-
cumstances (including changing residential setting, such as nursing 
home placement.) change the selection once a year. The process 
would provide for selecting eligible entities for individuals who en-
rolled in the New Section 1807, but failed to select an entity. Enti-
ties would compete for beneficiaries on the basis of discounts, 
formularies, pharmacy networks, and other services. 

The Secretary would broadly disseminate information to eligi-
ble beneficiaries regarding enrollment, selection of eligible entities, 
and the coverage made available by entities. The enrollment fee 
would be $30 with the 2004 fee including any portion of 2003 cov-
ered by the program. The fee would be collected in the same man-
ner as Part B premiums are collected from Social Security pay-
ments, except the collection would be made only once a year. States 
could pay the fee for some or all low-income enrollees in the state. 
No federal matching payments would be available. The Secretary 
would make 2/3 of the fee collected available to the eligible entity. 

Each eligible entity would be required to issue a card and an 
enrollment number to each enrolled beneficiary and to provide for 
electronic methods to coordinate with prescription drug accounts 
established under the New Section 1807A. 

Beneficiary protections would be established including guaran-
teed issue and nondiscrimination provisions. If an eligible entity 
served a state, it would be required to serve the entire state. Enti-
ties would be required to disseminate, to each beneficiary who se-
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lected the entity, summary information on negotiated prices, access 
to such prices through pharmacy networks, and how the formulary 
functioned. Upon request, entities would be required to provide 
general coverage, utilization, and grievance information. In addi-
tion, entities would be required to have a mechanism for providing 
specific information upon request. The new Part D provisions relat-
ing to pharmacy access would apply to eligible entities. To the ex-
tent the Secretary determined they could be implemented on a 
timely basis, entities would be required to meet the new Part D 
provisions with respect to development and application of 
formularies and the requirements to have in place an effective cost 
and drug utilization management program, quality assurance 
measures and systems, and a program to control fraud, abuse and 
waste. Each entity would be required to have in place meaningful 
procedures for hearing and resolving grievances and for expedited 
determinations and reconsiderations of coverage determinations. 
Entities would be required to provide pharmaceutical support serv-
ices. They would also be required to provide for confidentiality and 
accuracy of enrollee records and periodic reports to the Secretary. 

Entities would be required to provide beneficiaries with access 
to negotiated prices (including applicable discounts). Such dis-
counts would not be taken into account in establishing ‘‘best price’’ 
for purposes of Medicaid calculations. If the entity used a for-
mulary, negotiated prices would only be available for formulary 
drugs. Negotiated prices could not be limited to mail order drugs. 
Entities and contracting pharmacies could not charge beneficiaries 
for any required services. Entities would be required to disclose to 
the Secretary the extent to which discounts, or rebates or other re-
muneration or price concessions made available by a manufacturer 
were passed through to enrollees; such information would be con-
fidential. Entities would be required to notify enrollees at the time 
of purchase of the differential between any prescribed drug and the 
cost of the lowest cost available generic drug that was therapeuti-
cally equivalent and bioequivalent. 

The Secretary would be required to establish a prescription 
drug account for each enrolled individual and deposit into the ac-
count the federal contribution amount. This amount would be $800 
for an accountholder with income under 135% of poverty, $500 for 
an accountholder with income between 135% and 150% of poverty, 
and $100 for all other persons. Income would be determined under 
the state Medicaid program or by the Social Security Administra-
tion (SSA). Such sums as may be necessary would be authorized to 
be appropriated to the SSA. If the program was not in effect for 
all of 2004, the amounts would be prorated. Persons would not be 
eligible for a federal contribution if they were eligible for drug cov-
erage under Medicaid, group health plan, Medigap, medical care 
for members of the uniformed services, veterans’ medical care, Fed-
eral Employees Health Benefits program, or the Indian Health 
Care Improvement Act. The provision would authorize appropria-
tions to the Part B trust fund of an amount equal to the amount 
by which benefits and administrative costs exceeded the portion of 
enrollment fees retained by the Secretary. 

The provision would establish a new Section 1807A, Prescrip-
tion Drug Accounts, that would be established for each enrolled 
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beneficiary. Contributions to the account would include federal con-
tributions, any state contributions, private contributions (including 
employer and individual contributions) and spousal rollover con-
tributions. If the accountholder was married at the time of death, 
the amount in the account attributable to public contributions 
would be credited to the account, if any, of the surviving spouse, 
or if the spouse was not an Part D eligible individual, into a re-
serve account to be held for when the spouse became an Part D eli-
gible individual. 

Costs of the voluntary prescription drug discount card program 
would not be considered in calculating the Part B premium. 

By March 1, 2005, the Administrator would be required to sub-
mit a report to Congress on the progress made in implementing the 
new prescription drug benefit, including specific steps that had 
been taken, and need to be taken, to ensure timely start of the pro-
gram on January 1, 2006. 

Senate Bill 
Section 111 would add a new Section 1807 to the Social Secu-

rity Act, Medicare Prescription Drug Discount Card Endorsement 
Program. The Secretary would establish a program under which 
the Secretary would endorse card programs offered by prescription 
drug card sponsors meeting certain requirements and would make 
available information on such programs to beneficiaries. Eligible 
sponsors would be entities with demonstrated experience and ex-
pertise in operating a prescription drug discount card program or 
similar program that the Secretary determined to be appropriate to 
provide benefits to Medicare beneficiaries. Such entities would in-
clude pharmaceutical benefit management companies, wholesale or 
retail pharmacist delivery systems, insurers, other entities, or any 
combination of these. 

Any individual entitled to Part A and enrolled in Part B would 
be eligible to enroll in an endorsed prescription drug card program. 
The Secretary would be required to establish procedures for identi-
fying eligible beneficiaries. The Secretary would also be required to 
establish procedures under which beneficiaries could make an elec-
tion to enroll and disenroll in an endorsed card program. A bene-
ficiary could only be enrolled in one endorsed program at a time. 
Card sponsors could charge annual enrollment fees, not to exceed 
$25. The fee would be the same for all eligible Medicare bene-
ficiaries enrolled in the program and would be collected by the card 
sponsor. 

The Secretary would provide information, which compared the 
costs and benefits of various programs. This information dissemina-
tion, intended to promote informed choice, would be coordinated 
with the dissemination of other educational information on other 
Medicare options. Each card sponsor would make available to each 
beneficiary (through the Internet or otherwise) information that 
the Secretary identified as being necessary to provide for informed 
choice by beneficiaries among endorsed programs; this would in-
clude information on enrollment fees, negotiated prices, and serv-
ices related to drugs offered under the program. The sponsor would 
have to provide information on how the formulary functioned. The 
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Medicare toll-free number, 1–800–MEDICARE, would be used to 
receive and respond to inquiries and complaints. 

Each endorsed drug card program would have to meet bene-
ficiary protection requirements, including those relating to bene-
ficiary appeals and marketing practices. They would also have to 
ensure that beneficiaries were not charged more than the lower of 
the negotiated retail price or the usual and customary price. Each 
card sponsor would secure the participation of a sufficient number 
of pharmacies that distributed drugs directly to patients to ensure 
convenient access (including adequate emergency access) for bene-
ficiaries enrolled in the program. Convenient access would be deter-
mined by the Secretary and would take into account reasonable 
distances to pharmacy services in both urban and rural areas. Each 
card sponsor would be required to have in place procedures for as-
suring that quality service was provided to eligible beneficiaries en-
rolled in a prescription drug discount card program. They would 
also have to safeguard individually identifiable information in ac-
cordance with the Health Insurance Portability and Accountability 
Act (HIPAA). Sponsors would be prohibited from charging any fees, 
except for the annual enrollment fee. Card sponsors could not rec-
ommend switching a Part D eligible individual to a drug with a 
higher negotiated price, unless a licensed health professional rec-
ommended a switch based on a clinical indication. Negotiated 
prices could not change more than once every 60 days. 

Card sponsors would provide enrolled beneficiaries with access 
to negotiated prices used by the sponsor for payment for prescrip-
tion drugs, provided such drugs were not excluded under the pro-
gram’s formulary. The term negotiated price, would include all dis-
counts, direct or indirect subsidies, rebates, price concessions, and 
direct or indirect remunerations. Medicaid negotiation rules, in-
cluding rebate requirements, would not apply. 

Each card program would be required to provide pharma-
ceutical support services such as education, counseling, and serv-
ices to prevent adverse drug interactions. Each card sponsor would 
issue a discount card to program enrollees. 

Sponsors seeking endorsement of a card program would submit 
required information to the Secretary. The Secretary would review 
the information and determine whether to endorse the program. A 
program could not be approved unless it and the sponsor complied 
with the requirements of the new Section 1807. 

Sponsors could use a formulary. Sponsors electing to use a for-
mulary would be required to establish a pharmaceutical and thera-
peutic committee (that included at least one academic expert, at 
least one practicing physician and at least one practicing phar-
macist) to develop and review the formulary. The committee would 
base clinical decisions on the strength of scientific evidence and 
standards of practice. The formulary would have to include drugs 
within each therapeutic category and class of covered drugs (as de-
fined by the Secretary) although not necessarily for all drugs with-
in such categories and classes. The committee would establish poli-
cies and procedures to educate and inform health care providers 
concerning the formulary. Drugs could not be removed from the for-
mulary until after appropriate notice had been provided to bene-
ficiaries, physicians, and pharmacies. The Secretary would provide 
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appropriate oversight to ensure compliance of programs; including 
verification of the negotiated prices and services provided. Each 
program sponsor would be required to report to the Secretary on 
program performance, use of drugs by beneficiaries, financial infor-
mation of the sponsor, and other information required by the Sec-
retary. The Secretary could not disclose any proprietary data that 
was reported. The Secretary could use Parts A and B claims data 
for purposes of conducting a drug utilization review program. 

Section 111 would add a new Section 1807A to the Social Secu-
rity Act, Transitional Prescription Drug Assistance Card Program 
for Eligible Low-Income Beneficiaries. The Secretary would award 
contracts to prescription drug card sponsors, offering a program 
that was endorsed by the Secretary under the new Section 1807, 
to offer a prescription drug card assistance program to eligible low-
income beneficiaries. The program would begin no later than Janu-
ary 1, 2004. The Secretary would provide for a transition and dis-
continuation of the drug card program and the low-income assist-
ance card program when the new Part D program became effective. 
The transitional programs would continue to operate at least 6 
months after the date benefits first became available under Part D. 

All individuals meeting the definition of QMB, SLMB, or QI–
1, or those with income below 135 percent of poverty who were not 
eligible to receive drug benefits under Medicaid, could receive as-
sistance with their prescription drug costs, effective January 1, 
2004. In addition, those determined to have income below 135 per-
cent of poverty could receive assistance with their prescription drug 
costs. These persons would have access, through a drug discount 
card, to up to $600 per year. The entire $600 benefit would be 
available for the entire year; any balance left on the card in one 
year could be carried forward. Beneficiaries would be subject to 
cost-sharing requirements, which could not be less than 5% of the 
negotiated price for a drug, or 10% for a transitional assistance eli-
gible individual. Cost-sharing charges would not count against the 
$600. At a minimum, card sponsors would provide low-income en-
rollees with a minimum of a 20% discount from the average whole-
sale price for each covered drug. 

In general, the enrollment procedures established for the drug 
discount card program would apply for this program. Each sponsor 
offering an assistance card program would be required to enroll 
any low-income person wishing to enroll if the program served the 
geographic area where the beneficiary resides. An individual enroll-
ing in an assistance card program would be simultaneously en-
rolled in a discount card program offered by the sponsor. Enroll-
ment fees would be waived for these individuals and would instead 
be paid by the Secretary. 

Eligible beneficiaries would have to be provided the informa-
tion required for the discount card program. In addition, sponsors 
would be required to notify low-income enrollees, on a periodic 
basis, of the amount of coverage remaining and on the grievance 
and appeals process under the program. 

Each card sponsor would secure the participation of a sufficient 
number of pharmacies that distributed drugs directly to patients to 
ensure convenient access for beneficiaries enrolled in the program. 
The Secretary would determine whether convenient access was pro-
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vided; mail order pharmacies would not be included in the deter-
mination. Further, the Secretary could not make a determination 
that convenient access had been provided, unless an appropriate 
arrangement was in place for low-income persons in long-term care 
facilities. 

The Secretary would be required to establish procedures under 
which benefits under the assistance card program were coordinated 
with coverage under a state pharmaceutical assistance program or 
Medicare+Choice plan. 

Drug discount card managers could establish formularies. A 
low-income enrollee would have the right to appeal to obtain cov-
erage for a drug not on the formulary if the prescribing physician 
determined that the formulary drug was not as effective for the in-
dividual or had adverse effects for the individual. If a plan offered 
tiered cost-sharing for covered drugs, an enrollee would have the 
right to request that a nonpreferred drug be treated on terms ap-
plicable for a preferred drug if the prescribing physician deter-
mined that the preferred drug was not as effective for the indi-
vidual or had adverse effects for the individual. 

Sponsors offering assistance card programs would be required 
to process claims negotiate with brand name and generic manufac-
turers and others for price concessions, track individual beneficiary 
expenditures, and perform other functions specified by the Sec-
retary. Each sponsor would receive data exchanges in a format 
specified by the Secretary.

Entities would be required to assure that low-income bene-
ficiaries were informed at the time of purchase of any difference be-
tween the price of the prescribed drug and the lowest cost generic 
drug that was therapeutically equivalent and bioequivalent and 
that was available at the pharmacy or other dispenser. Entities 
would also be required to have meaningful procedures for hearing 
and resolving grievances, comparable to those established for 
Medicare+Choice plans. In addition, eligible entities would be re-
quired to meet Medicare+Choice requirements relating to coverage 
determinations. 

Sponsors seeking to offer an assistance program would be re-
quired to submit information to the Secretary, in the manner speci-
fied by the Secretary. The Secretary could not approve a program 
unless the sponsor and program met the requirements of the new 
Section 1807A. Further, the Secretary would have to determine 
that the entity was appropriate to provide benefits to low-income 
beneficiaries, was able to manage the monetary assistance provided 
under the program, agreed to submit to audits by the Secretary, 
and provided other assurances require by the Secretary. There 
would be no limit on the number of sponsors who could be awarded 
contracts. The contract would be for the lifetime of the program 
and cover the same service area served by the sponsor under the 
card program under Section 1807. The sponsor could submit an ap-
plication for endorsement under both programs simultaneously. 

The Secretary would pay sponsors the amount agreed to in the 
contract between the sponsor and the Secretary. Payments would 
be made from the Part B trust fund but would not be considered 
in the calculation of the Part B premium. 
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The Secretary would implement New Sections 1807 and 1807A 
to assure that discounts and benefits were available no later than 
January 1, 2004. The Secretary would provide for an appropriate 
transition and discontinuation of the programs; such transition 
would ensure that benefits continue to operate until the first Part 
D enrollment period ended. 

Conference Agreement 
a. Establishment of Program. The conference agreement adds 

a new Section 1860D–31 to the Social Security Act, Medicare Pre-
scription Drug Discount Card and Transitional Assistance Pro-
gram. The Section requires the Secretary to establish a program to 
endorse prescription drug discount card programs meeting certain 
requirements. Discount card eligible individuals would receive ac-
cess to prescription drug discounts through card sponsors through-
out the U.S. The program will also provide transitional assistance 
for low-income persons enrolled in endorsed programs. The pro-
gram is voluntary for eligible individuals. 

The agreement requires the Secretary to implement the pro-
gram so that discount cards and transitional assistance are avail-
able no later than 6 months after enactment. The Secretary is re-
quired to promulgate regulations to carry out the program. They 
could be promulgated on an interim final basis which could be ef-
fective on the date of issuance. In the case interim final regulations 
are promulgated, a public comment period would be provided. The 
Secretary could change or revise the regulations after conclusion of 
the comment period. 

The conference agreement specifies that the new program 
would not, except as provided for during an individual’s transition 
period, apply to covered discount card drugs dispensed after De-
cember 31, 2005. However, any transitional assistance for low in-
come persons would be available after that date to the extent the 
assistance was for drugs dispensed on or before that date. 

Special rules may apply for an individual in a transition period 
who is also enrolled under a card program as of December 31, 
2005. The transition period to the new Part D is the period begin-
ning January 1, 2006 and ending on the effective date of the indi-
vidual’s coverage under Part D or at the close of the individual’s 
initial enrollment period for Part D. During this period, discounts 
may continue to apply for drugs dispensed to the individual, no an-
nual enrollment fee would be applicable, the individual could not 
change the endorsed plan in which they were enrolled, and the bal-
ance of any transitional assistance remaining on January 1, 2006 
would remain available for drugs dispensed during this period. 

b. Eligibility. The conference agreement specifies that persons 
eligible for the discount card are those entitled to or enrolled under 
Part A or enrolled under Part B. However individuals enrolled in 
Medicaid (or under any Section 1115 Medicaid waiver) who are en-
titled to any medical assistance for outpatient prescribed drugs 
would not be a discount card eligible individual. 

An individual eligible for transitional assistance is a discount 
card eligible individual, residing in one of the 50 states or the Dis-
trict of Columbia, whose income is not more than 135% of the offi-
cial poverty line applicable to the family size involved. Certain per-
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sons would not be eligible for transitional assistance. These are 
persons who had coverage for, or assistance with, covered discount 
card drugs under: (1) a group health insurance plan or health in-
surance plan (other than coverage under a plan under Medicare 
Part C or coverage consisting only of excepted benefits as that term 
is defined under Section 2791 of the Public Health Service Act); (2) 
Chapter 55 of the United States Code relating to medical and den-
tal care for members of the uniformed services; and (3) a plan 
under the Federal employees health benefits program. 

Certain transitional eligible assistance eligible individuals may 
also qualify as special transitional assistance eligible individuals. 
These are persons with incomes below 100% of the official poverty 
line. 

The Secretary is required to provide for appropriate rules for 
the treatment of medically needy persons as discount eligible indi-
viduals and as transitional assistance eligible individuals. 

c. Enrollment. The conference agreement requires the Sec-
retary to establish a process through which a discount card eligible 
individual is enrolled and disenrolled in a discount card program. 
An individual not enrolled in a card program may enroll in any 
card program, serving residents of the state at any time beginning 
on the initial enrollment date and before January 1, 2006. Comple-
tion of a standard enrollment form, specified by the Secretary, is 
required. Each program sponsor is required to transmit to the Sec-
retary (in a form and manner specified by the Secretary) informa-
tion on persons completing the enrollment forms. They are also re-
quired to provide certain information relating to the certification as 
a transitional assistance eligible individual. 

The conference agreement specifies that a discount eligible in-
dividual may only be enrolled in one endorsed card program at a 
time. An individual enrolled in one program in 2004 could change 
the election for 2005. The Secretary will establish a process for 
making this change, which will be similar to, and coordinated with, 
that established for annual coordinated elections for 
Medicare+Choice plans under Part C. The agreement requires the 
Secretary to permit individuals to change programs in which they 
were enrolled if they changed residence outside the service area of 
the plan or under other exceptional circumstances. The Secretary 
is permitted to consider a change in residential setting (such as 
placement in a nursing facility) as an exceptional circumstance. 
Also meeting this criteria would be enrollment or disenrollment 
from a Medicare+Choice plan through which an individual was en-
rolled in an endorsed program. 

An individual could voluntarily disenroll from an endorsed pro-
gram at any time. Such individual could not enroll under another 
endorsed program except during the open enrollment period or 
under the exceptional circumstances specified by the Secretary. An 
individual, who was not a transitional assistance eligible indi-
vidual, could be disenrolled by the program sponsor, if the indi-
vidual failed to pay the annual enrollment fee. 

A Medicare+Choice organization or organization operating 
under a reasonable cost contract that wishes to become a prescrip-
tion drug card sponsor may elect to limit enrollment in its endorsed 
discount card program to eligible enrollees enrolled in the plan. If 
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the organization elects this option, its enrollees can only enroll in 
the endorsed discount card program offered by that sponsor. 

A card sponsor may charge an annual enrollment fee, not to 
exceed $30, for each enrollee. The fee for either 2004 or 2005 could 
not be prorated. The sponsor will ensure that the annual enroll-
ment fee (if any) is the same for all enrollees residing in the state. 
The annual enrollment fee is to be collected by the program spon-
sor. The annual enrollment fee for a transitional assistance eligible 
individual is to be paid by the Secretary on the individual’s behalf. 

The Secretary will establish an arrangement under which a 
state could pay for some, or all, of the enrollment fee for some or 
all enrollees who are not transitional assistance eligible individ-
uals. The payment would be paid directly by the state to the spon-
sor. No federal matching payments would be available. 

The Secretary will establish special rules for individuals who 
change, during a year, the endorsed program in which they are en-
rolled. 

Each card sponsor will issue, in a standard format specified by 
the Secretary, a discount card to each enrollee. The card will estab-
lish proof of enrollment. It may be used in a coordinated manner 
to identify the sponsor, program, and individual. The Secretary will 
specify the effective date that card enrollees will have access to ne-
gotiated prices and transitional assistance, if any. 

d. Information. The conference agreement requires the Sec-
retary to provide for activities that broadly disseminate informa-
tion to discount card eligible individuals and prospective eligible in-
dividuals. These persons would receive information on enrollment 
in endorsed card programs and on the features of the drug discount 
card and transitional assistance program. In order to promote in-
formed choice, the Secretary will provide for the dissemination of 
information, which compares the annual enrollment fee and other 
features of such programs, which could include comparative prices 
for covered drugs. To the extent practicable, this will be coordi-
nated with the dissemination of educational material on other 
Medicare options. The required information will also include edu-
cational materials on the variability of discounts on covered drugs 
under an endorsed program. To the extent practicable, the Sec-
retary will ensure the provision of required information at least 30 
days prior to the initial enrollment date. The Secretary, through 
the use of 1–800–MEDICARE, will provide for the receipt and re-
sponse to inquiries and complaints concerning the discount card 
program and endorsed programs. 

The conference agreement requires each card sponsor to make 
available to discount card eligible individuals (through the Internet 
and otherwise) information the Secretary identifies as being nec-
essary to promote informed choice. This includes information on en-
rollment fees and negotiated prices for covered drugs. Each sponsor 
is required to have a mechanism (including a toll free number) for 
providing, on request, specific information to individuals enrolled in 
the program. Specific information includes information on nego-
tiated prices and the amount of transitional assistance remaining 
to the individual. The sponsor is required to inform transitional as-
sistance eligible individuals of the availability of such toll-free 
numbers to provide information on the amount of available assist-
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ance to the individual. Information on the balance of transitional 
assistance available will have to be available at the point-of-sale, 
either electronically or by telephone. 

The conference report requires sponsors to provide that each 
pharmacy that dispensed a covered discount drug to inform pro-
gram enrollees of any difference between the price of the drug pro-
vided to the enrollee and the price of the lowest priced generic drug 
covered under the program that is therapeutically equivalent and 
bioequivalent and available at such pharmacy. The notice is to be 
provided at the time of purchase, or in the case of a mail order 
drug, at the time of delivery. The Secretary may waive this re-
quirement under circumstances specified by the Secretary. 

e. Discount Card Program. The conference agreement requires 
each card sponsor to provide each enrollee with access to nego-
tiated prices. These negotiated prices would take into account nego-
tiated price concessions such as discounts, direct or indirect sub-
sidies, rebates, and direct or indirect remunerations for covered 
drugs. Negotiated prices include any dispensing fees. Seniors cur-
rently benefit from prescription drug assistance programs offered 
by pharmaceutical companies. Conferees intend that these pro-
grams continue to be offered until the full implementation of the 
prescription drug benefit. Nothing in this conference report shall be 
interpreted as encouraging the discontinuation or diminution of 
these benefits. 

Each prescription drug card sponsor must secure the participa-
tion of a sufficient number of pharmacies that dispense drugs di-
rectly to enrollees to ensure convenient access to covered drugs at 
negotiated prices. This requirement may only be met by entities 
dispensing drugs other than solely by mail order. Conferees intend 
for seniors to have access to a bricks and mortar pharmacy. The 
Secretary will establish convenient access rules that are no less fa-
vorable than standards for convenient access to pharmacies appli-
cable under TRICARE. Applicable TRICARE standards are those 
specified in the statement of work solicitation (#MDA906–03–R–
0002) as of March 13, 2003. 

A prescription drug card sponsor (and any pharmacy con-
tracting with the sponsor to provide covered discount card drugs) 
may not charge enrollees for any items and services required to be 
provided under the program. This prohibition would not apply to 
the annual enrollment fee for persons who are not transitional as-
sistance eligible individuals or for the charge for the drug (con-
sistent with the negotiated price) reduced by any transitional as-
sistance.

The agreement further provides that negotiated prices will not 
be taken into account for purposes of making best price calcula-
tions under the Medicaid rebate program. 

Each endorsed card program is required to implement a sys-
tem to reduce the likelihood of medication errors and adverse drug 
interactions and to improve medication use. 

f. Eligibility Procedures. The conference agreement requires 
the Secretary to establish procedures for eligibility determinations 
for endorsed programs and for those eligible as a transitional as-
sistance eligible individual or a special transitional eligible indi-
vidual. The Secretary is to define the terms income and family size 
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and specify the methods and period for which they are determined. 
If such methods provide for use of information for prior time peri-
ods, the Secretary is required to permit an individual whose cir-
cumstances changed to have eligibility for transitional assistance 
determined for a more recent period. The Secretary may use a re-
consideration process or other method. 

An individual wishing to be treated as a transitional assistance 
eligible individual or special transitional eligible individual could 
self-certify through a simplified means as to their income, family 
size, and prescription drug coverage (if any). The certification could 
also be done by another qualified person, acting on the individual’s 
behalf. The certification could be provided before, on or after the 
time of enrollment in an endorsed program. The self-certification 
would be deemed as consent to have the information verified by the 
Secretary. A verified self-certification for as a transitional assist-
ance or special transitional assistance eligible individual would be 
applicable for the entire period of enrollment in any endorsed pro-
gram. 

The Secretary is required to establish verification methods, 
which could include sampling and use of information on Medicaid 
eligibility provided by the states, financial information from the 
Commissioner of Social Security, and financial information from 
the Secretary of the Treasury. The Secretary could find that an in-
dividual met the income requirements for transitional assistance if 
the individual is within a category of discount card eligible individ-
uals who are enrolled under Medicaid (such as qualified Medicare 
beneficiaries, specified low-income Medicare beneficiaries, and cer-
tain qualified individuals). States will be required, as a condition 
of Federal Medicaid assistance to provide, on a timely basis, infor-
mation that allows the Secretary to identify persons eligible for 
drug coverage under Medicaid, or who are transitional assistance 
eligible individuals, or special transitional eligible individuals. The 
Secretary is required to establish a reconsideration process for per-
sons determined not to be transitional eligible or special transi-
tional assistance eligible individuals. The results are to be commu-
nicated to the individual and drug card sponsor involved. The Sec-
retary may enter into contracts to perform the reconsideration 
function. 

g. Transitional Assistance. The conference agreement provides 
special provisions for low-income persons. A transitional assistance 
eligible individual will be entitled to have his or her discount card 
enrollment fee paid. Those individuals with incomes below 100% of 
poverty (special transitional assistance eligible individuals) would 
be liable for coinsurance charges of 5% of incurred costs up to $600 
in both 2004 and 2005. Other transitional assistance eligible indi-
viduals (those with incomes between 100% and 135% of poverty) 
would be liable for coinsurance charges of 10% of incurred costs up 
to $600 in both 2004 and 2005. Thus, the program will pay 95% 
of a special transitional eligible individual’s incurred drug costs up 
to $600 in 2004 and 90% of other transitional eligible individual’s 
incurred drug costs up to $600 in 2004. Similarly, payment would 
be made for 95% or 90%, whichever is appropriate, of the individ-
ual’s incurred drug costs up to $600 in 2005. In addition, any bal-
ance left over from 2004 may be added to the amount available in 
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2005, except no rollover would be permitted if the individual volun-
tarily disenrolled from an endorsed plan. No funds will be available 
under this program for covered discount card drugs dispensed after 
December 31, 2005. The Secretary will provide a method for the re-
imbursement of card sponsors for transitional assistance. 

The $600 annual amount is to be prorated in 2004, for persons 
not enrolling in an endorsed program and providing self-certifi-
cation prior to the program’s initial implementation date. For 2005, 
the amount is to be prorated for persons not enrolling in an en-
dorsed program and providing self-certification prior to February 1, 
2005. 

The conference agreement permits a pharmacy to reduce the 
coinsurance otherwise applicable. It also permits states to pay 
some or all of the coinsurance for some or all transitional assist-
ance eligible enrollees. The payment would be made directly by the 
state to the pharmacy. No federal matching payments would be 
available for these costs; further they could not be considered as 
Medicare cost-sharing for purposes of the qualified Medicare bene-
ficiary program. 

The conference agreement includes provisions to ensure access 
to transitional assistance for qualified residents of long-tem care fa-
cilities and American Indians. It requires the Secretary to establish 
procedures to ensure such access for qualified residents of long-
term care facilities. The Secretary could waive requirements of the 
new Section 1860D–31, as necessary, to negotiate arrangements 
with sponsors to provide arrangements with pharmacies that sup-
port long-term care facilities. The Secretary is also required to es-
tablish procedures to ensure that pharmacies operated by the In-
dian Health Service, Indian tribes and tribal organizations, and 
urban Indian organizations have the opportunity to participate in 
the pharmacy networks of at least two endorsed programs in each 
of the 50 states and the District of Columbia where such a phar-
macy operates. Where necessary, the Secretary could waive re-
quirements of the new Section 1860D–31. 

The availability of negotiated prices or transitional assistance 
could not be taken into account in determining an individual’s eligi-
bility for or benefits under any other Federal program. Any nonuni-
formity of benefits resulting from the implementation of the new 
Section 1807 (such as the waiver of an enrollment fee) would not 
be taken into account in calculations of any required additional 
benefits under Part C. 

h. Qualifications for Card Sponsors. The conference agreement 
defines entities eligible to be card sponsors and establishes criteria 
that such entities would have to meet. The agreement specifies 
that a card sponsor could be any nongovernmental entity that the 
Secretary determines is appropriate to offer an endorsed discount 
card program. An entity which could qualify includes a pharma-
ceutical benefit management company, a wholesale or retail phar-
macy delivery system, an insurer (including one that offered 
Medigap policies), an organization under Part C, or any combina-
tion of these. Each program would have to be operated directly, or 
through arrangements with an affiliated organization (or organiza-
tions), by one or more organizations with demonstrated experience 
and expertise in operating such a program. Further, the program 
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would have to meet business stability and integrity requirements 
specified by the Secretary. The sponsor will be required to have ar-
rangements, satisfactory to the Secretary, to account for transi-
tional assistance provided to eligible individuals.

The conference agreement requires each sponsor seeking en-
dorsement to submit an application to the Secretary. The Secretary 
would review the application and determine whether to endorse the 
program. The Secretary could not endorse the program unless the 
program and sponsor comply with the applicable requirements of 
the new Section 1860D–31 and the sponsor enters into a contract 
with the Secretary to carry out such requirements. An endorsement 
would be for the duration of the discount card and transitional as-
sistance program. The Secretary could make an exception for cause. 

The conference agreement requires the Secretary to ensure 
that at least 2 endorsed programs (each offered by a different spon-
sor) are available to each eligible individual. The Secretary may 
limit (but not below 2) the number of sponsors in a state that were 
awarded contracts. 

Card sponsors enrolling individuals in any part of a state 
would be required to permit eligible individuals in all parts of the 
state to enroll. An exception would apply in the case of a 
Medicare+Choice organization, which elects to limit enrollment in 
its endorsed discount card program to eligible enrollees enrolled in 
its Medicare+Choice plan. 

Each prescription drug card sponsor will be required to pass on 
to discount eligible enrollees the negotiated prices for covered 
drugs, including discounts negotiated with pharmacies and manu-
facturers, to the extent such discounts are disclosed under required 
disclosure rules. Each card sponsor will be required to provide 
meaningful procedures for hearing and resolving grievances be-
tween the sponsor and enrollees in a manner similar to that re-
quired for Medicare+Choice. The operations of an endorsed card 
program are covered functions and a card sponsor is a covered enti-
ty for purposes of applying the administrative simplification provi-
sions established in Part C of Title XI of the Social Security Act. 
Included are regulations promulgated under that Part including 
privacy regulations. The Secretary could waive the relevant por-
tions of privacy regulations for an appropriate limited period of 
time in order to promote participation of sponsors. 

The sponsor of an endorsed card program may not provide or 
market services under the program except if the product or service 
is directly related to a covered discount card drug or a discount 
price for a nonprescription drug. Sponsors will also be required to 
meet additional requirements as the Secretary identifies are need-
ed to ensure that enrollees are not charged more than the lower 
of the negotiated price or the usual and customary price. 

Special rules apply to Medicare+Choice organizations or orga-
nizations offering enrollment under a reasonable cost contract. An 
organization could elect to limit enrollment in its endorsed discount 
card program to eligible enrollees enrolled in its plan. In this case, 
special rules would apply. The sponsor could not enroll individuals 
not enrolled in the plan. The pharmacy access requirements appli-
cable to card sponsors would be deemed to be met if access is made 
available through a pharmacy network (and not only through mail 
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order) and the network is approved by the Secretary. The Secretary 
could waive requirements applicable to card sponsors to the extent 
he determined they were duplicative or conflicted with a 
Medicare+Choice or cost contract requirement or were necessary in 
order to improve coordination of the card program with 
Medicare+Choice or cost contract benefits. 

Each card sponsor will be required to disclose to the Secretary 
information relating to: (1) program performance; (2) use of drugs 
by card program enrollees; (3) extent to which negotiated price con-
cessions made available by the manufacturer are passed through to 
enrollees through pharmacies or otherwise; and (4) other informa-
tion specified by the Secretary. The Medicaid provision providing 
for the confidentiality of drug information will apply to any drug 
pricing information (other than aggregate data) disclosed under 
these requirements. 

The Secretary will provide appropriate oversight to ensure 
compliance of card programs and sponsors with the requirements 
of the new Section 1860D–31. The Secretary would have the right 
to audit and inspect any books and records of sponsors (and any 
affiliated organization) that pertain to the card program, including 
amounts payable to the sponsor. The Secretary could impose sanc-
tions for abusive practices. 

i. Territories. The conference agreement provides federal assist-
ance to territories, which establish a plan to provide transitional 
assistance for covered discount drugs to some or all eligible persons 
residing in the state. Eligible persons are those entitled to benefits 
under Part A or enrolled in Part B with incomes below 135% of the 
poverty line. The total amount of available federal assistance is $35 
million. The amount available for each territory would be deter-
mined using the ratio of the total number of Medicare residents in 
the territory to Medicare residents in all the territories. 

j. Funding. The conference agreement creates a separate Tran-
sitional Assistance Account in the Part B Trust Fund. Funds in 
this account are to be kept separate from other funds within the 
Trust fund. Payments are to be made from the Account in such 
amounts as the Secretary certifies are necessary to make payments 
for transitional assistance. Appropriations are to be made to the 
Account equal to the amount of payments from the Account. Such 
sums as are necessary would be authorized to be appropriated for 
the Secretary’s administrative expenses. Payments could not be 
made to sponsors for administrative expenses, except for payment 
of the enrollment fee for transitional eligible individuals. Costs as-
sociated with the Medicare prescription drug card and the transi-
tional assistance program would be excluded from the calculation 
of the Part B premium. 

Definitions; Treatment of References to Provisions in Part C (New 
Section 1860D–41 of Conference agreement; New Section 
1860D–10 of House bill; New Sections 1860D, 1860D–26 and 
Section 110 of Senate bill). 

House Bill 
New Section 1860D–10 would provide cross-references to other 

sections of the bill for definitions of covered outpatient drugs, ini-
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tial coverage limit, Medicare Prescription Drug Trust Fund, PDP 
sponsor, qualified prescription drug coverage, and standard cov-
erage. It would define a prescription drug plan as health benefits 
coverage that: (1) is offered under a policy, contract, or plan by a 
PDP sponsor pursuant to and in accordance with a contract be-
tween the Administrator and the sponsor; (2) provides qualified 
prescription drug coverage; and (3) meets the applicable beneficiary 
protection requirements. It would specify that the term ‘‘insurance 
risk’’ would, for a participating pharmacy, mean the type commonly 
assumed only by insurers licensed by a state and not payment vari-
ations designed to reflect performance-based measures of activities 
within control of the pharmacy, such as formulary compliance and 
generic drug substitution. The section would further provide that 
any reduction or waiver of cost-sharing would not be in violation 
of kickback and similar prohibitions.

MA and EFFS plans would be required to offer drug plans pur-
suant to the requirements of Sections 1851 and New Section 
1860e–2(d). The provision would specify that Part C requirements 
relating to a drug plan or sponsor would be applied (unless other-
wise specified) as if: (1) any reference to a MA or other plan in-
cluded a reference to a prescription drug plan; (2) any reference to 
a provider-sponsored organization included a reference to a PDP 
sponsor; (3) any reference to a contract included a reference to a 
drug plan contract; and (4) any reference to Part C included a ref-
erence to Part D. 

Senate Bill 
New Section 1860 D would define a number of terms used in 

the bill. The ‘‘Administrator’’ would be defined as the Adminis-
trator of the new Center for Medicare Choices established under 
the bill. 

A ‘‘Part D eligible individual’’ would be an individual entitled 
to, or enrolled for, benefits under Part A and enrolled in Part B. 
An ‘‘eligible entity’’ would be any risk bearing entity that the Ad-
ministrator determined to be appropriate to provide eligible bene-
ficiaries with benefits under a Medicare Prescription Drug Plan. 
Eligible entities would include pharmaceutical benefit management 
companies, wholesale or retail pharmacist delivery systems, insur-
ers (including insurers that offered Medigap policies), other risk 
bearing entities, or any combination of these. This requirement 
would not preclude State pharmacy assistance programs from be-
coming a qualified entity if they meet the requirements. 

A ‘‘Medicare Prescription Drug Plan’’ would offer prescription 
drug coverage under a policy, contract or plan by an eligible entity 
pursuant to and in accordance with a contract between the Admin-
istrator and the entity. The plan would have to be approved by the 
Administrator. 

The provision would specify that Part C requirements relating 
to MedicareAdvantage would be applied (unless otherwise speci-
fied) as if: (1) any reference to a MedicareAdvantage plan included 
a reference to a Medicare Prescription Drug plan; (2) any reference 
to a provider-sponsored organization included a reference to an eli-
gible entity; (3) any reference to a contract included a reference to 
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a drug plan contract; and (4) any reference to Part C included a 
reference to Part D. 

The provision would permit sponsors of employment-based re-
tiree coverage that offer a prescription drug plan to restrict enroll-
ment in the plan to eligible beneficiaries enrolled in such coverage. 
Sponsors could not offer enrollment in a Medicare Prescription 
Drug plan based on the health status of beneficiaries. 

Entities offering a Medicare Prescription Drug plan or a 
MedicareAdvantage organization offering a MedicareAdvantage 
plan could enter into an agreement with a state pharmaceutical as-
sistance program (including one established under a Section 115 
waiver) to coordinate coverage. 

Conference Agreement 
New Section 1860D–41 provides cross references to other sec-

tions of the bill for definitions of basic prescription drug coverage, 
covered Part D drugs, creditable prescription drug coverage, Part 
D eligible individual, fallback prescription drug plan, initial cov-
erage limit, MA plan, MA–PD plan, Medicare Prescription Drug 
Account, PDP approved bid, PDP region, qualified prescription 
drug coverage, standard prescription drug coverage, state pharma-
ceutical assistance program; and subsidy-Part D eligible individual. 
It defines the term ‘‘insurance risk’’ as meaning for a participating 
pharmacy, risk of the type commonly assumed only by insurers li-
censed by a state and does not include payment variations designed 
to reflect performance-based measures of activities within control of 
the pharmacy, such as formulary compliance and generic drug sub-
stitution. A PDP sponsor is defined as a nongovernmental agency 
that is certified under Part D as meeting Part D requirements and 
standards. A prescription drug plan is defined as prescription drug 
coverage that: is offered (1) under a policy, contract, or plan that 
has been approved under Part D; and (2) by a PDP sponsor pursu-
ant to and in accordance with a contract between the Secretary and 
the sponsor under Part D. 

The provision specifies that Part C requirements are to be ap-
plied (unless otherwise specified) as if: (1) any reference to a MA 
plan included a reference to a prescription drug plan; (2) any ref-
erence to a provider-sponsored organization included a reference to 
a PDP sponsor; (3) any reference to a contract included a reference 
to a drug plan contract; (4) any reference to Part C included a ref-
erence to Part D; and (5) any reference to a Part C election period 
is a reference to a Part D enrollment period. 

Miscellaneous Provisions (New Section 1860D–42 of conference 
agreement; New Section 1860D–16 of House bill; Section 
1860D–26 of Senate bill). 

Present Law 
No provision. 

House Bill 
The Secretary would be required to submit a legislative pro-

posal within six months of enactment containing necessary tech-
nical and conforming amendments. Not later than January 1, 2005, 
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the Administrator would be required to submit a report containing 
recommendations for providing benefits under Part D for drugs 
currently paid for under Part B. 

Senate Bill 
New Section 1860D–26 would require the Secretary, within six 

months of enactment, to submit a legislative proposal for any nec-
essary technical and conforming amendments. 

Conference Agreement 
The agreement includes miscellaneous provisions. It permits 

the Secretary to waive Part D requirements, including the require-
ment for two plans in an area, insofar as the Secretary determines 
it necessary to secure access to qualified drug coverage in the terri-
tories. 

The agreement requires the Secretary to submit a legislative 
proposal within six months of enactment containing necessary tech-
nical and conforming amendments to titles I and II of the bill. Not 
later than January 1, 2005, the Secretary is required to submit a 
report to Congress containing recommendations for providing bene-
fits under Part D for drugs currently paid for under Part B. By 
March 1, 2005, the Secretary is required to submit a report to Con-
gress on the progress made in implementing the drug benefit. The 
report will include specific steps taken, and that need to be taken, 
to ensure a timely start on January 1, 2006. The report is to in-
clude recommendations regarding an appropriate transition form 
the discount card and transitional assistance program. 

Medicare Advantage Conforming Amendments (Section 102 of Con-
ference agreement; Section 231 of House bill; Sections 201 and 
204 of Senate bill). 

Present Law 
The Public Health Security and Bioterrorism Preparedness and 

Response Act of 2002, P.L. 107–188, made temporary changes to 
reporting dates and deadlines. First, CMS moved its annual an-
nouncement of M+C payment rates from no later than March 1 to 
no later than the 2nd Monday in May, effective only in 2003 and 
2004. It also temporarily moved the deadline for plans to submit 
information about ACRs, M+C premiums, cost sharing, and addi-
tional benefits (if any) from no later than July 1 to no later than 
the 2nd Monday in September in 2002, 2003, and 2004. It also 
changed the annual coordinated election period from the month of 
November to November 15th through December 31 in 2002, 2003, 
and 2004. Once the temporary provision expires, the reporting 
dates and deadlines would return to the pre-P.L. 107–188 dates. 

In addition, P.L. 107–188 will continue to allow Medicare bene-
ficiaries to make and change election to an M+C plan on an ongo-
ing basis through 2004. Then beginning in 2005, individuals will 
only be able to make changes on the more limited basis, originally 
scheduled to be phased in beginning in 2002. Beneficiaries can 
make or change elections during the annual coordinated election 
period. Current Medicare beneficiaries may also change their elec-
tion at any time during the first 6 months of 2005 (or first 3 
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months of any subsequent year). Additionally, there are special en-
rollment rules for newly eligible aged beneficiaries as well as spe-
cial enrollment periods for all enrollees under limited situations, 
such as an enrollee who changes place of residence. 

The Secretary must provide information to Medicare bene-
ficiaries and prospective beneficiaries on the coverage options pro-
vided under the M+C program, including open season notification, 
a list of plans and other general information. 

House Bill 
The reporting deadline for ACRs and other information would 

permanently move to July 1 of each year. The annual coordinated 
election period would be permanently changed to November 15 
through December 31. The announcement of payment rates, includ-
ing rates for EFFS plans, would be permanently moved to no later 
than the second Monday in May. 

In addition to the information dissemination required under 
current law, the Secretary would be required to provide bene-
ficiaries with a list of plans that are or would be available in an 
area, to the extent the information was available at the time the 
materials were prepared for mailing. 

Senate Bill 
Each MA organization would be required to submit informa-

tion by the second Monday in September, including: (1) notice of in-
tent and information on the service area of the plan; (2) the plan 
type for each plan; (3) specific information for coordinated care and 
PFFS plans; (4) enrollment capacity; (5) the expected mix of enroll-
ees, by health status; and (6) other information specified by the 
Secretary. 

Medicare beneficiaries would retain their ability to make and 
change elections to a Medicare+Choice plan through 2005. The cur-
rent law limitation on changing elections that begins in 2005, 
would be delayed until 2006. Further, the annual coordinated elec-
tion period for 2003 through 2006 would begin on November 15 and 
end on December 31. Beginning in 2007, the annual coordinated 
election period would be during the month of November. 

In addition to the information dissemination required under 
current law, the Secretary would be required to provide: (1) the MA 
monthly basic beneficiary premium; (2) the monthly beneficiary 
premium for any enhanced medical benefits; (3) the MA monthly 
beneficiary obligation for qualified prescription drug coverage; (4) 
the catastrophic coverage amount (including the maximum limita-
tion on out-of-pocket expenses) and unified deductible for the plan; 
(5) the outpatient prescription drug coverage benefits; (6) any bene-
ficiary cost-sharing, including information on the unified deduct-
ible; (7) comparative information relating to prescription drug cov-
erage; (8) if applicable, any reduction in the Medicare Part B pre-
mium; (9) whether the MA monthly premium for enhanced benefits 
was optional or mandatory; and (10) quality and performance indi-
cators for prescription drug coverage, including a comparison with 
FFS Medicare. 

Additionally, the Secretary would conduct a special information 
campaign to inform MA eligible beneficiaries about plans. The cam-
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paign would begin on November 15, 2005 and ending on December 
31, 2005. 

Conference Agreement 
The conference agreement allows Medicare beneficiaries to re-

tain their ability to make and change elections to a 
Medicare+Choice plan through 2006. The current law limitation on 
changing elections that begins in 2005, is delayed until 2006. Fur-
ther, the annual coordinated election period for 2004 and 2005 be-
gins on November 15 and ends on December 31. For 2006, the an-
nual coordinated election period begins on November 15 and ends 
on May 15, 2006. Beginning in 2007, the annual coordinated elec-
tion period will begin on November 15 and end on December 31. 

The Secretary is to provide for an education and publicity cam-
paign to inform MA eligible individuals about the availability of 
MA plans, including MA–PD plans, offered in different areas and 
the election process for MA plans. If any portion of an individual’s 
initial enrollment period for Part B occurs after the end of the an-
nual coordinated election period, their initial enrollment period 
would be extended through the end of their Part B initial enroll-
ment period. 

The conference agreement will limit an individual’s right to 
change MA plans, for plan years beginning on or after January 1, 
2006. This limit will not affect an individual’s opportunity to make 
changes during the annual coordinated election period, but it will 
limit changes during the continuous open enrollment and 
disenrollment periods in a year. Individuals enrolled in an MA plan 
that provides qualified prescription drug coverage, may only 
disenroll from their plan to get coverage through FFS Medicare or 
through another MA plan that does not provide qualified prescrip-
tion drug coverage. They may not leave their plan to obtain cov-
erage under an MA–PD plan or under a prescription drug plan 
under Part D. Conversely, individuals enrolled in an MA–PD plan, 
may only change to another MA–PD plan or they may get coverage 
under FFS Medicare with coverage under a drug plan under part 
D. They may not enroll in an MA plan if it does not provide quali-
fied prescription drug coverage. 

An MA–PD plan could provide for a separate or differential 
payment for a participating physician who prescribes covered part 
D drugs in accordance with an electronic prescription program 
meeting Part D requirements. Such payment could take into con-
sideration the implementation costs for the physician and could 
also be increased for those participating physicians who signifi-
cantly increased: (1) formulary compliance; (2) lower cost and ther-
apeutically equivalent alternatives; (3) reductions in adverse drug 
interactions; and (4) efficiencies in filing prescriptions through re-
duced administrative costs. Additional or increased payment could 
be structured in the same manner as medication therapy manage-
ment fees under section 1869(D)–4(c)(2)(E). 

An MA eligible individual could elect qualified prescription 
drug coverage in accordance with Section 1860D–1. 
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Medicaid Amendments (Section 103 of Conference agreement; Sec-
tion 103 of House bill; Section 104 of Senate Bill). 

Present Law 
Some low-income aged and disabled Medicare beneficiaries are 

also eligible for full or partial coverage under Medicaid. Within 
broad federal guidelines, each state sets its own eligibility criteria, 
including income eligibility standards. Persons meeting the state 
standards are entitled to full coverage under Medicaid. Persons en-
titled to full Medicaid protection generally have all of their health 
care expenses met by a combination of Medicare and Medicaid. For 
these ‘‘dual eligibles’’ Medicare pays first for services both pro-
grams cover. Medicaid picks up Medicare cost-sharing charges and 
provides protection against the costs of services generally not cov-
ered by Medicare, including prescription drugs. State Medicaid pro-
grams have the option to include prescription drugs in their Med-
icaid benefit packages. All states include drugs for at least some of 
their Medicaid beneficiaries and many offer it to all program recipi-
ents entitled to full Medicaid benefits. 

As noted earlier, Federal law specifies several population 
groups that are entitled to more limited Medicaid protection. These 
are qualified Medicare beneficiaries (QMBs), specified low income 
beneficiaries (SLIMBs), and certain qualified individuals (QI–1s). 
Assistance under the QI–1 program, originally available for the pe-
riod January 1, 1998 to December 31, 2002, has been extended to 
March 31, 2004. 

States make eligibility determinations for their Medicaid popu-
lations. Federal matching payments for Medicaid services in the 
territories is subject to an annual cap. 

Current Medicaid law requires manufacturers to pay state 
Medicaid programs a basic rebate for single source and innovator 
multiple source drugs. Basic rebates are calculated by comparing 
the average manufacturer price for a drug (the average price paid 
by wholesalers) to the ‘‘best price,’’ which is the lowest price offered 
by the manufacturer in the same period to any wholesaler, retailer, 
nonprofit, or public agency. For purposes of determining Medicaid 
rebates, prices paid by a number of federal and state entities are 
excluded from the definition of ‘‘best price.’’ 

House Bill 
Section 103 would add a new Section 1935 to the Social Secu-

rity Act entitled ‘‘Special Provisions Relating to Medicare Prescrip-
tion Drug Benefit.’’ The provision would require states, as a condi-
tion of receiving federal Medicaid assistance, to make eligibility de-
terminations for low-income premium and cost-sharing subsidies, 
inform the Administrator of cases where eligibility has been estab-
lished, and otherwise provide the Administrator with information 
that may be needed to carry out Part D. The provision would pro-
vide for the phased-in federal assumption of associated administra-
tive costs. In 2005, the federal matching rate would be increased 
by 62⁄3 percent and in 2006 by 131⁄3 percent. In each subsequent 
year, the percent would be increased by 62⁄3 percentage points (but 
in no case could the rate exceed 100 percent). Beginning in 2019, 
the federal matching rate would be 100 percent. The state would 
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be required to provide the Administrator with the appropriate in-
formation needed to properly allocate administrative expenditures 
that could be made for similar eligibility determinations. 

The provision would provide for the federal phase-in of the 
costs of premiums and cost-sharing subsidies for dual eligibles (i.e. 
persons eligible for Medicare and full Medicaid benefits, including 
drugs). Over the 2006–2020 period, the federal matching rate for 
these costs would be increased to cover 100% of what would other-
wise be state costs. States would be required to maintain Medicaid 
benefits as a wrap around to Medicare benefits for dual eligibles; 
states could require that these persons elect Part D drug coverage. 

Residents of territories would not be eligible for regular low-
income subsidies. However, territories would be able to get addi-
tional Medicaid funds, beginning at $25 million in 2006 and in-
creasing in subsequent years by the annual percentage increase in 
prescription drug costs for Medicare beneficiaries. In order to ob-
tain these funds, territories would be required to formulate a plan 
on how they would dedicate the funds to assist low-income Medi-
care beneficiaries in obtaining covered outpatient prescription 
drugs. The Administrator would be required to report to Congress 
on the application of the law in the territories. 

Senate Bill 
Section 104 would add a new Section 1935 to the Social Secu-

rity Act entitled ‘‘Special Provisions Relating to Medicare Prescrip-
tion Drug Benefit.’’ The provision would require states to make 
low-income eligibility determinations for low income subsidies. 
States would be required, for purposes of the transitional prescrip-
tion drug card assistance program, to establish eligibility standards 
consistent with that program; establish procedures for providing 
presumptive eligibility determinations (similar to that which cur-
rently apply for low-income pregnant women and children); make 
eligibility determinations for the card program; and communicate 
to the Secretary information on eligibility determinations or 
discontinuations. For purposes of the low-income subsidies for the 
new Part D program, states would be required, beginning Novem-
ber 2005, to make eligibility determinations; inform the Adminis-
trator of cases where eligibility was established, and otherwise pro-
vide the Administrator with any information required to carry out 
Part D. States would be required to enter agreements with the 
Commissioner of Social Security to use all social security field of-
fices in the state as information and enrollment sites for making 
eligibility determinations. As part of the eligibility determination 
process, states would also be required to screen for eligibility for 
Medicare cost-sharing assistance under the QMB, SLIMB, and QI–
1 programs. 

The federal government would pay an enhanced matching rate 
for administrative costs associated with making eligibility deter-
minations. The rate would be 75% for the period January 1, 2004–
September 30, 2005, 70% for fiscal year 2006, 65% for FY 2007, 
and 60% beginning in FY 2008. Beginning November 1, 2005, the 
rate would be 100% for purposes of making eligibility determina-
tions for low-income subsidies. 
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In addition, states would be entitled to enhanced matching for 
the costs associated with designing, developing, acquiring and in-
stalling improved eligibility determination systems, including hard-
ware and software, for low-income subsidy programs. The enhanced 
rate would be 90% for fiscal years 2004, 2005, and 2006. The sys-
tems would be required to comply with any standards established 
by the Secretary for improved eligibility systems. Further, the sys-
tems would have to be compatible with the standards established 
under the administrative simplification provisions of Title XI of the 
Social Security Act. 

Medicaid beneficiaries who were eligible for drug benefits 
under their state Medicaid program would remain in Medicaid. Be-
ginning January 1, 2006, states agreeing to provide a drug benefit 
to their dual eligible population that was at least equivalent to 
minimum standards would be relieved of their responsibility to pay 
Medicare Part B premiums for persons with incomes between the 
level established for the supplemental security income program and 
100% of the federal poverty level. The minimum standards would 
be defined as follows. A state would be required to meet all current 
law coverage standards for dual eligibles under Medicaid, including 
nominal cost-sharing requirements. States would have to provide 
beneficiary protections equivalent to those provided under Part D. 
States could not place a limit on the number of prescriptions for 
dual eligibles. States would be permitted to cover smoking ces-
sation drugs for this population group. 

If on the date of enactment, a state provided medical assist-
ance to aged and disabled persons up to 100% of poverty, it would 
be entitled to have the federal government assume the costs for 
Medicare Part A cost-sharing. The Part A costs would be assumed 
so long as the state maintained the expanded coverage. The provi-
sion would apply effective January 1, 2006. 

Residents of Puerto Rico and the territories would not be eligi-
ble for low-income subsidies. Instead, if they chose to provide as-
sistance to their low-income residents they would receive an in-
crease in amounts otherwise paid to them under Medicaid. The ag-
gregate amount available would be $37.5 million for the last 3 
quarters of FY2006, and $50 million for FY2007. In subsequent fis-
cal years, the aggregate amount would be the amount available the 
previous year, increased by the percentage increase in prescription 
drug spending. 

The provision would extend the QI–1 program through Decem-
ber 2008 with total annual allocations of $400 million through fis-
cal year 2008 and $100 million for the first quarter of fiscal 2009. 

The provision would expand outreach requirements for the 
Commissioner of Social Security to include outreach activities for 
low-income subsidy individuals. By January 1, 2005, the Secretary 
would submit a report to Congress to recommend a voluntary op-
tion for dual eligibles to enroll in Part D drug plans. 

The provision would exempt negotiated prices by any qualified 
plan offering Medicare drug coverage from the calculation of Med-
icaid ‘‘best price.’’ 
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Conference Agreement 
The conference agreement would add a new Section 1935 to 

the Social Security Act entitled ‘‘Special Provisions Relating to 
Medicare Prescription Drug Benefit.’’ The provision establishes cer-
tain requirements, as a condition of receiving federal Medicaid as-
sistance. States are required to provide the Secretary with Med-
icaid eligibility information necessary to carry out transitional pre-
scription drug assistance verification. They are required to make 
eligibility determinations for low-income premium and cost-sharing 
subsidies, inform the Secretary of cases where eligibility has been 
established, and otherwise provide the Secretary with information 
that may be needed to carry out Part D. Further, as part of the 
eligibility determination process, states are required to make deter-
minations for Medicare cost-sharing assistance. Regular federal 
matching applies to these activities. 

The agreement provides for the federal phase-in of the costs of 
premiums and cost-sharing subsidies for dual eligibles (i.e., persons 
eligible for Medicare and full Medicaid benefits, including drugs). 
The agreement provides for a phased-down state contribution. For 
each month beginning in 2006, each state is required to provide for 
payment to the Secretary equal to the product of: (1) 1⁄12 of the 
product of the base year state Medicaid per capita expenditures for 
full-benefit dual eligibles and the state matching rate, and updated 
to the year involved by the applicable growth factor; (2) the total 
number of dual eligibles for such state for the month; and (3) the 
factor for the month. The base year is defined as the weighted av-
erage of gross Medicaid expenditures (including dispensing fees) for 
prescription drugs in 2003 and the estimated actuarial value of 
prescription drug benefits provided under a capitated care plan for 
full benefit dual eligibles in that year. The applicable growth factor 
in 2004, 2005, and 2006 is the average annual percent change in 
the per capita amount of prescription drug expenditures as deter-
mined based on the most recent National Health Expenditure pro-
jections. In subsequent years, the growth factor is the annual per-
centage increase average per capita expenditures under Part D. 
The factor under #3 is 90% in 2006, phasing down to 75% over 10 
years. The Secretary is required to notify each state by October 15 
of the amount computed under the formula for the following year, 
beginning in 2006. A state’s failure to make required payments 
would result in interest charges and in an offset to amounts other-
wise payable under Medicaid. 

The agreement requires the Secretary when determining gross 
expenditures for 2003 to: (1) use data from the Medicaid Statistical 
Information System (MSIS) and other available data; (2) exclude 
expenditures for drugs that are not covered Part D drugs, and (3) 
reduce the portion of expenditures not attributable to dispensing 
fees by an adjustment ratio applied to such portion. The adjust-
ment ratio for a state is equal to 1 minus the ratio in 2003 of ag-
gregate payments under rebate agreements under section 1927 to 
gross expenditures under Medicaid for covered outpatient drugs.

The agreement specifies that Medicare is the primary payer for 
covered drugs for dual eligibles. Medicaid coverage is not available 
for such drugs or any cost-sharing for such drugs. States may pro-
vide coverage for drugs, other than Part D covered drugs in the 
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manner otherwise provided for non-full benefit dual eligibles or 
through an arrangement with the prescription drug plan of MA–PD 
plan. 

Residents of territories would not be eligible for regular low-
income subsidies. However, territories would be able to apply for 
additional Medicaid funds. The total amount available is $28.125 
million beginning in the last 3 quarters of 2006, $37.5 million in 
2007 and increasing in subsequent years by the annual percentage 
increase in prescription drug costs for Medicare beneficiaries. In 
order to obtain these funds, territories would be required to provide 
assurances that additional funds would be used for covered drugs 
and administrative costs (with no more than 10 percent of the total 
used for administrative expenses.) The Secretary is required to re-
port to Congress on the application of the provision in the terri-
tories. 

The agreement exempts prices negotiated from manufacturers 
for discount card drugs under an endorsement card program and 
prices negotiated by a prescription drug plan under Part D, a MA–
PD plan or a qualified retiree prescription plan from the calcula-
tion of Medicaid ‘‘best price.’’ 

The agreement extends the QI–1 program through September 
30, 2004. It expands outreach requirements for the Commissioner 
of Social Security to include outreach activities for transitional as-
sistance and low-income subsidy individuals. 

Medigap Amendments (Section 104 of Conference agreement; Sec-
tion 104 of House bill; Section 103 of Senate bill). 

Present Law 
Most beneficiaries have some health insurance coverage in ad-

dition to basic Medicare benefits. Some individuals obtain private 
supplementary coverage through an individually-purchased policy, 
commonly referred to as a ‘‘Medigap’’ policy. Beneficiaries with 
Medigap insurance typically have coverage for Medicare’s 
deductibles and coinsurance; they may also have coverage for some 
items and services not covered by Medicare. Individuals generally 
select from one of 10 standardized plans, though not all 10 plans 
are offered in all states. The 10 plans are known as Plans A 
through Plan J. Plan A covers a basic package of benefits. Each of 
the other nine plans includes the basic benefits plus a different 
combination of additional benefits. Plan J is the most comprehen-
sive. Plans H, I, and J offer some drug coverage. 

The law provided for the development by the National Associa-
tion of Insurance Commissioners (NAIC) of standardized benefit 
packages. It also provides for modifications of such packages when 
Medicare benefit changes are enacted. 

All insurers offering Medigap policies are required to offer open 
enrollment for 6 months from the date a person first enrolls in 
Medicare Part B (generally when the enrollee turns 65). The law 
also guarantees issuance of specified Medigap policies for certain 
persons whose previous supplementary coverage was terminated. 
Guaranteed issue also applies to certain persons who elect to try 
out a managed care option under the Medicare+Choice plan pro-
gram. 
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Medicare beneficiaries buy supplemental coverage to help pay 
for health care costs not covered by Medicare. Almost one-quarter 
(24 percent) of Medicare beneficiaries purchase this coverage as in-
dividuals through the private insurance ‘‘Medigap’’ market. In 
1990, Congress mandated the creation of 10 standardized Medigap 
policies through the National Association of Insurance Commis-
sioners (NAIC). All 10 plans are required to cover beneficiaries’ co-
insurance—some of the costs of Medicare services for which bene-
ficiaries are responsible, such as 20 percent of the costs of a physi-
cian visit. Nine out of 10 of those policies, which comprise more 
than 90 percent of the Medigap market, are required to cover the 
Part A inpatient hospital deductible, and the most popular 
Medigap policy covers both the Part A hospital deductible and the 
$100 Part B deductible for physician services. Insulating bene-
ficiaries from this cost sharing incentives over utilization of health 
services. 

Numerous studies have demonstrated that covering deductibles 
and coinsurance has led to higher Medicare spending because bene-
ficiaries become insensitive to costs. Beneficiaries with Medigap 
consume $1,400 more in Medicare services than beneficiaries with-
out supplemental coverage, and $500 more than beneficiaries with 
employer-sponsored insurance. This higher utilization drives up 
costs for everyone—premiums of Medicare beneficiaries without 
Medigap coverage and costs to taxpayers. 

In addition, only the three most expensive Medigap plans cover 
prescription drugs, and that coverage is limited. Yet, 8 of the 10 
plans are required to cover foreign travel insurance, while most 
beneficiaries never leave their home country. 

And despite standardization, premiums continue to increase 
and vary widely. From 1998 to 2000, average premiums rose 16 
percent for plans without drug coverage, and more than twice as 
fast, 37 percent, for plans with drug coverage. In addition, pre-
miums vary dramatically for identical plans in the same location. 
Weiss Ratings, Inc. analyzed Medigap premiums in 2001. A 65-year 
old man living in Ft. Myers, Florida would pay about $3,600 for 
Plan J from Physicians Mutual Insurance Company, but only 
$2,700 with United Healthcare Insurance Company through AARP. 
The same gentleman living in Las Vegas would spend about $1,500 
for Plan C with United American Insurance Company, but about 
half that amount—$778 B with the USAA Life Insurance Company 
for the same policy. 

All of these factors lead conferees to believe Medigap policies 
should be restructured in light of changes to the marketplace since 
standardization. Conferees encourage the National Association of 
Insurance Commissioners (NAIC) to modernize the Medigap mar-
ket by reforming first dollar coverage requirements that drive over 
utilization of services and premiums. Conferees believe that in de-
veloping the two new policies included in the conference report, 
NAIC should consider much broader changes to the Medigap mar-
ket that will effectuate reduced premiums and more rational cov-
erage policies that create incentives for appropriate utilization of 
services. 
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House Bill 
The provision would prohibit, effective January 1, 2006, the 

issuance of new Medigap policies with prescription drug coverage. 
The prohibition would not apply to policies replacing another policy 
with drug coverage. Beneficiaries could keep their existing policies. 
Further, it would not apply to policies meeting new standards, as 
outlined below.

The provision would guarantee issuance of a substitute 
Medigap policy for persons, enrolling in Part D, who at the time 
of such enrollment were enrolled in and terminated enrollment in 
a Medigap policy H, I, or J. The guaranteed enrollment would be 
for any of the Plans A through Plan G. The guarantee would apply 
for enrollments occurring in the new Medigap plan within 63 days 
of termination of enrollment in a Medigap drug Plan H, I, or J. The 
insurer could not impose an exclusion based on a pre-existing con-
dition for such individuals. Further, the insurer would be prohib-
ited from discriminating in the pricing of such policy on the basis 
of the individual’s health status, claims experience, receipt of 
health care or medical condition. 

The provision would provide for the development by the NAIC 
of two new standardized Medigap plans and would outline the 
standards for these policies. The first new policy would have the 
following benefits (notwithstanding other provisions of law relating 
to core benefits): (1) coverage of 50% of the cost-sharing otherwise 
applicable (except coverage of 100% cost-sharing applicable for pre-
ventive benefits); (2) no coverage of the Part B deductible; (3) cov-
erage of all hospital coinsurance for long stays (as in current core 
package); and (4) a limitation on annual out-of-pocket costs of 
$4,000 in 2006 (increased in future years by an appropriate infla-
tion adjustment as specified by the Secretary). The second new pol-
icy would have the same benefit structure as the first new policy, 
except that: (1) coverage would be provided for 75%, rather than 
50%, of cost-sharing otherwise applicable; and (2) the limitation on 
out-of-pocket costs would be $2,000, rather than $4,000. Both poli-
cies could provide for coverage of Part D cost-sharing; however, nei-
ther policy could cover the Part D deductible. 

Senate Bill 
Effective January 1, 2006, Medigap drug policies could not be 

sold, issued or renewed for Part D enrollees. Persons who had such 
policies could obtain Medigap coverage without drug benefits. 
Beneficiaries who sought to enroll during the Part D open enroll-
ment period established for current beneficiaries would be guaran-
teed issuance of such non-drug policies (without an exclusion based 
on preexisting conditions). Medigap issuers would be required to 
notify individuals of these changes 60 days prior to the Part D open 
enrollment period. 

Medigap insurers could not be required to participate as an eli-
gible entity under the new Part D. 

Conference Agreement 
The agreement prohibits, effective January 1, 2006, the selling, 

issuance, or renewal of existing Medigap policies with prescription 
drug coverage for Part D enrollees. The prohibition would not apply 
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to renewal of Medigap prescription policies for persons who are not 
Part D enrollees. Persons enrolling under Part D during the initial 
enrollment period could enroll in a plan without drug coverage, or 
continue their previous policy as modified to exclude drugs. H, I, 
and J policies, modified to exclude drugs, could continue to be of-
fered to new enrollees. Medigap issuers would be required to notify 
individuals of these changes 60 days prior to the initial Part D en-
rollment period. 

The provision guarantees issuance of a substitute Medigap pol-
icy for persons, enrolling in Part D, who at the time of such enroll-
ment were enrolled in and terminated enrollment in a Medigap pol-
icy H, I, or J or a pre-standard policy that included drug coverage. 
Evidence of enrollment and termination would be required. The 
guaranteed enrollment is for any of the Plans A, B, C, and F within 
the same carrier of issue. The guarantee applies for enrollments oc-
curring in the new Medigap plan within 63 days of termination of 
enrollment in a Medigap drug Plan H, I, or J. The insurer may not 
impose an exclusion based on a pre-existing condition for such indi-
viduals. Further, the insurer is prohibited from discriminating in 
the pricing of such policy on the basis of the individual’s health sta-
tus, claims experience, receipt of health care or medical condition. 
The conferees intend that these provisions be administered in such 
a manner as to avoid a break in coverage. 

The conference agreement requires the Secretary to request 
the National Association of Insurance Commissioners to review and 
revise standards for benefit packages taking into account the 
changes in benefits resulting form the enactment of this Act and 
to otherwise update standards to reflect other changes in law in-
cluded in the Act. To the extent practicable, the revision will pro-
vide for implementation of revised standards as of January 1, 2006. 

The revision is to include 2 new benefit packages. The first 
new package will have the following benefits (notwithstanding 
other provisions of law relating to core benefits): (1) coverage of 
50% of the cost-sharing otherwise applicable (except coverage of 
100% cost-sharing applicable for preventive benefits); (2) no cov-
erage of the Part B deductible; (3) coverage of all hospital coinsur-
ance for long stays and 365 extra lifetime days of coverage (as in 
current core package); and (4) a limitation on annual out-of-pocket 
costs of $4,000 in 2006 (increased in future years by an appropriate 
inflation adjustment as specified by the Secretary). The second new 
benefit package will have the same benefit structure as the first 
new package except that: (1) coverage would be provided for 75%, 
rather than 50%, of cost-sharing otherwise applicable; and (2) the 
limitation on out-of-pocket costs would be $2,000, rather than 
$4,000. 

Medigap issuers could not be required to participate as a PDP 
sponsor under the new Part D, nor could a State make such a re-
quirement. 

Additional Provisions Relating to Medicare Prescription Drug 
Discount Card and Transitional Assistance Program (Section 105 of 
Conference agreement). 

Present Law 
No provision. 
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House Bill 
No provision. 

Senate Bill 
No provision. 

Conference Agreement 
The conference agreement includes additional provisions relat-

ing to the implementation of the Medicare prescription drug dis-
count card and transitional assistance program. It excludes pro-
gram costs from the calculation of the Part B premium. It applies 
Medicaid confidentiality provisions to drug pricing data reported by 
manufacturers under the program. 

The conference agreement includes additional administrative 
provisions. It specifies that the following sections of law would not 
apply to the card program: New Section 1871(a)(3) of the Social Se-
curity Act relating to time line for publication of final rules; Chap-
ter 35 of Title 44 of the U.S. Code relating to coordination of fed-
eral information policy; Section 553(d) of Title 5 of the U.S. Code 
requiring at least 30 days between issuance and effective date of 
a substantive rule; and Section 801(a)(3)(A) of title 5 of the U.S. 
Code providing 60 days for congressional review of a major rule. 

The contracting authority extended to the Secretary under 
Medicare+Choice also applies to the Secretary with respect to the 
discount card program. There could be no judicial review of a deter-
mination not to endorse or enter into a contract with a card spon-
sor. Further, an order to enjoin any provision of the new section 
1807 would not affect any other provision of the section and all pro-
visions are to be treated as severable. 

The Secretary of the Treasury, upon written request from the 
Secretary of HHS, is required to disclose to officers and employees 
of HHS certain information with respect to a taxpayer for the most 
recent taxable year for which information is available in the Inter-
nal Revenue Service’s taxpayer data information system, or if no 
return was filed for that year, the year before that. Required infor-
mation would consist of whether the adjusted gross income (as 
modified by HHS regulations) of the taxpayer, and if applicable the 
taxpayer’s spouse, exceeds amounts that are 100 percent and 135 
percent of the official poverty line. Such information may only be 
used to determine eligibility for the transitional low-income assist-
ance program. 

State Pharmaceutical Assistance Transition Commission (Section 
106 of Conference agreement; Section 107 of House bill). 

Present Law 
A number of states currently have programs to provide low-in-

come persons, not qualifying for Medicaid, with financial assistance 
in meeting their drug costs. The state programs differ substantially 
in both design and coverage. 

House Bill 
The provision would establish a State Pharmaceutical Assist-

ance Transition Commission to develop a proposal for dealing with 
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the transitional issues facing state programs and participants due 
to implementation of the new Part D prescription drug program. 
The Commission, to be established on the first day of the third 
month following enactment, would include: (1) a representative of 
each governor from each state with a program that the Secretary 
identified as having a benefit package comparable to or more gen-
erous than the new Part D; (2) representatives from other states 
that had pharmaceutical assistance programs, as appointed by the 
Secretary; (3) representatives (not exceeding the total under #1 and 
#2) of organizations that represented interests of participants, ap-
pointed by the Secretary; (4) representatives of MA organizations; 
and (5) the Secretary or the Secretary’s designee and other mem-
bers specified by the Secretary. The Commission would develop the 
proposal in accordance with specified principles, namely: (1) protec-
tion of the interests of program participants in the least disruptive 
manner; (2) protection of the financial and flexibility interests of 
states so they are not financially worse off; and (3) principles of 
Medicare modernization outlined in Title II of the Act. 

The Commission would report to the President and Congress 
by January 1, 2005. The report would contain specific proposals in-
cluding specific legislative or administrative recommendations, if 
any. The Commission would terminate 30 days later. 

Senate Bill 
No provision. 

Conference Agreement 
The agreement establishes a State Pharmaceutical Assistance 

Transition Commission to develop a proposal for dealing with the 
transitional issues facing State programs and participants due to 
implementation of the new Part D prescription drug program. The 
Commission, to be established as of the first day of the third month 
following enactment, will include: (1) a representative of each gov-
ernor from each state with a program that the Secretary identifies 
as having a benefit package comparable to or more generous than 
the low-income assistance under the new Section 1860D–14; (2) 
representatives from other states that have pharmaceutical assist-
ance programs, as appointed by the Secretary; (3) representatives 
(not exceeding the total under #1 and #2) of organizations that 
have an inherent interest in the participants or the program itself; 
appointed by the Secretary; (4) representatives of MA organiza-
tions, Pharmacy Benefit Managers and other private insurance 
plans; and (5) the Secretary or the Secretary’s designee and other 
members specified by the Secretary. The Commission is to develop 
the proposal in accordance with specified principles, namely: (1) 
protection of the interests of program participants in the least dis-
ruptive manner; (2) protection of the financial and flexibility inter-
ests of states so they are not financially worse off; and (3) prin-
ciples of Medicare modernization outlined in Title II of the Act. 

The Commission will report to the President and Congress by 
January 1, 2005, including specific legislative or administrative 
recommendations, if any. The Commission will terminate 30 days 
later. The Conferees intend the Commission to play an integral role 
in identifying potential problems and proposing creative solutions 

VerDate jul 14 2003 06:29 Nov 24, 2003 Jkt 090299 PO 00000 Frm 00517 Fmt 6601 Sfmt 6601 E:\HR\OC\HR391.XXX HR391



516

to ensure a seamless transition for States and beneficiaries in co-
ordinating and interacting with the new Medicare plans. 

Studies and Reports (Section 107 of Conference agreement; New 
Section 1860D–10 of House bill; Section 102, Section 106 and 
Section 110 of Senate bill). 

House Bill 
Under the new Section 1860D–10, the Secretary, within six 

months of enactment, would be required to review the current 
standards of practice for pharmacy services provided to patients in 
nursing facilities. Specifically, the Secretary would assess: (1) the 
current standards of practice, clinical services, and other service re-
quirements generally utilized for such pharmacy services; (2) evalu-
ate the impact of those standards with respect to patient safety, re-
duction of medication errors, and quality of care; and (3) rec-
ommend necessary actions. The Secretary would submit a report to 
the Congress on the findings and recommendations.

Senate Bill 
Section 110 would require the Secretary to conduct a thorough 

review of the standards of practice for pharmacy services provided 
to patients in nursing facilities. The Secretary would assess the 
current standards, clinical services and other service requirements 
generally used in long-term settings and evaluate the impact of 
these standards with respect to patient safety, reduction of medica-
tion errors, and quality of care. Within 18 months of enactment, 
the Secretary would be required to submit a report to Congress on 
the study containing: (1) a detailed description of the Secretary’s 
plans to implement the Act in a manner consistent with applicable 
state and federal laws designed to protect the safety and quality 
of care of nursing facility patients; and (2) recommendations re-
garding necessary actions and appropriate reimbursement to en-
sure the provision of care in such manner. 

Section 102 would require the Administrator to conduct a 
study, and report to Congress by January 1, 2005, on allowing per-
sons not entitled to Part A, but enrolled in Part B, to enroll in Part 
D. 

Section 106 requires the Secretary, on an ongoing basis, would 
study variations in spending and drug utilization under Part D to 
determine the impact on premiums. The Secretary would examine 
the impact of geographic adjustments of the monthly national aver-
age premium on the maximization of competition and the ability of 
eligible entities to contain costs. The Secretary would submit an 
annual report to Congress beginning in 2007. 

Conference Agreement 
The agreement requires the Secretary to study variations in 

per capita spending for covered Part D drugs among PDP regions 
to determine the amount of such variation that is attributable to 
price variations and the differences in per capita utilization that is 
not taken into account in the health status risk adjustment made 
to PDP bids. The Secretary is required to submit a report to Con-
gress on the study including information on the extent of geo-
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graphic variation in per capita utilization, an analysis of the im-
pact of direct subsidies and whether such subsidies should be ad-
justed to take into account such variation, and recommendations 
regarding the appropriateness of applying an additional geographic 
adjustment factor to bids. 

The conference agreement requires the Secretary, within six 
months of enactment, to review the current standards of practice 
for pharmacy services provided to patients in nursing facilities. 
Specifically, the Secretary is to assess: (1) the current standards of 
practice, clinical services, and other service requirements generally 
utilized for such pharmacy services; and (2) evaluate the impact of 
those standards with respect to patient safety, reduction of medica-
tion errors, and quality of care. The report is to contain a descrip-
tion of the Secretary’s plans to implement this Act in a manner 
consistent with applicable state and federal laws designed to pro-
tect the safety and quality of care of nursing facility patients. The 
report must also include recommendations regarding necessary ac-
tions. 

The conference agreement requires the Secretary to enter into 
a contract with the Institute of Medicine to carry out a comprehen-
sive study of drug safety and quality issues in order to provide a 
blueprint for system-wide change. The objectives of the study are 
to: (1) develop a full understanding of drug safety and quality 
issues through an evidence-based review of the literature, case 
studies, and analysis; (2) attempt to develop credible estimates of 
the incidence, severity and costs of medication errors; (3) evaluate 
alterative approaches to reducing medication errors; (4) provide 
guidance on high-priority strategies to achieve drug safety goals; 
(5) assess opportunities and key impediments to broad nationwide 
implementation of medication error reductions; and (6) develop an 
applied research agenda to evaluate the health and cost impacts of 
alternative interventions. The study is to be completed within an 
18-month period. Such sums as may be necessary are authorized. 

The agreement requires the Secretary to provide a study on 
the feasibility and advisability of providing multi-year contracts 
with PDP sponsors and MA organizations. 

The agreement requires the GAO to conduct a study to deter-
mine the extent to which utilization and access to covered Part D 
drugs for low-income subsidy eligible individuals differs from that 
for persons who would qualify as subsidy eligible individuals except 
for application of the assets test. The report is due to Congress by 
September 30, 2007. 

Grants to Physicians to Implement Electronic Prescription Pro-
grams (Section 108 of Conference agreement; Section 121 of 
Senate bill). 

Present Law 
No provision. 

House Bill 
No provision. 

VerDate jul 14 2003 06:29 Nov 24, 2003 Jkt 090299 PO 00000 Frm 00519 Fmt 6601 Sfmt 6601 E:\HR\OC\HR391.XXX HR391



518

Senate Bill 
The Secretary would be authorized to award grants to health 

care providers to implement electronic prescription programs. 
There would be authorized to be appropriated such sums as may 
be necessary for each of fiscal years 2006, 2007, and 2008. 

Conference Agreement 
The agreement authorizes the Secretary to make grants to 

physicians for the purpose of assisting them to implement elec-
tronic prescription programs in complying with the standards 
under the new Section 1860D–(4)(e). The Secretary, in awarding 
the grant shall give special consideration to physicians who serve 
a disproportionate number of Medicare patients and give pref-
erence to physicians who serve a rural or underserved area. Grant 
funds may be used for purchasing, leasing, and installing hardware 
and software; making upgrades and other improvements; and pro-
viding education and training to eligible physician staff on the use 
of technology. Grant applicants are required to provide the sec-
retary with information necessary to evaluate the project and to 
ensure that funding is expended only for the purposes for which it 
is made. The applicant must agree to make available non-Federal 
contributions totaling at least 50 percent of the costs. $50 million 
is authorized for FY 2007, and such sums as may be necessary for 
FY 2008 and FY 2009. 

Expanding the Work of Medicare Quality Improvement Organi-
zations to Include Parts C and D (New section 109 of the Con-
ference agreement).

Present Law 
Quality improvement organizations (QIOs) review medical ne-

cessity and quality of services provided under Medicare. 

House Bill 
No provision. 

Senate Bill 
No provision. 

Conference Agreement 
The conference agreement expands the work of quality im-

provement organizations (QIOs) to include Part C and Part D. It 
is required to offer providers, practitioners, MA organizations, and 
PDP sponsors quality improvement assistance pertaining to pre-
scription drug therapy. The secretary is to request the Institute of 
Medicine of the National Academy of Sciences to conduct a study 
of the QIO program including an evaluation of the program and the 
extent to which other entities could perform similar quality im-
provement functions as well as or better than QI0s. The Secretary 
will report to Congress on such study by June 1, 2006. If the Sec-
retary finds, based on the study, that other entities could improve 
quality as well as or better than QI0s, the Secretary shall provide 
increased competition through such entities. 

Conflict of Interest Study (Section 110 of Conference agree-
ment). 
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Present Law 
No provision. 

House Bill 
No provision. 

Senate Bill 
No provision. 

Conference Agreement 
The conference agreement requires the Federal Trade Commis-

sion to conduct a study of differences in payment amounts for phar-
macy services provided to enrollees in group health plans that uti-
lize pharmacy benefit managers (PBMs). The study is to include an 
assessment of the differences in costs incurred by such enrollees 
and plans for drugs dispensed by mail order pharmacies owned by 
PBMs compared to those not owned by PBMs, and community 
pharmacies. The study is to examine whether such plans are acting 
in a manner that maximizes competition and results in lower pre-
scription drug prices for enrollees. The report is due to Congress 
within 18 months of enactment. It is to include recommendations 
regarding any legislation to insure the fiscal integrity of the Part 
D program. Conferees note the Secretary has the authority to ac-
cept or reject bids, based, among other factors, costs associated 
with delivering drug benefits. 

The intent of the conferees in including this assessment by the 
FTC is to assess whether Medicare spending is likely to be ad-
versely affected because of the use of mail order pharmacies that 
are owned and operated by a PBM under contract to a prescription 
drug plan or MA–PD plan. Therefore, this study should evaluate to 
what extent prescription drug spending is likely to be affected if a 
PDP or MA–PD plan approves the dispensation of covered drugs 
from a mail- order pharmacy owned directly or indirectly by a PBM 
compared to drug utilization and costs if the mail-order pharmacy 
were independently owned. Such assessment shall take into ac-
count the following: 

(1) whether mail order pharmacies that are owned by 
PBMs (or entities that own PBMs) dispense fewer generic 
drugs compared to single source drugs within the same thera-
peutic class when compared to mail order pharmacies that are 
not owned by PBMs, 

(2) whether mail order pharmacies that are owned by 
PBMs (or entities that own PBMs) routinely switch patients 
from lower priced drugs to higher priced drugs (in the absence 
of a clinical indication) when compared to mail order phar-
macies that are not owned by PBMs, 

(3) whether mail order pharmacies owned by PBMs (or en-
tities that own PBMs) sell a higher proportion of repackaged 
drugs than mail order pharmacies that are not owned by 
PBMs, 

(4) whether mail order pharmacies owned by PBMs (or en-
tities owned by PBMs) sell repackaged drugs at prices above 
the manufacturer’s average wholesale price, 

(5) other factors deemed relevant by the FTC. 
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In conducting this study, the FTC shall consider whether com-
petition or drug pricing behavior by PBMs would be affected if 
PBMs were to bear financial risk for drug spending. The FTC shall 
issue a written report within 18 months of the date of enactment. 

Disclosure of Return Information for Purposes of Carrying Out 
Medicare Catastrophic Prescription Drug Program. (Section 
106 of House Bill). 

Present Law 
Current law authorizes, under specified circumstances, the dis-

closure by the Secretary of the Treasury of returns and return in-
formation for purposes other than tax administration. 

House Bill 
The provision would permit the Secretary of the Treasury, 

upon written request from the Secretary of the Department of 
Health and Human Services (HHS) to disclose to officers and em-
ployees of HHS specific information with respect to a specified tax-
payer for a specific tax year. The information that could be dis-
closed is taxpayer identity information and the adjusted gross in-
come for the taxpayer or, if less, the income threshold limit speci-
fied under the new Part D ($200,000 in 2006). A specified taxpayer 
would be either: (1) an individual who had adjusted gross income 
for the year in question in excess of the income threshold specified 
in the new Part D ($60,000); or (2) an individual who elected to use 
more recent income information as permitted under Part D. Indi-
viduals filing joint returns would each be treated separately with 
each person considered to have an adjusted gross income equal to 
one-half of the total. 

Return information disclosed, could be used by officers and em-
ployees of HHS only for administering the prescription drug ben-
efit. They could disclose the annual out-of-pocket threshold applica-
ble to an individual to the entity offering the individual prescrip-
tion drug coverage. The sponsor could use such information only for 
the purposes of administering the benefit. 

Senate Bill 
No provision. 

Conference Agreement 
No provision. 

Limitation on Prescription Drug Benefits of Members of Congress 
(Section 107 of Senate Bill). 

Present Law 
Members of Congress are entitled to receive health benefits 

through the Federal Employees Health Benefits (FEHB) program. 

House Bill 
No provision. 
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Senate Bill 
During calendar year 2004, the actuarial value of the drug 

benefit of any Member of Congress enrolled in a FEHBP plan could 
not exceed the actuarial value of any prescription drug benefit 
under Title XVIII of the Social Security Act passed by the first ses-
sion of the 108th Congress and enacted into law. The Office of Per-
sonnel Management would promulgate necessary regulations. 

Conference Agreement 
No provision. 

Protecting Seniors With Cancer (Section 108 of Senate Bill). 

Present Law 
Medicaid pays Part B premiums for QMBs, SLIMBs and QI–

1s. It pays Medicare cost-sharing charges for QMBs. 

House Bill 
No provision. 

Senate Bill 
The cost-sharing specified under the low-income subsidy provi-

sions would be modified for persons diagnosed with cancer. The 
cost-sharing specified under New Section 1860D–19 would apply 
except for the following changes. The QMB population would have 
a full premium subsidy for at least one drug plan available in the 
area where the beneficiary resided. For the SLIMB and QI–1 popu-
lation, there would be no premium for any plan whose premium 
was at or below the monthly national average premium. For other 
persons below 160% of poverty, only a percentage of the premium 
otherwise applicable. Persons with incomes above 160% of the pov-
erty line would have, in 2006, the same cost-sharing otherwise 
specified under the bill. 

Conference Agreement 
No provision. 

Protecting Seniors With Cardiovascular Disease, Cancer, or Alz-
heimer’s Disease (Section 109 of Senate Bill). 

Present Law 
Medicaid pays Part B premiums for QMBs, SLIMBs and QI–

1s. It pays Medicare cost-sharing charges for QMBs. 

House Bill 
No provision. 

Senate Bill 
The cost-sharing specified under the low-income subsidy provi-

sions would be modified for persons diagnosed with cardiovascular 
disease, cancer, diabetes or Alzheimer’s disease. The cost-sharing 
specified under New Section 1860D–19 would apply except for the 
following changes. The QMB population would have a full premium 
subsidy for at least one drug plan available in the area where the 
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beneficiary resided. For the SLIMB and QI–1 population, there 
would be no premium for any plan whose premium was at or below 
the monthly national average premium. For other persons below 
160% of poverty, only a percentage of the premium otherwise appli-
cable. Persons with incomes above 160% of the poverty line would 
have, in 2006, the same cost-sharing otherwise specified under the 
bill. 

Conference Agreement
No provision. 

Medication Therapy Management Assessment Program (Section 
110A of Senate Bill). 

Present Law 
No provision. 

House Bill 
No provision. 

Senate Bill 
The Secretary would be required to establish a 1-year assess-

ment program to contract with qualified pharmacists to provide 
medication therapy management services to fee-for-service bene-
ficiaries. The Secretary would designate 6 geographic areas (at 
least 2 rural), each containing not less than 3 sites. The program 
would be implemented between October 1, 2004 and January 1, 
2005. Beneficiaries in an area could participate if they identified a 
qualified pharmacist to furnish medication therapy management 
services. The Secretary would enter into contracts with qualified 
pharmacists to provide such services. The fee established under the 
contract would be designed to test various payment methodologies 
including one that applied a relative value scale and fee schedule. 
Payments would be made from the Part B trust fund and be budget 
neutral. The Secretary would be required to make data on the pro-
gram available and report to Congress within 6 months of comple-
tion of the program. 

Conference Agreement 
No provision. 

Section 133. Pharmacy Benefit Managers Transparency Require-
ments (Section 133 of Senate Bill). 

Present Law 
No provision. 

House Bill 
No provision. 

Senate Bill 
An eligible entity offering a Medicare prescription drug plan 

under Part D or a MedicareAdvantage organization offering a 
MedicareAdvantage plan under Part C could not enter a contract 
with a pharmacy benefit manager (PBM) owned by a pharma-
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ceutical manufacturing company. PBMs would be required to pro-
vide the following information, on an annual basis, to the Assistant 
Attorney General for Antitrust of the Department of Justice and 
the Inspector General for the Department of Health and Human 
Services: (1) aggregate amount of any and all rebates, discounts, 
administrative fees, promotional allowances, and other payments 
received or recovered from each pharmaceutical manufacturer; (2) 
the amount of payments received or recovered from each pharma-
ceutical manufacturer for each of the top 50 drugs (as measured by 
volume); and (3) the percentage differential between the price 
PBMs pay pharmacies and the price the PBM charges the PDP or 
MA organization. Failure to disclose could result in civil penalties; 
further, the U.S. district court could order compliance. No disclosed 
information would be made public, except as might be relevant to 
any judicial action or proceeding. Nothing in the provision would 
be intended to prevent disclosure to either body of Congress or any 
duly authorized committee or subcommittee. 

Conference Agreement 

No provision. 
Office of the Medicare Beneficiary Advocate (Section 134 of 

Senate Bill). 

Present Law 
No provision. 

House Bill 
No provision. 

Senate Bill 
Within 1 year of enactment, the Secretary would be required 

to establish an Office of the Medicare Beneficiary Advocate within 
the Department of Health and Human Services. The Office would 
establish a toll-free number for beneficiaries to obtain information 
on the Medicare program, particularly with respect to Part D. It 
would establish a website with easily accessible information on 
PDPs and MA plans. From amounts appropriated to the Secretary’s 
administrative account, $2 million could be used to establish the 
Office and such funds as may be necessary would be used to oper-
ate the Office. 

Conference Agreement 
No provision.

TITLE II—MEDICARE ADVANTAGE 

Subtitle A—Implementation of Medicare Advantage Program 

Sec. 201. Implementation of Medicare Advantage program 

Present Law 
Health maintenance organizations (HMOs) and other types of 

managed care plans have long participated in the Medicare pro-
gram, beginning with private health plan contracts in the 1970s 
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and the Medicare risk contract program in the 1980s. In 1997, Con-
gress passed the Balanced Budget Act of 1997 (BBA 1997, P.L. 
105–33), which replaced the risk contract program with the 
Medicare+Choice (M+C) program. M+C plans include coordinated 
care plans (HMOs, preferred provider organizations or PPOs, and 
provider-sponsored organizations or PSOs), private fee for service 
(PFFS) plans, and, on a temporary basis, medical savings accounts 
(MSAs). 

House Bill 
Section 200. Title II would establish the Medicare Enhanced 

Fee-for-Service (EFFS) program, under which Medicare bene-
ficiaries would be provided access to a range of regional EFFS 
plans that could include preferred provider networks, beginning in 
2006. It would establish the Medicare Advantage (MA) program, 
upon enactment, to replace the M+C program, which would con-
tinue to offer coordinated care and other plans on a county-wide 
basis as under current law. It would also use competitive bidding, 
beginning in 2010, in the same style as the Federal Employees 
Health Benefits program (FEHBP) for certain EFFS plans and MA 
plans, to promote greater efficiency and responsiveness to Medicare 
beneficiaries. 

Senate Bill 
Title II would establish the Medicare Advantage (MA) pro-

gram, which would replace the M+C program, beginning in 2006. 
The MA program would continue to offer coordinated care and 
other plans on a county-wide basis as under current law. It would 
also establish regional PPOs, to be offered in regions. Beginning in 
2008, it would establish a limited competition program, in areas 
designated as ‘‘highly competitive.’’ 

Conference Agreement 
Section 201. The conference agreement establishes the Medi-

care Advantage (MA) program under Part C of Medicare. Any ref-
erence under Part C of Medicare to the ‘‘Medicare+Choice’’ program 
is deemed to be a reference to ‘‘Medicare Advantage’’ and ‘‘MA’’. 

This title modernizes and revitalizes private plans under Medi-
care. The Balanced Budget Act (BBA) of 1997 altered payments for 
private plans and expanded the types of plans that could be offered 
under Medicare. Since payment rate changes were implemented, 
enrollment in private plans has fallen from 6.2 million beneficiaries 
in 1998 to 4.6 million beneficiaries in November 2003, and the 
number of plans has decreased from 346 risk plans in 1998 to 155 
(151 coordinated care plans and 4 private FFS plans) in November 
2003. This disruption has been due, in part, to unpredictable and 
insufficient payments. BBA 97 fundamentally de-linked payments 
to plans from FFS payment growth. 

To increase beneficiary choice, Title II reforms the payment 
system in 2004. All plans would be paid at a rate at least as high 
as the rate for traditional FFS Medicare, as recommended by the 
Medicare Payment Advisory Commission (MedPAC). After 2004, 
private plans’ capitation rates would grow at the same rate as FFS 
Medicare. To increase beneficiary choice in more rural areas, Title 
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II would establish regional plans, which would encourage private 
plans to serve Medicare beneficiaries in larger regions, beginning 
in 2006. Both local and regional MA private plans would bid com-
petitively against a benchmark beginning in 2006. 

Once private plans became established, and enrollment in pri-
vate plans increased, a demonstration of comparative cost adjust-
ment in selected sites would begin in 2010. Plan bids from private 
plans and rates for traditional FFS Medicare would be averaged to 
create a benchmark for competitive bidding. The competitive pro-
gram would encourage beneficiaries to enroll in the most efficient 
plan, producing savings for both beneficiaries, through reduced pre-
miums, and for taxpayers, through relatively lower Medicare costs. 

Subtitle B—Immediate Improvements 

Section 211. Immediate improvements 

Present Law 
Under current law, Medicare+Choice (M+C) plans are paid an 

administered monthly payment, called the M+C payment rate, for 
each enrollee. The per capita rate for a payment area is set at the 
highest of three amounts: (1) a minimum payment (or floor) rate, 
(2) a rate calculated as a blend of an area-specific (local) rate and 
a national rate, or (3) a rate reflecting a minimum increase from 
the previous year’s rate (currently 2%). 

A budget neutrality adjustment is made so that estimated total 
M+C payments in a given year will be equal to the total payments 
that would be made if payments were based solely on area-specific 
rates. The budget neutrality adjustment may only be applied to the 
blended rates because rates cannot be reduced below the floor or 
minimum increase amounts. The blend payment is also adjusted to 
remove the direct and indirect costs of graduate medical education. 
The blend payment amount is based on a weighted average of local 
and national rates for all Medicare beneficiaries. 

Each year, the three payment amounts are updated by for-
mulas set in statute. Both the floor and the blend are updated each 
year by a measure of growth in program spending, the national 
growth percentage. The minimum increase provides for an increase 
of at least 2% over the previous year’s amount. 

If an individual is in a short-term general hospital at the time 
he or she elected to enroll in an M+C plan or change from one M+C 
plan to another, payment for such services would be made through 
FFS or the original plan. Conversely, if an individual terminates 
enrollment in an M+C plan, that organization would be responsible 
for payment for such services until the date of the individual’s dis-
charge. 

House Bill 
Section 212(a). For 2004, a 4th payment mechanism would be 

added and plans would receive the highest of the four payment cal-
culations (the floor, blend, minimum percentage increase, or the 
new amount). The new payment amount would be 100% of fee-for-
service (FFS) costs. The FFS payment would be based on the ad-
justed average per capita cost for the year, for an MA payment 
area, for services covered under Parts A and B for beneficiaries en-
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titled to benefits under Part A, enrolled in Part B and not enrolled 
in an MA plan. This payment would be adjusted to remove pay-
ments for direct medical education costs and to include the addi-
tional payments that would have been made if Medicare bene-
ficiaries entitled to benefits from facilities of the Department of 
Veteran Affairs (VA) and the Department of Defense (DOD) had 
not used those services (VA/DOD adjustment). 

Section 212(b). In 2004, no adjustment would be made for 
budget neutrality, which would fund the blend for that year. 

Section 212(c). The calculation of the minimum percentage in-
crease would also be revised. For 2004 and beyond, the minimum 
percentage increase would be the greater of: (1) a 2% increase over 
the previous year’s payment rate (as under current law), or (2) the 
previous year’s payment increased by the national per capita MA 
growth percentage. For purposes of calculating the minimum per-
centage increase, there would be no adjustment to the national 
growth percentage for prior years’ errors before 2004. Beginning in 
2005 and each subsequent year, the payments to a plan would be 
based on its prior year rate increased by the revised minimum per-
centage increase. 

Section 212(d). The area-specific MA capitation rate (the local 
component of the blend) would be adjusted to include the VA/DOD 
adjustment, beginning in 2004. 

Section 212(e). Beginning January 1, 2004, the payment rule 
for beneficiaries in a short-term general hospital at the time they 
either elected to enroll in or to terminate their enrollment in an 
M+C plan, would be extended to a beneficiary in an inpatient reha-
bilitation facility. 

Section 212(f). No later than 18 months after enactment of this 
Act, the Medicare Payment Advisory Commission would report to 
Congress providing an assessment of the method used for deter-
mining the adjusted average per capita cost (AAPCC). The report 
would examine the variation in costs between different areas, in-
cluding differences in input prices, utilization and practice pat-
terns; the appropriate geographic area for payment; and the accu-
racy of the risk adjustment methods in reflecting differences in the 
cost of providing care to different groups of beneficiaries. 

Section 212(g). No later than July 1, 2006, the Administrator 
would submit a report to Congress that described the impact of ad-
ditional financing provided under this Act and other Acts, (includ-
ing the Balanced Budget Refinement Act of 1999—BBRA and the 
Benefits Improvement and Protection Act of 2000—BIPA) on the 
availability of MA plans in different areas and the impact on low-
ering premiums and increasing benefits under such plans. 

Section 212(h). The Secretary would calculate and announce 
the new MA capitation rates within 6 weeks of enactment of this 
legislation. 

Senate Bill 
Section 203. [§ 1853(c)]. For payments before 2006, the pay-

ment would be calculated in the same manner as under current 
law—the highest of the blend, minimum payment (floor) rate, or 
minimum percentage increase. However the calculation of the min-
imum percentage increase would change for 2005. The minimum 
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percentage increase for 2005 would be a 3% increase over the rate 
for the area for 2003. For 2006 and subsequent years, it would be 
a 2% increase over the previous year (but calculated as though the 
increase in 2005 was 2%.) Additionally, beginning in 2014, the min-
imum amount (floor) would be increased by the percentage increase 
in the CPI for all consumers, for the 12-month period ending in 
June of the previous year. 

Section 204(b). The Secretary would conduct a study to deter-
mine the extent to which M+C cost-sharing discourages access to 
covered services or discriminates based on the health status of 
M+C eligible beneficiaries. The Secretary would submit a report to 
Congress, providing recommendations for legislation and adminis-
trative action, no later than December 31, 2004. 

Section 210. The costs of DOD and VA military facility services 
would be included in the area specific M+C payment and the local 
fee for service rates beginning in 2006. 

Conference Agreement 
Section 211(a). The conference agreement makes several 

changes to the payments for MA plans. In some MA payment 
areas, the MA payment rate is lower than the costs of providing 
FFS care to enrollees in traditional Medicare in some parts of the 
country. Many private plans have seen their Medicare payment 
rates rise much less rapidly than the costs of FFS Medicare, as 
they have been held to increases of two percent annually every 
year since 1998, except for 2001 when a three percent increase was 
paid due to the BIPA. Health costs in general are running much 
higher than the two percent payment increases that most plans are 
receiving in the areas where most of the beneficiaries are enrolled 
in Medicare+Choice. Plans find it difficult—if not impossible—to 
contract with providers if FFS Medicare can reimburse providers at 
higher rates than private plans may offer, given their Medicare 
payments. If paid less than FFS Medicare, private plans may be 
forced to increase enrollee premiums or cost-sharing, or decrease 
supplemental benefits, such as prescription drug coverage. Since 
1998, the number of plans participating in M+C has declined from 
346 to 155. 

To encourage plan entry, all private plans would be paid at a 
minimum of the FFS rate. In addition, private plan rates would in-
crease at the same rate as growth in FFS Medicare. The goal is to 
increase beneficiary choice, by increasing private plan participation 
in Medicare. 

For 2004, a 4th payment mechanism will be added and plans 
will receive the highest of the four payment calculations (the floor, 
blend, minimum percentage increase, or the new amount). The new 
payment amount is 100% of fee-for-service (FFS) costs. The FFS 
payment is based on the adjusted average per capita cost for the 
year, for an MA payment area, for services covered under Parts A 
and B for beneficiaries entitled to benefits under Part A, enrolled 
in Part B and not enrolled in an MA plan. The 4th payment mech-
anism, 100% fee-for-service, will be rebased no less than once every 
3 years. This payment will be adjusted to: (1) remove payments for 
direct medical education costs, and (2) include the additional pay-
ments that would have been made if Medicare beneficiaries entitled 
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to benefits from facilities of the Department of Veteran Affairs (VA) 
and the Department of Defense (DOD) had not used those services 
(VA/DOD adjustment). 

Section 211(b). In 2004, no adjustment will be made for budget 
neutrality, in order to fund the blend for that year. 

Section 211(c). The calculation of the minimum percentage in-
crease will also be revised. For 2004 and beyond, the minimum per-
centage increase will be the greater of: (1) a 2% increase over the 
previous year’s payment rate (as under current law); or (2) the pre-
vious year’s payment increased by the national per capita MA 
growth percentage. For purposes of calculating the minimum per-
centage increase, there will be no adjustment to the national 
growth percentage for prior years’ errors before 2004. Beginning in 
2005 and each subsequent year, the payments to a plan will be 
based on its prior year rate increased by the revised minimum per-
centage increase. 

Section 211(d). The area-specific MA capitation rate (the local 
component of the blend) will be adjusted to include the VA/DOD 
adjustment, beginning in 2004. 

Section 211(e). Beginning January 1, 2004, the payment rule 
for beneficiaries in a short-term general hospital at the time they 
either elected to enroll in or to terminate their enrollment in an 
MA plan, will be extended to a beneficiary in an rehabilitation hos-
pital, a distinct part rehabilitation unit, or a long-term care hos-
pital. For beneficiaries leaving their MA plan while receiving these 
inpatient hospital services, this provision will expand the rule that 
disallows payment for such services under fee-for-service payments 
for inpatient hospitals. Under the expansion, payments will be pro-
hibited from any type of payment provision under Medicare for in-
patient services, for the type of facility, hospital, or unit involved. 

Section 211(f). No later than 18 months after enactment of this 
Act, the Medicare Payment Advisory Commission (MedPAC) will 
submit a report to Congress providing an assessment of the method 
used for determining the adjusted average per capita cost 
(AAPCC). The report will examine the variation in costs between 
different areas, including differences in input prices, utilization and 
practice patterns; the appropriate geographic area for payment of 
local MA plans; and the accuracy of the risk adjustment methods 
in reflecting differences in the cost of providing care to different 
groups of beneficiaries. 

Section 211(g). No later than July 1, 2006, the Secretary will 
submit a report to Congress that describes the impact of additional 
financing provided under this Act and other Acts, (including the 
Balanced Budget Refinement Act of 1999—BBRA and the Benefits 
Improvement and Protection Act of 2000—BIPA) on the availability 
of MA plans in different areas and the impact on lowering pre-
miums and increasing benefits under such plans. 

Section 211(h). The Medicare Payment Advisory Commission 
(MedPAC) will conduct a study to determine the extent to which 
MA cost-sharing affects access to covered services or selects enroll-
ees based on the health status of MA eligible beneficiaries. 
MedPAC will submit a report to Congress, providing recommenda-
tions for legislation and administrative action, no later than De-
cember 31, 2004. 
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Section 211(i). Within 6 weeks after enactment, the Secretary 
will determine and announce the revised MA capitation rates. The 
revised payment rates will be subject to the same transition rules 
that applied to revised payments after the passage of the Benefits 
Improvement and Protection Act of 2000 (BIPA, P.L. 106–554), in-
cluding the requirement that plans that previously announced their 
intention to terminate their contract or reduce their service area 
could rescind their notice, among other transition rules. Also for 
2004, any changes to payments made under this Act will be effec-
tive beginning in March 2004, and would be adjusted to include 
any additional amounts plans would have received if the new pay-
ment system had been effective January 1. If a plan revises its sub-
mission of information to the Secretary, and it includes changes in 
beneficiary premiums, beneficiary cost-sharing, or benefits under 
the plan, then the plan is required to notify each enrollee in writ-
ing, within 3 weeks after the date that the Secretary approves the 
changes. There will be no administrative or judicial review of any 
determination made by the Secretary for application of this section 
or payment rates. 

In order to clarify current law, if a private fee-for-service plan 
has contacts and agreements with a sufficient number and range 
of providers within a category of health care professionals and pro-
viders, it may charge higher beneficiary copayments to providers in 
that category who do not have such contracts or agreements (other 
than deemed contracts or agreements). 

Subtitle C—Offering Medicare Advantage (MA) Regional Plan; 
Medicare Advantage Competition 

Section 221. Establishment of MA regional plans 

Present Law 
M+C plans include coordinated care plans (HMOs, preferred 

provider organizations or PPOs, and provider-sponsored organiza-
tions or PSOs), private fee for service (PFFS) plans, and, on a tem-
porary basis, medical savings accounts (MSAs). 

Enrollment in any individual M+C plan is open only to those 
beneficiaries living in a specific service area. An M+C payment 
area is defined as a county, or equivalent area as specified by the 
Secretary. Plans define a service area as a set of counties and coun-
ty parts, identified at the zip code level. At a state’s option, the 
service area could be defined as the entire state; however, to date, 
no state has done so. 

House Bill 
Section 201(a). [§ 1860E–1(a)] Beginning January 1, 2006, the 

Administrator would establish the EFFS program for EFFS eligible 
individuals in EFFS regions. Plans would be offered on a regional 
basis, in at least 10 regions established by the Administrator. Be-
fore establishing the regions, the Administrator would conduct a 
market survey and analysis, including an examination of current 
insurance markets, to determine how the regions should be estab-
lished. Regions would be established to take into consideration 
maximizing full access for all EFFS-eligible individuals, especially 
those residing in rural areas.
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[§ 1860E–1(b)]. EFFS plans would be required to provide either 
fee-for-service (FFS) or preferred provider coverage. Under FFS 
coverage, plans would: (1) reimburse hospitals, physicians and 
other providers at a rate determined by the plan on a FFS basis, 
without placing providers at risk, (2) not vary rates based on the 
provider’s utilization, and (3) not restrict the selection of providers 
from among those who were lawfully authorized to provide covered 
services and agreed to accept the plan’s terms and conditions. 
Under preferred provider coverage, plans would: (1) have a network 
of providers who agreed to a contractually-specified reimbursement 
for covered benefits with the organization, and (2) provide for reim-
bursement for all covered benefits regardless of whether they were 
provided within the network. 

[§ 1860E–1(c)]. EFFS plans would have to comply with existing 
eligibility, election, and enrollment provisions (under § 1851) in-
cluding guaranteed issue and renewal, but could offer cash rebates, 
reduced premiums, or supplemental benefits to beneficiaries if plan 
bids were below a specified benchmark. 

[§ 1860E–3(a)]. The Administrator may enter into contracts 
with up to three EFFS organizations in any region. 

Senate Bill 
Section 211. [§ 1858(a)]. Beginning January 1, 2006, a pre-

ferred provider organization (PPO) plan would be offered to MA eli-
gible individuals in preferred provider regions. A PPO would be an 
entity with a contract that met other requirements of this Act. A 
PPO would have a network of providers that agreed to contrac-
tually specified reimbursements for covered benefits under Parts A 
and B. The PPO would pay for all covered services an enrollee re-
ceived, whether provided in or out of network. 

[§ 1858(a)(3)]. There would be at least 10 regions. Each region 
would have to include at least one state, and could be the entire 
United States. The Secretary could not divide states so that por-
tions of the state were in different regions. To the extent possible, 
the Secretary would include multi-state metropolitan statistical 
areas (MSAs) in a single region, except that he or she could divide 
an MSA where necessary to establish a region of such size and ge-
ography to maximize the participation of PPOs. The Secretary 
could use the same regions established for the prescription drug 
program, under Part D. The service area of a PPO would be the 
region. 

Each plan would be offered to any MA eligible individual resid-
ing in the service area. 

Section 211. [§ 1858(b)]. PPOs would be required to establish a 
sufficient number and range of health care professionals and pro-
viders willing to provide services under the plan’s terms. The Sec-
retary would consider this requirement to be met if the organiza-
tion had a sufficient number of contracts and agreements with a 
sufficient number and range of providers. These arrangements 
would not restrict enrollee access to other providers for covered 
services. Additionally, if the plan was in a state where 25% or more 
of the population resided in a health professional shortage area, 
these arrangements would also not restrict the categories of li-
censed health professionals or providers from whom the enrollee 
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could obtain covered benefits. The Secretary could disapprove any 
PPO believed to attract a population that is healthier than the av-
erage population of the region serviced by the plan. 

Section 211. [§ 1858(d)]. If there were bids for more than three 
plans in a preferred provider region, the Secretary would limit the 
number of plans to the three lowest-cost credible plans that met or 
exceeded the quality or minimum standards. 

Conference Agreement 
The conference agreement establishes a new regional plan pro-

gram beginning in 2006. The Secretary will establish between 10 
and 50 regions across the nation. Plans wishing to participate in 
this program will be required to serve an entire region. By requir-
ing plans to serve larger service areas that bring together both 
urban and rural areas, the program will bring greater health plan 
choices to areas not previously served by the Medicare+Choice pro-
gram, particularly rural areas. 

In establishing Medicare Advantage regions (MA regions), the 
Secretary will conduct a market study to determine how regions 
should best be constructed to maximize plan participation and 
availability of plans to beneficiaries. The conference agreement in-
cludes a number of provisions to provide incentives for plans to 
participate in the regional program. These provisions include risk 
corridors for plans during the first 2 years of the program, 2006 
and 2007; a stabilization fund to encourage plan entry and limit 
plan withdrawals; a blended benchmark that will provide greater 
responsiveness to the market by allowing plan bids to influence the 
benchmark amount; and a network adequacy fund to assist plans 
in forming adequate networks, particularly in rural areas. While 
private plans have experience in serving Medicare beneficiaries at 
a local level, such plans have not previously operated on a region-
wide basis. These provisions will assist plans as they enter this 
new line of business and learn the market dynamics of serving 
beneficiaries across larger regions. 

Section 221(a). This provision establishes a 2-year moratorium 
on new local preferred provider organizations in order to encourage 
PPOs to operate at the regional level. PPOs that are in operation 
as of December 31, 2005, including demonstration projects, will be 
allowed to continue operations and expand enrollment in their ex-
isting service areas during this period; however they will not be al-
lowed to expand their service areas. PPOs will be able to enter new 
or expanded service areas again beginning January 1, 2008. 

Section 221(b). The conference agreement allows MA regional 
coordinated care plans under the MA program. An MA regional 
plan: (1) has a network of providers who agreed to a contractually 
specified reimbursement for covered benefits with the organization 
offering the plan, (2) provides for reimbursement for all covered 
benefits regardless of whether such benefits are provided within 
such network of providers, and (3) has a service area of one or 
more MA regions. A local MA plan is an MA plan that is not an 
MA regional plan, and local MA areas are defined, as under cur-
rent law, as a county or equivalent area specified by the Secretary. 
MSA and PFFS plans are defined as local plans, although nothing 
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prevents an MSA plan or an MA PFFS plan from serving one or 
more regions, or the entire Nation. 

Section 221(c). [§ 1858(a)(1)]. The service area for an MA re-
gional plan will consist of an entire MA region and may not be seg-
mented. 

[§ 1858(a)(2)]. No later than January 1, 2005 the Secretary will 
establish and publish a list of MA regions. There will be between 
10 and 50 regions within the 50 states and the District of Colum-
bia. Before establishing the MA regions, the Secretary will conduct 
a market survey and analysis, including an examination of current 
insurance markets. The regions should maximize the availability of 
MA regional plans to all MA eligible individuals without regard to 
health status, especially beneficiaries residing in rural areas. To 
the extent possible, each region should include at least one State, 
should not divide States across regions, and should include multi-
State Metropolitan Statistical Areas in a single region. The Sec-
retary may periodically review MA regions and, based on the re-
view, revise the regions to be more appropriate. An MA regional 
plan may be offered in more than one region including all regions. 

Single Deductible and Catastrophic Limit 

Present Law 
Medicare does not have a catastrophic limit on beneficiary out-

of-pocket expenses, although some M+C plans offer an out-of-pocket 
limit as an added benefit. The original Medicare FFS program in-
cludes a Part B deductible and a separate Part A deductible for 
hospital stays. 

House Bill 
Section 201(a). [§1860E–2(b and c)]. EFFS plans could only be 

offered in a region if the plan, among other requirements, included 
a single deductible for benefits under Parts A and B, and a cata-
strophic limit on out-of-pocket expenses. 

Senate Bill 
Section 202. [§1852(a)]. Each MA plan would have to offer a 

maximum limitation on out-of-pocket expenses and a unified de-
ductible. 

Conference Agreement 
Section 221(c). [§1858(b)]. In order to ensure that MA regional 

plans are structured more like existing private market plans for 
the under-65 population, the conference agreement requires MA re-
gional plans to include a single deductible for benefits under Parts 
A and B. The single deductible may be applied differentially for in-
network services and may be waived for preventive or other items 
and services. MA regional plans will also be required to include two 
catastrophic limits—one for out-of-pocket expenditures for in-net-
work Part A and B benefits and one for out-of-pocket expenditures 
for all Part A and B benefits. Payment rates to these plans are not 
increased to provide this coverage. 
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Risk Corridors 

Present Law 
No provision. 

House Bill 
No provision. 

Senate Bill 
Section 211. [§ 1858(e)]. The PPO would notify the Secretary of 

the total amount of costs incurred during 2007 and 2008 in pro-
viding covered benefits under Part A and B of Medicare, except 
that certain expenses would not be included (administrative ex-
penses over the amount determined appropriate by the Adminis-
trator and amounts expended for enhanced medical benefits). 

The Secretary would be required to establish risk corridors for 
the regional PPO plans for 2006 and 2007. Medicare would share 
risk with PPO organizations after costs fell above or below a risk 
corridor of 5% as follows: (1) Medicare would share 50% of the 
losses or profits between 105% and 110% of a target which consists 
of Medicare’s MA payment plus the beneficiaries’ contributions; 
and (2) Medicare would share 90% of the losses or profits above 
110% of the target. PPOs would be at full risk for all enhanced 
medical benefits. A beneficiary’s liability would not be affected by 
these risk corridors in the given years. 

Conference Agreement 
Section 221(c). [§ 1858(c)]. In order to encourage plans to enter 

the regional market and to provide assistance to these plans during 
the start-up phase of their business, Medicare will share risk with 
MA regional plans if costs fall above or below a specific risk cor-
ridor. These risk corridors will be available to plans during 2006 
and 2007. The conference agreement provides that MA regional 
plans notify the Secretary of: (1) the total costs of providing Part 
A and B benefits and the portion attributable to allowable adminis-
trative expenses, and (2) the costs of providing rebatable integrated 
benefits and the portion of these costs attributable to allowable ad-
ministrative expenses. Allowable cost is defined, with respect to an 
MA regional plan for a year, as the total amount of costs incurred 
in providing benefits under the original Medicare FFS program, 
and rebatable integrated benefits, reduced by administrative ex-
penses. Rebatable integrated benefits are defined as non-drug sup-
plemental benefits provided by a plan, as part of its required re-
bate to beneficiaries, that are integrated with the benefits under 
the original Medicare fee-for-service program. The Secretary will 
have discretion to evaluate whether certain rebatable benefits 
should be included in allowable costs for risk corridor calculations. 

[§ 1854(c)(2)(D)]. The target amount is defined as an amount 
equal to the sum of: (1) the total monthly payments made to the 
organization for enrollees in the plan for the year that are attrib-
utable to benefits under the original Medicare FFS program; (2) the 
total of the MA monthly basic beneficiary premium, collectable for 
the enrollees for the year; and (3) the total amount of rebatable in-
tegrated benefits that the Secretary determines are appropriate for 
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inclusion in the risk corridor calculation. The target amount does 
not include the cost of administrative expenses for FFS benefits or 
for rebatable supplemental benefits. 

[§ 1854(c)(2)]. There will be no payment adjustment if the al-
lowable costs for the plan are at least 97 percent, but do not exceed 
103 percent of the target amount for the plan. If allowable costs for 
the plan are more than 103 percent but less than 108 percent of 
the target amount for the plan for the year, the Secretary will in-
crease the total monthly payments made to the organization by 50 
percent of the difference between 103 percent and allowable costs. 
If allowable costs for the plan are greater than 108 percent of the 
target amount, the Secretary will increase the total monthly pay-
ments to the plan by an amount equal to the sum of: (1) 2.5 per-
cent of the target amount; and (2) 80 percent of the difference be-
tween allowable costs and 108 percent of the target. Conversely, if 
the allowable costs for the plan are less than 97 percent, but great-
er than or equal to 92 percent of the target amount, the Secretary 
will reduce the total monthly payment to the plan by 50 percent 
of the difference between 97 percent of the target amount and the 
allowable cost. If the allowable costs for the plan are below 92 per-
cent of the target, the Secretary will reduce the total monthly pay-
ments to the organization by the sum of: (1) 2.5 percent of the tar-
get amount, and (2) 80 percent of the difference between 92 percent 
of the target and the allowable cost. 

[§ 1854(c)(3)]. Each contract under the MA program will pro-
vide the information the Secretary deems necessary to carry out 
this subsection. While the Secretary has the right to inspect and 
audit all books and records pertaining to information provided 
under this section, the information disclosed or obtained may only 
be used to carry out this section. 

Organizational and Financial Requirements 
[§ 1854(d)]. In order to facilitate the offering of MA plans in re-

gions that may encompass multiple states, the conference agree-
ment establishes rules for applying licensing requirements across 
states. If an MA organization offering an MA regional plan is orga-
nized and licensed under State law in a state in the region but does 
not meet the requirements in other states in the region, the Sec-
retary may waive such requirement for an appropriate period of 
time. Such a waiver can only be granted if the organization dem-
onstrates to the Secretary’s satisfaction that it has filed the nec-
essary application to meet the other state’s requirements. If an MA 
organization is organized and licensed under more than one state 
in the region, and the organization does not meet the requirements 
of each state, the organization may select the rules of one State 
and apply those rules to the entire service area until such time as 
the organization meets a state’s requirements, in a manner speci-
fied by the Secretary. 

Stabilization Fund 

Present Law 
No provision. 
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House Bill 
No provision. 

Senate Bill 
Section 231. If an area was designated as highly competitive, 

benchmarks would not apply. Instead, a plan would bid the total 
payment it was willing to accept (not taking into account risk ad-
justment) for providing required Parts A and B benefits to plan en-
rollees residing in the service area. The Secretary would substitute 
the second lowest bid for the benchmark. If there were fewer than 
three bids, the Secretary would be required to substitute the lowest 
bid for the benchmark. Total funding for this provision is limited 
to $6 billion over 2009 through 2013. 

Conference Agreement 
Section 221(c). [§ 1858(e)]. During the past several years a 

number of plans have pulled out of the Medicare+Choice program 
due to changing market conditions and an inflexible payment for-
mula. Plans were held to 2 percent annual payment increases 
while costs in the fee-for-service program were rising at a much 
faster rate. Under current law, the Secretary had no ability to re-
spond quickly to these market changes, resulting in plan with-
drawals which have affected millions of beneficiaries. In order to 
promote greater stability in the regional program and provide the 
Secretary with a tool to respond to market fluctuations, the con-
ference agreement establishes an MA Regional Plan Stabilization 
Fund. The Fund can be used to provide incentives for plan entry 
in each region and plan retention in MA regions with below- aver-
age MA penetration. Initially, $10 billion will be available for ex-
penditures from the Fund beginning on January 1, 2007 and these 
start-up funds will only be available until December 31, 2013. 
Funds will be drawn from the Federal Hospital Insurance Trust 
Fund and the Federal Supplementary Medical Insurance Trust 
Fund in a proportion that reflects the relative weight that the ben-
efits under Parts A and B represent of the actuarial value of the 
total benefit. Additional funds will be available in an amount equal 
to 12.5% of average per capita monthly savings from regional plans 
that bid below the benchmark. The additional funds will be depos-
ited on a monthly basis into a special account in the Treasury. 

The Fund is designed to allow the Secretary to respond to mar-
ket conditions on a temporary basis. If the Fund is used for either 
plan entry or retention for 2 consecutive years, the Secretary must 
report to Congress on the underlying market conditions in the re-
gions. These reports will give Congress time to respond to the mar-
ket conditions through changes to the regions or the underlying 
payment system. 

[§ 1858(e)(2)]. The funds will be available in advance of appro-
priations to MA regional plans in accordance with specified funding 
limitations. [§ 1854(e)(5)]. The total amount projected to be ex-
pended from the Fund in any year may not exceed the amount 
available in the Fund as of the first day of that year. If the use 
of the stabilization fund results in increased expenditures under 
this title, the increased expenditures shall be counted as expendi-
tures from the Fund. The Secretary will only obligate funds if the 
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Secretary, the Chief Actuary of CMS, and the appropriate budget 
officer certifies that there are sufficient funds at the beginning of 
the year to cover all such obligations for that year. The Secretary 
will take steps to ensure that sufficient funds are available to make 
such payments for the entire year, which may include computing 
additional payment amounts or limitations on enrollment in MA re-
gional plans receiving such payments. [§ 1858(e)(2)(D)]. Expendi-
tures from the Fund will first be made from amounts made avail-
able from the initial funding. 

[§ 1858(e)(3)]. Plan entry incentives are available for either a 
one-year national bonus payment or multi-year adjustments in re-
gional payments; however in no case can there be a regional pay-
ment adjustment if there is a national bonus for that year. In order 
to encourage the offering of plans in all regions, the national bonus 
payment will be available to an MA organization that elects to offer 
a regional plan in each MA region in a year, but only if one of the 
regions did not have a plan available in the previous year. Funding 
is only available for a single year, but more than one organization 
can receive the incentive in the same year. The national bonus pay-
ment will: (1) be available to an organization only if it offers plans 
in every MA region; (2) be available to all MA regional plans of the 
organization regardless of whether any other MA regional plan is 
offered in any region; and (3) be equal to 3 percent of the bench-
mark amount otherwise applicable for each MA regional plan of-
fered by the organization, subject to funding limitations.

[§ 1858(e)(3)]. If a national bonus payment is not made, a re-
gional payment adjustment can be made. The regional payment ad-
justment is an increased payment for an MA regional plan offered 
in an MA region that did not have any MA regional plans offered 
in the previous year. The Secretary will determine the adjusted 
payment amount based solely on plans’ bids in the region, and the 
adjusted payment amount will be available to all plans offered in 
the region. The amount can be based on the mean, mode, median 
or other measure of such bids and may vary from region to region, 
but the payment amount cannot be determined through a method 
that limits the number of plans or bids in the region. Such a pay-
ment adjustment will be treated as a change to the benchmark 
amount in that region for purposes of calculating individual plan 
payments and beneficiary rebates. 

[§ 1858(e)(3)(C)(ii)]. Subject to funding limitations, the Sec-
retary will determine the period of time that funds are available 
for regional payment changes to encourage plan entry. If funding 
will be provided for a second consecutive year under this provision, 
the Secretary is required to submit a report to Congress describing 
the underlying market dynamics in the region and recommending 
changes to the payment methodology. Multi-year funding may be 
made available to all MA plans offered in a region. If this multi-
year increased amount is made available to MA plans in a region, 
funding will not be available for plan retention in the region in the 
following year. Regional payment adjustments will not be taken 
into account when computing the underlying benchmark for the 
subsequent year. 

[§ 1858(e)(4)]. In addition to using the Fund to encourage plans 
to enter regions that might otherwise go unserved, the Secretary 
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may also use the fund to encourage plans to remain in regions if 
market conditions are causing plan withdrawals. Incentives for 
plan retention could take the form of an increased payment to 
plans in regions that meet specific requirements. The requirements 
are: (1) one or more plans inform the Secretary that they will dis-
continue service in the region in the succeeding year; (2) the Sec-
retary determines that if those plans were not offered, fewer than 
2 MA regional plans, each offered by a different organization, 
would be offered in the region in the year; (3) for the previous year, 
the Secretary determines that the proportion of beneficiaries en-
rolled in MA regional plans in the region is less than national aver-
age of MA regional plan enrollment; (4) funds have not already 
been awarded for 2 consecutive years. Any additional payment 
amount will be treated as if it were an addition to the benchmark 
amount otherwise applicable, but will not be taken into account in 
the computation of the benchmark for any subsequent year. If 
plans receive funding under this part for a second year, the Sec-
retary will submit a report to Congress that describes the under-
lying market dynamics in the region and includes recommendations 
concerning changes in the payment methodology otherwise pro-
vided for MA regional plans under this part. 

[§ 1858(e)(4)]. The incentive for plan retention payment will be 
an amount determined by the Secretary, that does not exceed the 
greater of: (1) 3 percent of the benchmark amount applicable in the 
region; or (2) an amount that, when added to the benchmark, re-
sults in a ratio such that the additional amount plus the bench-
mark for the region divided by the adjusted average per capita cost 
(AAPCC) equals the weighted average of benchmarks for all re-
gions divided by the AAPCC for the United States. 

[§ 1858(e)(6)]. Not later than April 1 of each year beginning in 
2008, the Secretary will submit a report to Congress and the 
Comptroller General of the United States that includes: (1) a de-
tailed description of the total amount expended as a result of the 
Stabilization Fund in the previous year (and the projections for the 
current year) compared to the total amount that would have been 
expended under this title in each year if this subsection had not 
been enacted; (2) amounts remaining within the funding limita-
tions; and (3) the steps the Secretary will take to ensure that the 
expenditures from the Stabilization Fund will not exceed the 
amount available. The report will include certification from the 
Chief Actuary of CMS that estimates are reasonable, accurate and 
based on generally accepted actuarial principles and methodologies. 

[§ 1858(e)(7)]. Not later than January 1 of 2009, 2011, 2013 
and 2015, the Comptroller General of the United States will submit 
a report to the Secretary and Congress on the application of pay-
ments from the Stabilization Fund. The reports will include an 
evaluation of: (1) the quality of care provided to individuals for 
which additional payments were made from the Stabilization Fund; 
(2) beneficiary satisfaction; (3) the cost of Stabilization Fund pay-
ments to the Medicare program; and (4) any improvements in serv-
ice delivery. The report will also include a comparative analysis of 
the performance of MA regional plans receiving payments to MA 
regional plans not receiving Stabilization Fund payments, and rec-
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ommendations for legislation or administrative action as the Comp-
troller General determines would be appropriate. 

Regional Blended Benchmark 

Present Law 
Under current law, Medicare+Choice (M+C) plans are paid an 

administered monthly payment, called the M+C payment rate, for 
each enrollee. The per capita rate for a payment area is set at the 
highest of three amounts: (1) a minimum payment (or floor) rate, 
(2) a rate calculated as a blend of an area-specific (local) rate and 
a national rate, or (3) a rate reflecting a minimum increase from 
the previous year’s rate (currently 2%). In general, the Secretary 
makes monthly payments for each M+C enrollee reduced by any 
Part B premium reduction, and adjusted for risk. 

House Bill 
Section 201. [§ 1860E–3(b)]. The EFFS region-specific non-drug 

monthly benchmark amount means an amount equal to 1⁄12 of the 
average (weighted by the number of EFFS eligible individuals in 
each local payment area in the region) of the annual MA payment 
rate for payment areas within the region. 

Senate Bill 
Section 211. [§ 1858(c)(2)]. Beginning in 2006, the Secretary 

would calculate a benchmark amount for required services for each 
region equal to the average of each benchmark amount for each 
MA payment area within the region, weighted by the number of 
MA eligible individuals residing in the payment area for the year. 
Each year, beginning in 2005, the Secretary would publish (at the 
time of publication of the risk adjustors under Part D—no later 
than April 15) the benchmark amount for each region, factors to be 
used for adjusting payments under the comprehensive risk adjust-
ment methodology and methodology used for adjustments for geo-
graphic variations within a region. 

Conference Agreement
Section 221(c). [§ 1854(f)]. Beginning in 2006, the Secretary will 

compute a ‘‘blended benchmark’’ amount for each MA region. The 
blended benchmark is designed to be responsive to market condi-
tions in the region by allowing plan bids to influence the final 
benchmark amount. The MA region-specific non-drug monthly 
benchmark amount is defined as the sum of a statutory component 
and a plan-bid component for the year. The statutory component is 
the product of the statutory region-specific non-drug amount for the 
region and the year, and the statutory national market share per-
centage. The statutory region-specific non-drug amount, the first 
part of the statutory component, is an amount equal to the sum, 
(for each local MA area within the region) of the product of the MA 
area-specific non-drug monthly benchmark amount for the area 
and the year, and the number of MA eligible individuals residing 
in the local area, divided by the total number of MA eligible indi-
viduals residing in the region. The statutory national market share 
percentage, the second part of the statutory component, is equal to 
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the proportion of MA eligible individuals nationally who were not 
enrolled in an MA plan during the most recent month during the 
previous year for which data are available. 

The plan-bid component is the product of the weighted average 
of MA plan bids for the region and the year and the non-statutory 
market share percentage. The weighted average of plan bids for an 
MA region is calculated as the sum across MA regional plans, of 
(for each plan) the products of the unadjusted MA statutory non-
drug monthly bid for the plan, and the plan’s share of MA enroll-
ment in the region. Or, in the first year in which any regional plan 
is offered in a region, if more than one MA regional plan is offered 
in that year, the plan’s share of MA enrollment in the region is re-
placed in the formula either by (1) one divided by the number of 
plans in the region, or (2) a share estimated by the Secretary. The 
non-statutory market share percentage is one minus the statutory 
national market share percentage. 

Uniform Coverage Determination 

Present Law 
An M+C organization may elect to have a single local coverage 

policy apply to its plan when the plan’s service area includes more 
than one local coverage policy area. The Secretary will identify the 
local coverage policy that is most beneficial to M+C enrollees. 

House Bill 
No provision. 

Senate Bill 
No provision. 

Conference Agreement 
Section 221(c). [§ 1854(g)]. The organization offering an MA re-

gional plan may elect to have a local coverage determination for 
the entire MA plan based on the local coverage determination ap-
plied for any part of the region, as selected by the organization. 
These local coverage determinations may be appealed under the 
applicable provisions of section 1869(f) (BIPA, sec. 522). 

Assurance of Network Adequacy 

Present Law 
An M+C organization may select the providers in its network, 

so long as: (1) the organization makes the benefits available and 
accessible to each individual within the service area with reason-
able promptness and in a manner which assures continuity in the 
provision of benefits; (2) when medically necessary, the organiza-
tion makes benefits available and accessible 24 hours a day and 7 
days a week; and (3) the plan provides reimbursement for services 
provided outside of the network when services are medically nec-
essary and immediately required, when the services are renal di-
alysis and the beneficiary is temporarily out of the plan’s service 
area, or when the services are maintenance care or post-stabiliza-
tion. The organization must provide access to appropriate providers 

VerDate jul 14 2003 06:29 Nov 24, 2003 Jkt 090299 PO 00000 Frm 00541 Fmt 6601 Sfmt 6601 E:\HR\OC\HR391.XXX HR391



540

including credentialed specialists, and must provide emergency 
services without regard to prior authorization. 

House Bill 
No provision. 

Senate Bill 
No provision. 

Conference Agreement 
Section 221(c). [§ 1854(h)]. All current law network adequacy 

requirements will remain in place under the new regional program. 
However, because regions may encompass areas served by a single 
hospital, plans may have difficulty meeting their network adequacy 
requirements if they are unable to reach an agreement with such 
a hospital. In order to facilitate the meeting of these network ade-
quacy requirements across large regions, the conference agreement 
allows the Secretary to provide payment to an essential hospital 
that provides services to enrollees in an area, in cases in which the 
MA organization offering the plan was unable to reach an agree-
ment with the hospital regarding provision of services to plan en-
rollees. The Secretary will make the plan payment available only 
if the organization makes satisfactory assurances to the Secretary 
that it will pay the hospital an amount not less than the Medicare 
Part A payment for such services, and, with respect to specific serv-
ices provided to an enrollee, the hospital demonstrates that its 
costs exceed the Medicare Part A payment. The agreement makes 
$25 million available in 2006, increased each year by the growth 
in the market basket percentage. Subject to that limit, the pay-
ment, if any, would be the amount by which the payment for inpa-
tient hospital services if the hospital were a critical access hospital 
exceeds the payment for the same service that the hospital would 
otherwise receive. An essential hospital would be defined as a gen-
eral acute care hospital that demonstrates to the Secretary that its 
costs exceed the Medicare Part A payment and is determined by 
the Secretary to be necessary for the plan to meet its network ade-
quacy requirements. 

Section 222. Competition program beginning in 2006 

Submission of bidding and rebate information

Present Law 
Under current law, Medicare+Choice (M+C) plans are paid an 

administered monthly payment, called the M+C payment rate, for 
each enrollee. The per capita rate for a payment area is set at the 
highest of three amounts: (1) a minimum payment (or floor) rate, 
(2) a rate calculated as a blend of an area-specific (local) rate and 
a national rate, or (3) a rate reflecting a minimum increase from 
the previous year’s rate (currently 2%). In general, the Secretary 
makes monthly payments for each M+C enrollee, reduced by any 
Part B premium reduction, and adjusted for risk. 

Each year a coordinated care plan of an M+C organization sub-
mits an adjusted community rate (ACR) proposal, estimating its 
proposed cost to serve Medicare beneficiaries for the following con-
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tract year and comparing such costs to the estimated costs of pro-
viding Medicare services to a commercial population. To the extent 
that a plan’s ACR is below the administered payment amount, the 
plan must provide additional benefits to its enrollees or reductions 
in the Part B premium. In submitting its proposal, the organization 
must include information on: (1) the ACR; (2) the M+C monthly 
basic beneficiary premium; (3) a description of the deductible, coin-
surance and copayments under the plan (including the actuarial 
value of each); and (4) a description of any required additional ben-
efits. For supplemental benefits, the organization must also in-
clude: (1) the ACR, (2) the M+C monthly supplemental beneficiary 
premium, and (3) a description of the deductible, coinsurance and 
copayments, including the actuarial value of each. 

House Bill 
Section 221(a). Beginning in 2006, an MA organization would 

be required to provide the following information: (1) the monthly 
bid amount for the provision of all required items and services, 
based on average costs for a typical enrollee residing in the area 
and the actuarial bases for determining such amount; (2) the pro-
portion of the bid attributed to the provision of statutory non-drug 
benefits (the ‘‘unadjusted MA statutory non-drug monthly bid’’ 
amount), statutory prescription drug benefits, and non-statutory 
benefits (including the actuarial basis for determining these propor-
tions); and (3) additional information as the Administrator may re-
quire. 

Senate Bill 
Section 204. [§ 1854(a)]. Each MA organization would be re-

quired to submit information by the second Monday in September, 
including: (1) notice of intent and information on the service area 
of the plan; (2) the plan type for each plan; (3) specific information 
for coordinated care and PFFS plans; (4) enrollment capacity; (5) 
the expected mix of enrollees, by health status; and (6) other infor-
mation specified by the Secretary. For coordinated care plans and 
PFFS plans, the plans would also be required to submit the plan 
bid (the total amount that the plan was willing to accept for re-
quired Parts A and B benefits not taking into account the applica-
tion of comprehensive risk adjustment), the assumptions used in 
preparing the bid with respect to the number of enrollees in each 
payment area and the mix by health status, and any required in-
formation for prescription drug coverage. The plan bid would also 
have to be based on actuarial equivalence. 

For any enhanced medical benefit package a plan chooses to 
offer, it would be required to provide the following information: (1) 
the ACR, (2) the portion of the actuarial value of such benefits 
package, if any, that would be applied toward satisfying the re-
quirement for additional benefits, (3) the MA monthly beneficiary 
premium for enhanced benefits, (4) cost-sharing requirements, (5) 
the description of whether the unified deductible had been lowered 
or if the maximum out-of-pocket limitation had been decreased, 
and (6) other information required by the Secretary. 

[§ 1854(a)(5)]. Each plan bid would be required to reasonably 
and equitably reflect the cost of benefits provided under that plan. 
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Conference Agreement 
Section 222(a). Under the current Medicare+Choice system, 

plans are paid a fixed administrative amount regardless of their ef-
ficiency or their actual costs of providing services to the Medicare 
population. Beginning in 2006, an MA organization (other than an 
MSA) will be required to submit a bid to provide services to Medi-
care beneficiaries on either a local or a regional level. In submitting 
its bid, the plan will provide the following information: (1) the 
monthly aggregate bid amount for the provision of all required 
items and services, based on average revenue requirements (as ap-
plied under Title XIII of the Public Health Service Act for Health 
Maintenance Organizations) in the payment area for an enrollee 
with a national average risk profile (including demographic risk 
factors and health status); (2) the proportion of the bid attributable 
to the provision of benefits under the original Medicare fee-for-serv-
ice program, basic prescription drug coverage, and supplemental 
health care benefits; (3) the actuarial basis for determining the 
amounts and proportions, and additional information as the Sec-
retary may require to verify such actuarial basis; (4) a description 
of deductibles, coinsurance and copayments applicable under the 
plan and their actuarial value; and (5) for qualified prescription 
drug coverage, the information required under Title I of this Act. 
In order to facilitate regional plans being offered in more than one 
MA region, the Secretary will establish procedures to reduce paper-
work for bids in multiple regions. Use of the term ‘‘required rev-
enue’’ is intended to make clear that the bids of health plans incor-
porate all their revenue needs, both the medical costs of providing 
benefits and associated administrative costs (including profits or 
retained earnings). 

The changes made in the bidding process under Part C do not 
apply to PACE programs, which operate outside of Part C. How-
ever, if they wish to offer qualified prescription drug coverage, they 
will be treated as a MA–PD local plan and must submit a bid for 
drug coverage. 

Plan bids for supplemental benefits, for which plans charge a 
premium may include reductions in the cost sharing that would 
otherwise apply under the plan for Part A and B services. Benefits 
in each of the three areas (A/B benefits, prescription drug benefits, 
and supplemental benefits) will be integrated together in a way 
that is seamless to the beneficiary and paid for through a single 
premium. 

Acceptance and Negotiation of Bid Amounts 

Present Law
The Secretary reviews the information submitted by plans and 

approves or disapproves the premiums, cost-sharing amounts, and 
benefits. The Secretary does not have the authority to review the 
premiums for either MSA plans or PFFS plans. 

House Bill 
Section 221(a)(3)(C). The Administrator would have the same 

authority to negotiate bid amounts that the Director of the Office 
of Personnel Management has with respect to the Federal Em-
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ployee Health Benefits Plan. The Administrator could negotiate the 
bid amount and could also reject a bid amount or proportion of the 
bid, if it was not supported by the actuarial basis. PFFS plans 
would be exempt from this negotiation. 

Senate Bill 
Section 204(a)(5). Each bid amount would have to reasonably 

and equitably reflect the cost of benefits provided by the plan. 

Conference Agreement 
Section 222(a). The conference agreement provides the Sec-

retary with the authority to negotiate the monthly bid amount and 
the proportions, including supplemental benefits. The Secretary 
has similar authority to negotiate bid amounts to that of the Direc-
tor of the Office of Personnel Management with respect to the Fed-
eral Employees Health Benefits Program. The Secretary may only 
accept such a bid amount and proportion if they are supported by 
the actuarial bases, and reasonably and equitably reflect the rev-
enue requirement (as applied under Title XIII of the Public Health 
Service Act for Health Maintenance Organizations) of benefits pro-
vided under the plan. As under current law, the Secretary does not 
have the authority to review the bid amounts for PFFS plans. 

The Secretary may not require: (1) any MA organization to 
contract with a particular hospital, physician, or other entity or in-
dividual to furnish items and services under this title; or (2) a par-
ticular price structure for payment under such a contract to the ex-
tent consistent with the Secretary’s authority. 

Benefits under the original Medicare fee-for-service program option 

Present Law 
M+C plans are required to include all Medicare-covered serv-

ices (Parts A and B benefits) except hospice care. In some cir-
cumstances, plans may also be required to offer additional benefits 
or reduced cost-sharing to their beneficiaries. The basic benefit 
package includes all of the required Medicare-covered benefits (ex-
cept hospice services) as well as the additional benefits, as deter-
mined by a formula which is set in law. The adjusted community 
rate (ACR) mechanism is the process through which health plans 
determine the minimum amount of additional benefits, if any, they 
are required to provide to Medicare enrollees and the cost-sharing 
they are permitted to charge for those benefits. Medicare does not 
have a catastrophic limit on beneficiary out-of-pocket expenses al-
though some M+C plans offer an out-of-pocket limit as an added 
benefit. The original Medicare FFS program includes a Part B de-
ductible and a separate Part A deductible for inpatient hospital 
stays. 

House Bill 
MA organizations, other than PFFS plans, will be required to 

offer at least one plan in their service area that provides drug cov-
erage as outlined in Title I. However, if an organization offers one 
such plan with drug coverage, they may offer alternative plans 
without such drug coverage. MA plans would be required to pay re-
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bates to beneficiaries—in the form of additional benefits, reduced 
premiums, or cash payments—to the extent that program pay-
ments to MA plans exceeded bid amounts. MA plans would also be 
able to offer supplemental benefits for additional premiums. 

Senate Bill 
Section 202. [§1852(a)]. In addition to offering Medicare Parts 

A and B benefits (except hospice) and any additional required bene-
fits, each MA plan (except MSAs, and in the case of prescription 
drug coverage, PFFS plans) would be required to offer: (1) qualified 
prescription drug coverage under Part D to beneficiaries residing in 
the area, and (2) a maximum limitation on out-of-pocket expenses 
and a unified deductible. 

[§ 1852(a)(7)]. The unified deductible would be defined as an 
annual deductible amount applied in lieu of the inpatient hospital 
deductible and the Part B deductible. This would not prevent an 
MA organization from requiring coinsurance or a copayment for in-
patient hospital services, after the unified deductible was satisfied, 
subject to statutory limitations. 

[§ 1852(a)(2)(D)]. A PFFS plan could choose not to offer quali-
fied prescription drug coverage under part D. Beneficiaries enroll-
ing in such a PFFS plan could choose to enroll in an eligible entity 
under part D to receive their prescription drug coverage. 
[§ 1852(d)(4)]. A PFFS plan entirely meeting the access require-
ment for a category of providers through contracts or agreements 
(other than deemed contracts) could require higher beneficiary co-
payments for providers who did not have such contracts or agree-
ments. 

Conference Agreement 
Section 222(a). Beginning in 2006, plan bids will be compared 

to a benchmark amount. For MA local plans, the benchmark 
amount will be the MA payment rates. For MA regional plans, the 
benchmark amount will be the regional blended benchmark. Plans 
that submit bids below the benchmark will be paid their bids, plus 
75 percent of the difference between the benchmark and the bid, 
which must be returned to beneficiaries in the form of additional 
benefits or reduced premiums. For plans that bid above the bench-
mark the government will pay the benchmark amount, and the 
beneficiary will pay the difference between the benchmark and the 
bid amount as a premium. When for an MA regional plan, in deter-
mining the actuarially equivalent level of cost-sharing for required 
benefits, only expenses for in-network providers will be taken into 
account for the application of the catastrophic limit. Supplemental 
benefits can include reductions in cost-sharing for A and B benefits 
below the actuarial value of the deductible, coinsurance and copay-
ments that would be applicable, on average, to individuals in the 
original fee-for-service program. 

MA organizations, other than PFFS plans, will be required to 
offer at least one plan in their service area that provides drug cov-
erage as outlined in Title I. However, if an organization offers one 
such plan with drug coverage, it may offer alternative plans with-
out such drug coverage.
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Beneficiary Savings 

Present Law 
To the extent that a plan’s ACR is below the administered pay-

ment amount, plans must provide reduced cost-sharing, additional 
benefits, or reduced Part B premiums to their Medicare enrollees. 
Such benefits must be valued at 100 percent of the difference be-
tween the projected cost of providing Medicare-covered services to 
its commercial population and the expected revenue for Medicare 
enrollees. Plans can choose which additional benefits to offer, how-
ever, the total cost of these benefits must at least equal the ‘‘sav-
ings’’ from Medicare-covered services. Plans may also place the ad-
ditional funds in a stabilization fund or return funds to the Treas-
ury. 

House Bill 
Section 221(b). An MA plan would be required to provide an 

enrollee a monthly rebate that equaled 75 percent of any average 
per capita savings (the amount by which the risk-adjusted bench-
mark exceeded the risk-adjusted bid). The rebate could be: (1) cred-
ited toward the MA monthly supplemental beneficiary premium or 
the prescription drug premium; (2) paid directly to the beneficiary; 
(3) provided by another means approved by the Administrator; (4) 
or any combination of the above. The remaining 25 percent of the 
average per capita savings would be retained by the federal govern-
ment. 

Benchmarks would equal one-twelfth of the annual MA capita-
tion rate for an enrollee in that area, and would be calculated by 
updating the previous year’s capitation rate by the annual increase 
in the minimum percentage increase. 

Senate Bill 
[§1854(c)]. If the weighted service area benchmark exceeded 

the plan bid, the Secretary would require the plan to provide addi-
tional benefits, and if the plan bid exceeded the weighted service 
area benchmark, the plan could charge an MA monthly basic bene-
ficiary premium equal to the amount the bid exceeded the bench-
mark. 

Section 204. [§1854(g)]. If the plan bid was lower than the 
weighted service area benchmark, the plan could, in addition to 
benefits allowed under current law, also lower the amount of the 
unified deductible and decrease the maximum limitation on out-of-
pocket expenses. However, plans would be restricted from speci-
fying any additional benefits that provided for the coverage of any 
prescription drug, other than that relating to covered drugs under 
Part D. 

Conference Agreement 
Section 222(b). The conference agreement requires an MA plan 

to provide an enrollee with a monthly rebate equal to 75 percent 
of any average per capita savings (the amount by which the risk-
adjusted benchmark exceeds the risk-adjusted bid). In calculating 
such savings, and in order to ensure that savings are uniform for 
all enrollees in a plan, the benchmark and the bid will be risk ad-
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justed according to a statewide (for local plans) or region-wide (for 
regional plans) risk adjuster. Alternatively, the Secretary has the 
discretion to risk adjust the benchmark and bid on a plan-specific 
basis for the purpose of calculating such savings. The beneficiary 
rebate can be credited toward the provision of supplemental health 
care benefits (including a reduction in cost-sharing, additional ben-
efits or a credit toward any MA monthly supplemental beneficiary 
premium), the prescription drug premium, or the Part B premium. 
The plan will inform the Secretary about the form and amount of 
the rebate, or the actuarial value, in the case of supplemental 
health care benefits. The remaining 25 percent of the average per 
capita savings will be retained by the federal government. 

Revision of Premium Terminology 

Present Law 
The M+C monthly basic beneficiary premium is the amount 

authorized to be charged for the plan based on the application of 
the ‘‘limitation on enrollee liability’’. The ‘‘limitation on enrollee li-
ability’’ requires that the actuarial value of the premium, 
deductibles, coinsurance, and copayments applicable on average to 
enrollees in an M+C plan for required services does not exceed the 
actuarial value of deductibles, coinsurance, and copayments on av-
erage for beneficiaries in traditional Medicare. However, this aver-
age may be achieved by having higher copayments for some M+C 
services and lower copayments for other services. The supplemental 
beneficiary premium is amount authorized to be charged for the 
plan, such that the actuarial value of supplemental beneficiary pre-
mium, deductibles, coinsurance, and copayments for such benefits 
does not exceed the ACR for such benefits. These requirements do 
not apply to PFFS plans. 

House Bill 
Section 221(d). For plans with a bid amount below the bench-

mark, the basic premium would be zero. For plans with bids above 
the benchmark, the basic premium would be equal to the amount 
by which the bid exceeded the benchmark. 

Senate Bill 
Section 204. If the weighted service area benchmark exceeded 

the plan bid, the plan would have to provide additional benefits. If 
the bid exceeded the weighted service area benchmark, the amount 
of the excess would be the MA monthly basic beneficiary premium. 

Conference Agreement 
Section 222(b). For plans providing rebates (plans that bid 

below the benchmark), the MA monthly basic beneficiary premium 
will be zero. For plans with bids above the applicable benchmark, 
the MA monthly basic beneficiary premium will equal the amount 
by which the bid exceeds the benchmark. The MA monthly pre-
scription drug beneficiary premium is the portion of the aggregate 
monthly bid amount that is attributable to the provision of pre-
scription drug benefits under Title I of this Act, less the amount 
of any rebate. The MA monthly supplemental beneficiary premium 
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is the portion of the aggregate monthly bid amount that is attrib-
utable to the provision of supplemental health care benefits, less 
the amount of any rebate. The unadjusted MA statutory non-drug 
monthly bid is the portion of the bid submitted by a plan attrib-
utable to the provision of required benefits under Medicare fee-for-
service.

Collection of Premiums 

Present Law 
Medicare beneficiaries may have their Part B premiums de-

ducted directly from their Social Security benefits. 

House Bill 
Section 221(b). Enrollees would be permitted to have their MA 

premiums deducted directly from their Social Security benefits or 
through an electronic funds transfer. The Administrator would be 
required to provide a mechanism whereby a beneficiary who joined 
an MA plan and elected Part D coverage through the plan would 
be able to pay one consolidated premium amount. 

Senate Bill 
No provision. 

Conference Agreement 
Section 222(c). The conference agreement allows enrollees to 

have their MA premiums deducted directly from their Social Secu-
rity benefits, through an electronic funds transfer, or such other 
mean as specified by the Secretary, including payment by an em-
ployer or under employment-based retiree coverage on behalf of an 
employee, a former employee, or a dependent. All premium pay-
ments deducted from Social Security benefits will be credited to the 
appropriate Trust Fund as specified by the Secretary (in consulta-
tion with the Commissioner of Social Security and the Secretary of 
the Treasury) and shall be paid to the MA organization involved. 
The MA plan may not impose a charge for individuals electing to 
pay their premiums through a deduction from their Social Security 
payments. 

For individuals electing to have premiums deducted directly 
from Social Security benefits, the Secretary will transmit to the 
Commissioner of Social Security, by the beginning of each year, the 
name, social security account number, consolidated monthly bene-
ficiary premium owed by the enrollee for each month during the 
year, and other information determined appropriate by the Sec-
retary. Information will be periodically updated throughout the 
year. The Secretary will be required to provide a mechanism for 
the consolidation of any MA monthly basic beneficiary premium, 
any MA monthly supplemental beneficiary premium, and any MA 
monthly prescription drug beneficiary premium. 
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Computation of MA Benchmark and Payments of Plans Based on 
Bid Amounts 

Present Law 
Under current law, Medicare+Choice (M+C) plans are paid an 

administered monthly payment, called the M+C payment rate, for 
each enrollee. The per capita rate for a payment area is set at the 
highest of three amounts: (1) a minimum payment (or floor) rate, 
(2) a rate calculated as a blend of an area-specific (local) rate and 
a national rate, or (3) a rate reflecting a minimum increase from 
the previous year’s rate (currently 2%). In general, the Secretary 
makes monthly payments for each M+C enrollee, reduced by any 
Part B premium reduction, and adjusted for risk. 

House Bill 
Section 221(c). For payments before 2006, the monthly pay-

ment amount would equal 1⁄12 of the annual MA capitation rate, for 
an enrollee for that area, reduced by any Part B premium reduc-
tion and adjusted for risk factors such as age, disability status, 
gender, institutional status and other factors the Administrator de-
termines to be appropriate, including an adjustment for health sta-
tus. 

Beginning in 2006, MA payment rates would be determined by 
the Administrator by comparing plan bids to the benchmark. Non-
drug benefits: Beginning in 2006, for plans with bids below the 
benchmark, the payment would equal the unadjusted MA statutory 
non-drug monthly bid amount, with adjustments for demographic 
factors (including age, disability, and gender) and health status 
and the monthly rebate. Conversely, for plans with bids at or above 
the benchmark, the payment amount would equal the MA area-
specific non-drug monthly benchmark amount, with the demo-
graphic and health status adjustments. Drug benefits: Additionally, 
for an MA enrollee who enrolled in Part D and elected prescription 
drug coverage through the plan, the plan’s payment would include 
a direct and a reinsurance subsidy payment and reimbursement for 
premiums and cost-sharing reductions for certain low-income bene-
ficiaries, as outlined in Title I of this bill. 

Senate Bill 
Section 203. [§ 1853(a)]. Each MA organization would receive a 

separate monthly payment for: (1) benefits under FFS Medicare 
Parts A and B, and (2) benefits under the prescription drug pro-
gram, Part D. The Secretary would ensure that payments for each 
enrollee would equal the MA benchmark amount for the payment 
area, as adjusted. The adjustments would include both a risk ad-
justment and an adjustment based on the ratio of the payment 
amount to the weighted service area benchmark. 

Section 203. [§ 1853(c&d)]. Beginning in 2006, payments to MA 
plans would be determined differently, based on a comparison be-
tween plan bids and the weighted service area benchmark. The 
Secretary would however, continue to calculate the annual M+C 
capitation rates. 

Plans would submit bids to the Secretary by the second Mon-
day in September. 
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The Secretary would calculate the benchmark amounts as the 
greater of the minimum amount (floor) or the local FFS rate for the 
area. The local FFS rate would be calculated similarly to the ad-
justed average per capita cost (AAPCC), adjusted to remove the 
costs of indirect and direct graduate medical education. 

The Secretary would calculate the weighted service area bench-
mark amount equal to the weighted average of the benchmark 
amounts for required services for the payment areas included in 
the service area of the plan.

The Secretary would determine the difference between each 
plan’s bid and the weighted service area benchmark amount. For 
plan bids that equal or exceed the weighted service area bench-
mark, the MA organization would be paid the weighted service 
area benchmark amount. For plan bids below the weighted service 
area benchmark, the plan would be paid the weighted service area 
benchmark reduced by the amount of any premium reduction elect-
ed by the plan. The Secretary would adjust payments using the 
comprehensive risk adjustment methodology. 

Section 205. This provision would establish the additional pay-
ments that would be made to the MA plans for the prescription 
drug coverage under Part D. 

Conference Agreement 
Section 222(d). The conference agreement defines the term MA 

area-specific non-drug monthly benchmark amount, for a month in 
a year, for a service area that is entirely within an MA local area, 
as an amount equal to 1⁄12 of the annual MA capitation rate for the 
area. For a service area within more than one MA local area, the 
amount is equal to the average of the local amounts, weighted by 
the projected number of enrollees in the plan residing in the re-
spective local area. For an MA region, the MA region-specific 
benchmark amount for the region for the year is defined as the 
sum of the statutory component and the plan-bid component. The 
statutory component is a weighted average of the local MA bench-
marks in the region. 

Section 222(e). For payments before 2006, the conference 
agreement sets the monthly payment amount to equal 1⁄12 of the 
annual MA capitation rate, for an enrollee for that area, reduced 
by any Part B premium reduction and adjusted for demographic 
factors such as age, disability status, gender, institutional status 
and other factors the Secretary determines to be appropriate, in-
cluding an adjustment for health status. 

Beginning in 2006, MA payment rates will be determined by 
the Secretary by comparing plan bids to the benchmark. Non-drug 
benefits: Beginning in 2006, for plans with bids below the bench-
mark, the payment will equal the unadjusted MA statutory non-
drug monthly bid amount, with adjustments for demographic fac-
tors (including age, disability, and gender) and health status, ad-
justments for intra-regional variation (if applicable), adjustments 
relating to risk adjustment, and the monthly rebate. To adjust for 
intra-regional variation, the Secretary will adjust the amounts to 
take into account variation in MA local payment rates among the 
different MA local areas included in a region. For adjustments re-
lating to risk, the Secretary will adjust payments to MA plans to 
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ensure that the sum of the monthly payment and any basic bene-
ficiary premium equals the unadjusted MA statutory non-drug 
monthly bid amount, with demographic adjustments, and for an 
MA regional plan, adjustments for intra-regional variations. For 
plans with bids at or above the benchmark, the payment amount 
will equal the MA area-specific non-drug monthly benchmark 
amount, with the demographic and health status adjustments, ad-
justments for intra-regional variation (if applicable), and adjust-
ments relating to risk adjustment. The use of a risk adjustment 
methodology that uses demographic factors and health status fac-
tors will continue as under current law, and the Secretary will con-
tinue to have the flexibility to develop and implement new risk ad-
justment methodologies. Drug benefits: Additionally, for an MA en-
rollee in an MA–PD plan, the plan’s payment will include a subsidy 
payment and reimbursement for premiums and cost-sharing reduc-
tions for certain low-income beneficiaries, as outlined in Title I of 
this bill. 

In the case of an MSA plan, the payment equals the MA area-
specific non-drug monthly benchmark amount, adjusted for demo-
graphics and health status. 

Annual Announcement Process 

Present Law 
The Secretary annually determines and announces, no later 

than May 1 for 2003 and 2004 and March 1, thereafter (for the fol-
lowing year), the annual M+C capitation rate for each M+C pay-
ment area and the risk and other factors to be used in adjusting 
these rates. 

House Bill 
Section 221(e). For years before 2006, for the calendar year 

concerned, the Secretary would announce the annual MA capitation 
rate for each MA payment area for the year and the risk and other 
factors to be used to adjust these rates. Beginning in 2006, the Sec-
retary would announce yearly the MA area-specific non-drug 
benchmark and the adjustment factors relating to demographics, 
end stage renal disease (ESRD), and health status in each MA plan 
in the area. 

Senate Bill 
Section 203. [§ 1853(a)]. Beginning April 15, 2005 (at the same 

time as risk adjusters for prescription drug coverage were an-
nounced), the Secretary would annually announce the benchmark 
for each MA payment area and the risk adjustment factors. 

Conference Agreement 
Section 222(f). For payments in 2005, the conference agree-

ment requires the Secretary to determine and announce the MA 
capitation rates for each MA payment area for 2005, and the risk 
and other adjustment factors, by the 2nd Monday in May of 2004. 
For 2006 and subsequent years, the Secretary will determine and 
announce, not later than the 1st Monday in April before the cal-
endar year concerned, the MA capitation rate for each payment 
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area, and the risk and other factors to be used in adjusting such 
rates. The Secretary will determine and announce, on a timely 
basis before the calendar year concerned, for each MA region and 
MA regional plan for which a bid is submitted, the MA region-spe-
cific non-drug monthly benchmark amount. 

Protection Against Beneficiary Selection 

Present Law 
The M+C monthly basic and supplemental beneficiary pre-

mium cannot vary among individuals enrolled in a the same plan. 

House Bill 
Section 221(d). The MA monthly bid amount, the MA monthly 

basic, prescription drug, and the supplemental beneficiary pre-
mium would not vary among enrollees in the plan. Additionally, 
the MA monthly MSA premium would not vary within an MSA 
plan.

Senate Bill 
Section 204. The provision would establish the requirement 

that the MA monthly basic beneficiary premium, the MA monthly 
beneficiary obligation for qualified prescription drug coverage, and 
the MA monthly beneficiary premium for enhanced medical bene-
fits could not vary among beneficiaries enrolled in the plan. Also, 
the MA MSA premium would not vary among beneficiaries enrolled 
in the MSA plan. 

Conference Agreement 
Section 222(g). Except as permitted to facilitate the offering of 

MA plans under contracts between MA organizations and employ-
ers, labor organizations or the trustees to a fund established by one 
or more employers or labor organizations (as currently allowed 
under sec. 1857(i)), the MA monthly bid amount, the MA monthly 
basic, prescription drug, and the supplemental beneficiary pre-
mium may not vary among enrollees in the plan. 

Adjusted Community Rates 

Present Law 
Each year an M+C organization submits an ACR proposal, es-

timating their proposed cost of serving Medicare beneficiaries for 
the following contract year as compared to the estimated cost of 
providing the same services to a commercial population. The ACR 
process is a mechanism through which health plans determine the 
minimum amount of additional benefits they are required to pro-
vide to Medicare enrollees and the cost-sharing they are permitted 
to charge for those benefits. 

House Bill 
Plan bids would replace ACRs beginning in 2006. 

Senate Bill 
No provision. 
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Conference Agreement 
Plan bids will replace ACRs beginning in 2006. 

Plan Incentives 

Present Law 
A M+C organization may not operate a physician incentive 

plan unless it meets the following requirements: (1) no specific pay-
ment is made directly or indirectly under the plan to a physician 
or physician group as an inducement to reduce or limit medically 
necessary services provided to an enrollee; or (2) if the plan places 
a physician or group at substantial financial risk, it must provide 
stop-loss protection and conduct periodic surveys of current and 
former enrollees to determine the degree of access and satisfaction 
with the quality of services. The organization must provide the Sec-
retary with sufficient information regarding the plan, to determine 
whether or not the plan is in compliance with these requirements. 

House Bill 
No provision. 

Senate Bill 
No provision. 

Conference Agreement 
Section 222(h). An MA organization may not operate a physi-

cian incentive plan unless it provides assurances satisfactory to the 
Secretary. Requirements that the organization: (1) conduct periodic 
surveys, and (2) provide the Secretary with sufficient information 
regarding the plan, to determine whether or not the plan is in com-
pliance with these requirements are replaced. Instead, the plan 
must provide such information as the Secretary requires on any 
physician incentive plan. 

Continuation of treatment of enrollees with End-Stage Renal Dis-
ease 

Present Law 
The Secretary established a separate rate of payment to an 

M+C organization for individuals with ESRD who are enrolled in 
an M+C plan. 

House Bill 
No provision. 

Senate Bill 
No provision. 

Conference Agreement 
Section 222(i). The conference agreement requires payment 

rates to be actuarially equivalent to rates that would have been 
paid with respect to other enrollees in the MA payment area (or 
such other area as specified by the Secretary) under the provision 
of this section in effect before the enactment of this Act. The Sec-
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retary may apply the competitive bidding methodology of this sec-
tion, with appropriate adjustments to account for the risk adjust-
ment methodology applied to ESRD payments. 

Facilitating employer participation 

Present Law
Employers may sponsor an M+C plan or pay premiums for re-

tirees who enroll in an M+C plan. If an M+C plan contracts with 
an employer group health plan (EGHP) that covers enrollees in an 
M+C plan, the enrollees must be provided the same benefits as all 
other enrollees in the M+C plan, with the EGHP benefits 
supplementing the M+C plan benefits. The Secretary may waive or 
modify requirements that hinder the ability of employer or union 
group health plans to offer an M+C plan option. 

House Bill 
No provision. 

Senate Bill 
Section 206. The Administrator could permit an MA plan to es-

tablish a separate premium amount for enrollees in an employer or 
other group health plan that provides employment-based retiree 
health coverage. This provision would also apply the current law 
requirements to regional PPOs. 

Conference Agreement 
Section 222(j). The conference agreement allows the Secretary 

to waive or modify requirements that hinder the design of, offering 
of, or enrollment in an MA plan offered by employers, labor organi-
zations, or the trustees of a fund established by one or more em-
ployers or labor organizations (to furnish benefits to any combina-
tion of current or former employees, or current or former members 
of the labor organization.) The MA plan may restrict enrollment to 
individuals who are beneficiaries and participants in such a plan. 

Expansion of Medicare Beneficiary Education and Information 
Campaign 

Present Law 
The Secretary is authorized to collect a user fee from each 

M+C organization for use in carrying out enrollment information 
dissemination activities for the program as well as the health in-
surance and counseling assistance program. The fee is based on the 
ratio of the organization’s number of Medicare enrollees to the total 
number of Medicare beneficiaries. There are authorized to be ap-
propriated $1 million each year, reduced by any fees collected by 
the Secretary, to carry out these activities. 

House Bill 
No provision. 

Senate Bill 
No provision. 
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Conference Agreement 
Section 222(k). The conference agreement allows the Secretary 

to also charge a PDP sponsor under Part D for its share of fees re-
lated to enrollment information dissemination activities. The au-
thorization for appropriated amounts will be increased to $2 mil-
lion each year, beginning in 2006. 

Protection against Beneficiary Selection 

Present Law 
No provision. 

House Bill 
Section 221(d). The Administrator would not approve a plan if 

benefits were designed to substantially discourage enrollment by 
certain MA eligible individuals. 

Senate Bill 
Section 204. [§ 1854(a)]. The Secretary could disapprove a plan 

bid if he or she determined that the deductibles, coinsurance or co-
payments discouraged access to covered services or were likely to 
result in favorable selection of MA eligible beneficiaries. 

Conference Agreement 
Section 222(l). The Secretary may not approve a plan if the de-

sign of the plan and its benefits are likely to substantially discour-
age enrollment by certain MA eligible individuals. 

Section 223. Effective date. 

Present Law 
No provision. 

House Bill 
Section 211(e). The MA program would be effective January 1, 

2004. Section 21(g). The competition program would be effective 
January 1, 2006. 

Senate Bill 
Section 209. Generally effective January 1, 2006. However, the 

Secretary would apply payment and other rules for MSA plans, as 
if this title had not been enacted. 

Conference Agreement 
The conference agreement makes the amendments of Title II 

effective for plan years beginning on or after January 1, 2006, un-
less otherwise provided. The Secretary shall revise previously pro-
mulgated regulations for the changes due to the provisions of this 
Act, to carry out Part C of Medicare.
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Subtitle D—Additional Reforms 

Section 231. Specialized MA plans for special needs beneficiaries 

Present Law 
One model for providing a specialized M+C plan, EverCare, op-

erates as a demonstration program. EverCare is designed to study 
the effectiveness of managing acute-care needs of nursing home 
residents by pairing physicians and geriatric nurse practitioners. 
EverCare receives a fixed capitated payment, based on a percent-
age of the AAPCC, for all nursing home resident Medicare enroll-
ees. 

House Bill 
Section 233. A new MA option would be established—special-

ized MA plans for special needs beneficiaries (such as the EverCare 
demonstration). Special needs beneficiaries are defined as those 
MA eligible beneficiaries who were institutionalized, entitled to 
Medicaid, or met requirements determined by the Administrator. 
Enrollment in specialized MA plans could be limited to special 
needs beneficiaries until January 1, 2007. Interim final regulations 
would be required within 6 months of enactment. The Secretary 
would be permitted to offer specialized MA plans for plans that dis-
proportionately serve beneficiaries with special needs who are the 
frail elderly. No later than December 31, 2005, the Administrator 
would be required to submit a report to Congress that assessed the 
impact of specialized MA plans for special needs beneficiaries on 
the cost and quality of services provided to enrollees. 

Senate Bill 
Section 222. A new M+C option would be established—special-

ized M+C plans for special needs beneficiaries (such as the 
EverCare demonstration). Special needs beneficiaries are defined 
as those M+C eligible beneficiaries who were institutionalized, enti-
tled to Medicaid, or met requirements determined by the Secretary. 
Enrollment in specialized M+C plans could be limited to special 
needs beneficiaries until January 1, 2008. No later than December 
31, 2006, the Secretary would be required to submit a report to 
Congress that assessed the impact of specialized M+C plans for 
special needs beneficiaries on the cost and quality of services pro-
vided to enrollees. No later than 1 year after enactment of this Act, 
the Secretary would be required to issue final regulations to estab-
lish requirements for special needs beneficiaries. 

Conference Agreement 
Section 231. The establishment of a specialized plan designa-

tion provides health plans the authority and incentives to develop 
targeted clinical programs to more effectively care for high-risk 
beneficiaries who have multiple chronic conditions or have complex 
medical problems. This provision designates two specific segments 
of the Medicare population as special needs beneficiaries, but also 
provides the Secretary the authority to designate other chronically 
ill or disabled beneficiaries as ‘‘special needs beneficiaries’’ to allow 
plans to serve additional high risk groups who would benefit from 
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enrollment in plans that offer targeted geriatric approaches and in-
novations in chronic illness care. The Secretary should consider 
Medicare demonstrations for guidance regarding other potential 
special needs beneficiary designations. 

The provision would establish a new Medicare Advantage op-
tion—Specialized Medicare Advantage plans for Special Needs 
Beneficiaries. Specialized Medicare Advantage plans are plans that 
exclusively serve special needs beneficiaries such as the Evercare 
and Wisconsin Partnership demonstrations and, at the discretion of 
the Secretary, those that serve a disproportionate number of such 
beneficiaries. Special needs beneficiaries are defined as Medicare 
Advantage enrollees who are institutionalized, or entitled to Med-
icaid, or individuals with severe and disabling conditions that the 
Secretary deems would benefit from a specialized plan. Specialized 
Medicare Advantage plans can limit enrollment to special needs 
beneficiaries until January 1, 2009. No later than 1 year after en-
actment of this act, the Secretary is required to issue final regula-
tions to establish requirements for special needs beneficiaries. No 
later than December 31, 2007, the Secretary is required to submit 
a report to Congress that assesses the impact of Specialized Medi-
care Advantage plans on the cost and quality of care. The provision 
does not change current Medicare+Choice quality, oversight or pay-
ment rules. 

The legislation also allows the Secretary to define as Special-
ized Medicare Advantage plans those that ‘‘disproportionately’’ 
serve special needs beneficiaries. Since there is no existing stand-
ard for measuring ‘‘disproportionate,’’ the provision gives the Sec-
retary discretion in promulgating this part of the regulation with 
a view toward establishing quantitative criteria for defining ‘‘dis-
proportionate.’’ The Secretary may identify such means of meas-
uring ‘‘disproportionate’’ as are feasible to capture appropriate risk 
levels for designation as a ‘‘Specialized Medicare Advantage Plan 
for Special Needs Beneficiaries.’’ The Secretary may wish to require 
further validation that ‘‘disproportionate’’ plans are ‘‘specialized’’ by 
requiring evidence of processes or clinical programs designed to ad-
dress the unique needs of the special needs beneficiaries served. 

Section 232. Avoiding duplicative State regulation 

Present Law 
Medicare law currently preempts state law or regulation from 

applying to M+C plans to the extent they are inconsistent with fed-
eral requirements imposed on M+C plans, and specifically, relating 
to benefit requirements, the inclusion or treatment of providers, 
and coverage determinations (including related appeals and griev-
ance processes). 

House Bill 
Section 232. Federal standards established by this legislation 

would supersede any state law or regulation (other than state li-
censure laws and state laws relating to plan solvency), with respect 
to MA plans offered by MA organizations. 

VerDate jul 14 2003 06:29 Nov 24, 2003 Jkt 090299 PO 00000 Frm 00558 Fmt 6601 Sfmt 6601 E:\HR\OC\HR391.XXX HR391



557

Senate Bill 
No provision. 

Conference Agreement
Section 232. The conference agreement clarifies that the MA 

program is a federal program operated under Federal rules. State 
laws, do not, and should not apply, with the exception of state li-
censing laws or state laws related to plan solvency. There has been 
some confusion in recent court cases. This provision would apply 
prospectively; thus, it would not affect previous and ongoing litiga-
tion. 

Additionally, no state may impose a premium, or similar, tax 
on premiums paid to MA organizations under this bill. 

Section 233. Medicare Medical Savings Accounts (MSAs) 

Present Law 
BBA 1997 authorized a demonstration for M+C MSAs. The 

M+C option combined a high-deductible health insurance plan with 
an M+C MSA. New enrollment was not allowed after January 1, 
2003 or after the number of enrollees reached 390,000. No private 
plans have established an M+C MSA for Medicare beneficiaries. 
M+C plans (including MSAs) must have an ongoing quality assur-
ance program for health care services provided to Medicare bene-
ficiaries. The required elements of the program are specified in 
statute. 

House Bill 
Section 234. The requirement that MSAs report on enrollee en-

counters for an ongoing quality assurance program would be elimi-
nated because MSAs are not plans but bank accounts. The Medi-
care MSA demonstration would be made a permanent option, the 
capacity limit would be removed and the deadline for enrollment 
would be eliminated. Non-contract providers furnishing services to 
enrollees of MSAs will be subject to the same balanced billing limi-
tations as non-contract providers furnishing services to enrollees of 
coordinated care plans. 

Senate Bill 
Section 201. The deadline for enrollment in an MSA would be 

extended until December 31, 2003. 

Conference Agreement 
Section 233. Medicare MSAs are not being offered in the Medi-

care program today, despite the legislative authority granted in 
1997 and despite the fact that non-Medicare MSAs are being of-
fered. The Medicare MSA demonstration will be made a permanent 
option, the capacity limit will be removed and the deadline for en-
rollment will be eliminated. The requirement that MSAs report on 
enrollee encounters for an ongoing quality assurance program 
would be eliminated because MSAs are not plans but bank ac-
counts. Non-contract providers furnishing services to enrollees of 
MSAs will be subject to the same balanced billing limitations as 
non-contract providers furnishing services to enrollees of coordi-
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nated care plans. The Conferees hope to encourage this additional 
choice for seniors through these changes. 

Section 234. Extension of reasonable cost contracts 

Present Law 
Cost-based plans are those plans that are reimbursed by Medi-

care for the actual cost of furnishing covered services to Medicare 
beneficiaries, less the estimated value of beneficiary cost-sharing. 
The Secretary cannot extend or renew a reasonable cost reimburse-
ment contract for any period beyond December 31, 2004. 

House Bill 
Section 235. Reasonable cost contracts could be extended or re-

newed indefinitely, with an exception that would begin in 2008. Be-
ginning January 1, 2008, cost contracts could not be continued if 
during the entire previous year, the service area had two or more 
coordinated care MA plans or two or more EFFS plans, each of 
which met the following minimum enrollment requirements: (1) at 
least 5,000 enrollees for the portion of the area that is within a 
metropolitan statistical area having more than 250,000 people and 
counties contiguous to such an area, and (2) at least 1,500 enrollees 
for any other portion of such area. 

Senate Bill 
Section 221. Reasonable cost contracts could be extended or re-

newed until December 31, 2009. Beginning in 2004, these plans 
would have to comply with certain requirements of the M+C pro-
gram (and beginning in 2006 the MA program), including ongoing 
quality assurance programs, physician incentive plan limitations, 
uniform premium amount requirements, premium tax restrictions, 
federal preemption, authority of an organization to include supple-
mental health care benefits, benefit filling deadlines, contract re-
newals and beneficiary notifications, and proposed cost-sharing 
subject to the Secretary’s review. 

The Secretary would be required to approve a new application 
for a group practice HMO to enter into a reasonable cost contract 
if the group met certain requirements of the Public Health Service 
Act. The requirements would be that the group practice HMO, as 
of January 1, 2004, provided at least 85% of the services of a physi-
cian (which are provided as basic health services) through a med-
ical group (or groups), and met other requirements for such entities 
specified in statute. 

Conference Agreement 
Section 234. The conference agreement ends the uncertainty 

about the continuation of cost contracts, allowing these plans to op-
erate indefinitely, unless two other plans of the same type (i.e., ei-
ther 2 local or 2 regional plans) enter the cost contract’s service 
area. These other plans must meet the following minimum enroll-
ment requirements: (1) at least 5,000 enrollees for the portion of 
the area that is within a metropolitan statistical area having more 
than 250,000 people and counties contiguous to such an area, and 
(2) at least 1,500 enrollees for any other portion of such area. The 
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Conferees believe that if other private plans are willing to enter 
the cost contract’s service area, then the cost contract should be re-
quired to operate under the same provisions as these other private 
plans. 

Section 235. 2-year extension of Municipal Health Service dem-
onstration projects 

Present Law
The Municipal Health Services Demonstration Project operates 

in four cities. These cities use their existing public health programs 
as the nucleus of a coordinated system to provide community-based 
health care for the underserved urban poor. The project provides 
comprehensive health services, including a prescription drug ben-
efit and dental services. 

BBA 97 extended the program through 2000. The BBRA ex-
tended it through 2002, and the BIPA extended it through Decem-
ber 31, 2004. 

House Bill 
Section 236. Demonstration projects would be extended 

through December 31, 2009, for beneficiaries who reside in the city 
in which the project is operated. 

Senate Bill 
Section 618. Demonstration projects would be extended 

through December 31, 2006, for beneficiaries who reside in the city 
in which the project is operated. 

Conference Agreement 
Section 235. The conference agreement extends demonstration 

projects through December 31, 2006, for beneficiaries who reside in 
the city in which the project is operated. 

Section 236. Payment by Program of All-Inclusive Care for the El-
derly (PACE) providers for Medicare and Medicaid services fur-
nished by non-contract providers 

Present Law 
PACE was created as a demonstration project in the Omnibus 

Budget Reconciliation Act (OBRA 86). The Secretary was required 
to grant waivers of certain Medicare and Medicaid requirements to 
a maximum of 10 (expanded to 15 in OBRA90) community-based 
organizations to provide health and long-term care services on a 
capitated basis to frail elderly persons at risk of being institutional-
ized. The Balanced Budget Act 97 (BBA97) made PACE a perma-
nent part of Medicare and a state option for the Medicaid program. 

House Bill 
No provision. 

Senate Bill 
Section 223. For the Medicare program, protections against 

balance billing to PACE providers and beneficiaries enrolled with 
such PACE providers would apply in the same manner as applies 
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to M+C. For the Medicaid program, with respect to services covered 
under the State plan (but not under Medicare) that were furnished 
to a beneficiary enrolled in a PACE program, the PACE program 
would not be required to pay a provider an amount greater than 
required under the state plan. 

Conference Agreement 
Section 236. For the Medicare program, protections against 

balance billing to PACE providers and beneficiaries enrolled with 
such PACE providers apply in the same manner as applies to M+C 
(MA). For the Medicaid program, with respect to services covered 
under the State plan (but not under Medicare) that are furnished 
to a beneficiary enrolled in a PACE program, the PACE program 
is not required to pay a provider an amount greater than required 
under the state plan. 

Section 237. Reimbursement for Federally Qualified Health Cen-
ters (FQHCs) providing services under MA plans 

Present Law 
Services provided by FQHCs to Medicare enrollees are reim-

bursed at no more than 80% of the reasonable costs of providing 
such services less any beneficiary cost sharing amounts collected. 

People who knowingly and willfully offer or pay a kickback, a 
bribe, or rebate to directly or indirectly induce referrals or the pro-
vision of services under a Federal program may be subject to finan-
cial penalties and imprisonment. Certain exceptions or safe harbors 
that are not considered violations of the anti-kickback statute have 
been established. 

House Bill 
No provision. 

Senate Bill 
Section 615. FQHCs would receive a wrap-around payment for 

the reasonable costs of care provided to Medicare managed care pa-
tients served at such centers. The provision would raise reimburse-
ments to FQHCs, so that when they are combined with M+C pay-
ments and cost-sharing payments from beneficiaries, they would 
equal 100% of the reasonable costs of providing such services. 

This provision would extend the safe harbor to include any re-
muneration between a FQHC (or entity control by and FQHC) and 
an MA organization. 

Conference Agreement 
Section 237. FQHCs will receive a wrap-around payment for 

the reasonable costs of care provided to Medicare managed care pa-
tients served at such centers. The provision raises reimbursements 
to FQHCs, so that when they are combined with MA payments and 
cost-sharing payments from beneficiaries, they equal 100% of the 
reasonable costs of providing such services. 

This provision extends the safe harbor to include any remu-
neration between a FQHC (or entity control by an FQHC) and an 
MA organization. 
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Section 238. Study of performance-based payment systems

Present Law 
No provision. 

House Bill 
Section 237. The Secretary would request that the IOM con-

duct a study to review and evaluate public and private sector expe-
riences in: (1) establishing performance measures and payment in-
centives under the Medicare program, and (2) linking performance 
to payment. The Secretary would also request that no later than 
18 months after enactment, the Institute submit a report to the 
Secretary and the Congress that included a review and evaluation 
of incentives to encourage quality performance, as specified in the 
statute. The study would also examine how these measures and in-
centives might be applied in the Medicare MA, EFFS, and FFS pro-
grams. The report would include recommendations regarding ap-
propriate performance measures for use in assessing and paying for 
quality and would identify options for updating performance meas-
ures. 

Senate Bill 
Section 224. Within 2 months of enactment, the Secretary 

would be required to enter into an arrangement with IOM to evalu-
ate leading health care performance measures and options to im-
plement policies that align performance with payment under the 
Medicare program. The information that would be catalogued, re-
viewed and evaluated by IOM would be specified in statute. A re-
port would be due to the Secretary and the congressional commit-
tees of jurisdiction within 18 months of enactment. There would be 
$1 million authorized to be appropriated to conduct the evaluation 
and prepare the report. 

Conference Agreement 
Section 238. The conference agreement requires that within 2 

months of enactment, the Secretary shall enter into an arrange-
ment with IOM to evaluate leading health care performance meas-
ures in the public and private sectors and options to implement 
policies that align performance with payment under the Medicare 
program. The information examined by IOM includes the validity 
of leading health care performance measures, the success and util-
ity of alternative performance incentive programs, and options to 
implement policy that aligns performance with payments. The In-
stitute shall consult with MedPAC. A report is to be due to the Sec-
retary and the congressional committees of jurisdiction within 18 
months of enactment. There will be authorized to be appropriated 
such sums as may be necessary to conduct the evaluation and pre-
pare the report. 

Subtitle E—Demonstration of Comparative Cost Adjustment 

Establishment of Demonstration 

Present Law 
No provision. 
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House Bill 
Section 241. Beginning in 2010, FEHBP-style competition 

would begin nationwide in competitive areas. Competitive areas 
would be defined as areas in which Medicare beneficiaries have ac-
cess to two private plans—either two MA or two EFFS plans—
along with traditional FFS Medicare; and private plan enrollment 
in the area that is at least as great as private plan enrollment na-
tionwide, or 20 percent, whichever is lower. Competitive MA (CMA) 
areas would be limited to metropolitan statistical areas, or areas 
with substantial numbers of MA enrollees. To be considered a com-
petitive area, the two private plans must be offered during the 
open season by different organizations, each meeting minimum en-
rollment requirements as of March of the previous year. 

In competitive areas, private plans would submit bids and tra-
ditional FFS would calculate FFS amounts, based on the adjusted 
average per capita cost (AAPCC) in the area or region. The AAPCC 
would be adjusted to remove costs associated with direct graduate 
medical education, and to include costs of services provided to 
Medicare beneficiaries by the VA and DoD military facilities. In ad-
dition, payments would be adjusted for health status and other de-
mographic factors. 

The competitive benchmark would be set at the weighted aver-
age of the private plan bids and the FFS amount in the competitive 
area. In order to provide traditional FFS disproportionate influence 
in competitive areas, the weight of the benchmark for FFS would 
equal the nationwide proportion of Medicare beneficiaries enrolled 
in FFS, or the competitive area’s proportion, if higher. The weights 
for all other private plans would equal the national proportion of 
beneficiaries enrolled in private plans, or the regional proportion if 
lower. 

The competitive benchmark would be blended with the older, 
pre-2010 benchmark for the area over a 5-year period to allow for 
transition to a more competitive system. 

Beneficiaries enrolling in plans with bids or FFS amounts 
below the competitive benchmark would receive 75 percent of the 
difference between the benchmark and bid/FFS amount, and the 
government would receive 25 percent of the difference. Bene-
ficiaries enrolling in plans with bids/FFS amounts above the bench-
mark would pay the excess. Premium adjustments would be mod-
erated over a 5-year period for beneficiaries remaining in tradi-
tional FFS in competitive areas. The traditional FFS beneficiary 
premium would be unaffected in non-competitive areas or regions. 

Beginning in 2010, the MBA Administrator would announce 
the MA area-specific non-drug benchmark yearly. If applicable, the 
MBA Administrator would also announce, for the year and CMA 
area: the competitive MA non-drug benchmark; the national FFS 
market share percentage; the demographic, end-stage renal dis-
ease, and health status adjustment factors; the MA area-wide non-
drug benchmark amount; the FFS area-specific non-drug amount; 
and MA enrollment. 

To carry out this section, the MBA Administrator would trans-
mit the name, Social Security number, and adjustment amount to 
the Commissioner of SSA at the beginning of each year and at peri-
odic times throughout the year. 
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Senate Bill
No provision. 

Conference Agreement 
Section 241 [§ 1860 C–1]. In order to test whether direct com-

petition between private plans and the original Medicare FFS pro-
gram will enhance competition in Medicare, improve health care 
delivery for all Medicare beneficiaries, and provide for greater ben-
eficiary savings and reductions in government costs, the conference 
agreement requires the Secretary to establish a demonstration for 
the application of comparative cost adjustment (CCA). The 6-year 
demonstration will begin on January 1, 2010. The first 4 years in-
clude a phase-in. Upon completion of the demonstration, the Sec-
retary will submit a report to Congress that includes an evaluation 
of: (1) the financial impact on Medicare, (2) changes in access to 
physicians and other health care providers, and (3) beneficiary sat-
isfaction under the demonstration and original Medicare fee-for-
service. Based upon the results of the evaluation, the Secretary will 
provide recommendations for any extension or expansion of the 
demonstration. The demonstration cannot be extended unless there 
is a reauthorization from Congress. 

Allowing for competition for enrollees, between private plans 
and original FFS Medicare, will level the playing field between all 
options available to Medicare beneficiaries. If traditional FFS 
Medicare is able to provide benefits at a lower cost than some or 
all private plans in a competitive area, then beneficiaries remain-
ing in traditional FFS will see their premiums decline. In this case, 
beneficiaries enrolling in higher-cost private plans will be required 
to pay the extra price stemming from that decision. Likewise, if a 
private plan is able to offer Medicare beneficiaries coverage at a 
lower cost, then beneficiaries will be encouraged to enroll in the 
private plan by lowering the beneficiaries’ costs of coverage under 
the private plan. In any case, beneficiaries will be entitled to the 
same defined benefit package and payments to plans will be fully 
adjusted for health and other demographic factors. 

Without this stage of competition, private plans will have an 
incentive to shadow price their benchmarks. A floating benchmark 
rewards more efficient plans, and it allows these more efficient 
plans to lower the benchmark in future years, as their market 
share rises. 

Several features were added in the Chairman’s amendment in 
the nature of a substitute to allow for a smooth transition to a 
more competitive system in 2010 in competitive areas/regions, and 
to prevent shock to the current system. The competitive bench-
mark, based on private plan bids and traditional FFS rates, would 
be calculated based on the relative enrollment in FFS versus pri-
vate plans nationwide (or the area/region if FFS enrollment is a 
larger proportion in the area/region). This feature ensures that the 
competitive benchmark is closer to the traditional FFS rate than 
would otherwise occur. Premium changes for beneficiaries remain-
ing in traditional FFS in competitive areas would be phased-in over 
five years to prevent oscillations. In addition, the competitive 
benchmark would be phased-in over a 5-year period for private 
plans. This would allow for a more gradual change from the bench-
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marks under the pre-2010 system to the new competitive bench-
mark in competitive areas. 

The Secretary will select CCA demonstration areas from 
among qualifying Metropolitan Statistical Areas (MSAs). To qual-
ify, an MSA must have: (1) at least 25 percent of eligible Medicare 
beneficiaries enrolled in a local coordinated care MA plan; and (2) 
at least 2 coordinated MA local plans offered by different organiza-
tions, both of which meet minimum enrollment criteria. The total 
number of CCA areas may not exceed 6, or 25% of the total number 
of qualifying MSAs, whichever is lower. 

To maximize the opportunity for a successful demonstration, 
the Secretary will select CCA demonstration areas to provide for 
geographic diversity and not seek to maximize the number of bene-
ficiaries affected by the demonstration. At least one of the selected 
MSAs must be chosen from the 4 largest that qualify (based on the 
eligible MA population). At least one selected MSA must be chosen 
from among the 4 with the lowest population density. At least one 
must include a multi-State area. No more than 2 CCA areas may 
be located within the same geographic region. In addition, the Sec-
retary will also grant priority to qualifying MSAs that have not 
had a Medicare preferred provider organization (PPO) plan dem-
onstration. 

In order to ensure that all beneficiaries residing in a CCA 
demonstration area have sufficient choice, a county within the 
MSA will be included only if it has at least 2 MA local coordinated 
care plans, each of which is offered by a different MA organization. 
An area will continue to be included as long as there is at least one 
MA local plan offered in the local area. 

To minimize any possible disruption, the demonstration will be 
phased in over a four-year period between 2010 and 2013. Both the 
benchmark and changes to the Part B premiums under the original 
FFS program will be phased-in over this 4-year period. 

In CCA areas, private plans would submit bids and traditional 
FFS would calculate FFS amounts, based on the adjusted average 
per capita cost (AAPCC) in the area or region. The AAPCC would 
be adjusted to remove costs associated with direct graduate medical 
education, and to include costs of services provided to Medicare 
beneficiaries by the VA and DoD military facilities. In addition, 
payments would be adjusted for health status and other demo-
graphic factors. 

The CCA competitive benchmark would be set at the weighted 
average of the private plan bids and the FFS amount in the CCA 
area. In order to provide traditional FFS disproportionate influence 
in CCA areas, the weight of the benchmark for FFS would equal 
the nationwide proportion of Medicare beneficiaries enrolled in 
FFS, or the CCA area’s proportion, if higher. The weights for all 
other private plans would equal the national proportion of bene-
ficiaries enrolled in private plans, or the CCA proportion if lower. 

The CCA competitive benchmark would be blended with the 
older, pre-2010 benchmark for the area over a 4-year period to 
allow for transition to a more competitive system. 

Beneficiaries enrolling in plans with bids or FFS amounts 
below the CCA competitive benchmark would receive 75 percent of 
the difference between the benchmark and bid/FFS amount, and 
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the government would receive 25 percent of the difference. Bene-
ficiaries enrolling in plans with bids/FFS amounts above the bench-
mark would pay the excess. Premium adjustments would be mod-
erated over a 4-year period for beneficiaries remaining in tradi-
tional FFS in CCA areas. 

In order to test whether application of the CCA benchmark to 
the traditional FFS program will improve efficiency of the program, 
an individual residing in a CCA demonstration area who is en-
rolled in Part B of Medicare, but not enrolled in an MA plan, can 
have an adjustment to their Part B premium, either as an increase 
or a decrease. No premium adjustment would be made for individ-
uals, for a month that they were eligible for a prescription drug 
subsidy, as defined in Title I of this Act. That is, individuals with 
incomes below 150 percent of poverty and who also meet the assets 
requirements would continue to pay the Part B premium amount. 

The Part B premium adjustment for FFS beneficiaries in CCA 
demonstration areas would be made as follows: (1) if the FFS area-
specific non-drug amount for the month does not exceed the CCA 
non-drug benchmark, the Part B premium is reduced by 75% of the 
difference; and (2) if the FFS area-specific non-drug amount for the 
month exceeds the CCA non-drug benchmark, the Part B premium 
is increased by the full amount of the difference. This adjustment 
will be phased-in over 4 years. There is also a 5% limit to the ad-
justment, irrespective of whether it is an increase or a decrease. 

The premium adjustment will not affect any late enrollment 
penalties or income-related adjustments to the Part B premiums as 
established under Title VIII of this Act. The Secretary will trans-
mit to the Commissioner of Social Security at the beginning of each 
year, the name, social security account number and the amount of 
any adjustment for each individual, and periodically through the 
year, update the information. 

Nothing in the demonstration project in any way changes the 
entitlement to defined benefits under Parts A and B of the Medi-
care program. Throughout the demonstration, beneficiaries will 
have complete freedom to choose either a private plan or the tradi-
tional Medicare fee-for-service program. 

Other Provisions 

Expanding the work of Medicare Quality Improvement Organiza-
tions (QIOs) to include parts C and D 

Present Law 
QIOs, formerly known as Peer Review Organizations (PROs), 

are responsible for working with consumers, physicians, hospitals, 
and other care-givers to refine care delivery. 

House Bill 
No provision. 

Senate Bill 
Section 225. The responsibilities of the QIOs would be ex-

panded to include M+C and MA organizations, prescription drug 
card sponsors, and eligible entities beginning January 1, 2004. 
Quality improvement assistance relating to prescription drug ther-
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apy would be provided to providers, practitioners, prescription drug 
card sponsors, eligible entities under Part D, M+C plans, and MA 
plans beginning January 1, 2004. 

Conference Agreement 
The conference agreement does not include this provision. 

Extension of demonstration for end-stage renal disease (ESRD) 
managed care 

Present Law 
Medicare beneficiaries with ESRD cannot enroll in a managed 

care plan. If they develop ESRD while a member of a plan they can 
continue their enrollment in the plan. The Deficit Reduction Act of 
1984 established a demonstration project for ESRD managed care, 
which was subsequently extended by the Omnibus Budget Rec-
onciliation Act of 1993. 

House Bill 
No provision. 

Senate Bill 
Section 226. The Secretary would be required to extend the 

demonstration project for ESRD managed care through December 
31, 2007. The terms and conditions in place during 2002 would 
apply. The monthly capitation rate for enrollees would be set based 
on the reasonable medical and direct administrative costs of pro-
viding the benefits to participants. 

Conference Agreement 
The conference agreement does not include this provision. 

MA annual coordinated election period 

Present Law 
The Public Health Security and Bioterrorism Preparedness and 

Response Act of 2002, P.L. 107–188 changed the annual coordi-
nated election period from the month of November to November 
15th through December 31st in 2002, 2003, and 2004. Once the 
temporary provisions expired, the reporting dates and deadlines re-
turn to the pre-P.L. 107–188 dates. 

In addition, P.L. 107–188 continues to allow Medicare bene-
ficiaries to make and change election to an M+C plan on an ongo-
ing basis through 2004. Then beginning in 2005, individuals may 
only make changes on the more limited basis, originally scheduled 
to be phased in beginning in 2002. Since the beginning of the M+C 
program, beneficiaries have been able to make and change election 
to an M+C plan on an ongoing basis. Beginning in 2005, elections 
and changes to elections will be available on a more limited basis. 
Beneficiaries can make or change elections during the annual co-
ordinated election period. Current Medicare beneficiaries may also 
change their election at any time during the first 6 months of 2005 
(or first 3 months of any subsequent year). Additionally, there are 
special enrollment rules for newly eligible aged beneficiaries as 
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well as special enrollment periods for all enrollees under limited 
situations, such as an enrollee who changes place of residence. 

House Bill
Section 231. The annual coordinated election period would be 

permanently changed to November 15 through December 31. 

Senate Bill 
Section 201. [§ 1851(e)]. Medicare beneficiaries would retain 

their ability to make and change elections to an M+C plan through 
2005. The current law limitation on changing elections that begins 
in 2005, would be delayed until 2006. Further, the annual coordi-
nated election period for 2003 through 2006 would begin on No-
vember 15 and end on December 31. Beginning in 2007, the annual 
coordinated election period would be during the month of Novem-
ber. 

[§ 1851(e)(3)]. Additionally, the Secretary would conduct a spe-
cial information campaign to inform MA eligible beneficiaries about 
plans. The campaign would begin on November 15, 2005 and end-
ing on December 31, 2005. 

Conference Agreement 
The conference agreement does not include this provision. 

Cause for intermediate sanctions 

Present Law 
The Secretary is authorized to carry out specific remedies in 

the event that an M+C organization: (1) fails substantially to pro-
vide medically necessary items and services required to be pro-
vided, if the failure adversely affects the Medicare enrollee; (2) im-
poses premiums on enrollees that are in excess of those allowed; (3) 
acts to expel or refuses to re-enroll an enrollee in violation of Fed-
eral requirements; (4) engages in any practice that would have the 
effect of denying or discouraging enrollment (except as permitted 
by law) of eligible beneficiaries whose medical condition or history 
indicates a need for substantial future medical services; (5) mis-
represents or falsifies information to the Secretary or others; (6) 
fails to comply with rules regarding physician participation; or (7) 
employs or contracts with any individual or entity that has been 
excluded from participation in Medicare. 

House Bill 
No comparable provision. 

Senate Bill 
Section 208. In addition to specifications included in current 

law, the Secretary could also carry out remedies if an organization 
charged any Medicare enrollee an amount in excess of the MA 
monthly beneficiary obligation for qualified prescription drug cov-
erage, provided coverage that was not qualified prescription drug 
coverage, offered prescription drug coverage but did not make 
standard prescription drug coverage available, or provided coverage 

VerDate jul 14 2003 06:29 Nov 24, 2003 Jkt 090299 PO 00000 Frm 00569 Fmt 6601 Sfmt 6601 E:\HR\OC\HR391.XXX HR391



568

for drugs other than that relating to prescription drugs covered 
under Part D, as an enhanced or additional benefit. 

Conference Agreement 
The conference agreement does not include this provision. 

Evaluate fee-for-service modernization projects 

Present Law 
No provision. 

House Bill 
No explicit provision. H.R. 1 would establish chronic care im-

provement benefits under fee-for-service (Section 721) and under 
MA and EFFS (Section 722). 

Senate Bill 
Section 232. The Secretary would be required to review the re-

sults of the demonstrations required under Sections 442, 443, and 
444 of this bill and report to Congress by January 1, 2008. [These 
demonstrations are the Medicare health care quality demonstra-
tion, the Medicare complex clinical care management payment 
demonstration, and the Medicare fee-for-service care coordination 
demonstration.] Beginning in 2009, the Secretary would be re-
quired to establish projects to provide Medicare beneficiaries in tra-
ditional Medicare coverage of enhanced benefits or services (pre-
ventive services not already covered under Medicare, chronic care 
coordination services, disease management services or other bene-
fits determined by the Secretary). The purpose of the projects 
would be to evaluate whether the enhanced benefits or services im-
proved the quality of care, improved health care delivery systems, 
and reduced expenditures under the Medicare program. The 
projects would be conducted in regions comparable to the regions 
designated as ‘‘highly competitive.’’ The Secretary would be re-
quired to submit annual reports to Congress and the GAO begin-
ning no later than April 1, 2010. The GAO would be required to 
report by January 1, 2011 and biennially thereafter for as long as 
the projects were being conducted. 

Conference Agreement 
The conference agreement does not include this provision. 

Establish MA enrollment goal 

Present Law 
No provision. 

House Bill 
No provision.

Senate Bill 
Section 241. This provision would establish an MA enrollment 

goal of at least 15% of Medicare beneficiaries by January 1, 2010. 
If the goal were not met, a bipartisan commission would be estab-
lished as provided for in Section 242. 
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Conference Agreement 
The conference agreement does not include this provision. 

Establish national bipartisan commission on Medicare reform 

Present Law 
No provision. 

House Bill 
No provision. 

Senate Bill 
Section 242. If the enrollment goal described in Section 241 

were not met, the National Bipartisan Commission on Medicare 
Reform would be established. The Commission would review and 
analyze the long-term financial condition of the Medicare program; 
identify problems that threaten the financial integrity of the Medi-
care Trust Funds; and analyze potential solutions to the identified 
problems. The Commission would be required to make rec-
ommendations, including issues facing Medicare, such as solvency, 
financing of the Medicare Trust Funds, and benefits. The Commis-
sion would have 17 members—four appointed by the President, 12 
appointed by Congressional leaders, and one appointed jointly by 
the President and Congressional leaders to serve as Chairperson. 
The Commission would be required to submit a report and an im-
plementation bill to the President and Congress no later than April 
1, 2014. 

Conference Agreement 
The conference agreement does not include this provision. 

Establish congressional consideration of reform proposals 

Present Law 
No provision. 

House Bill 
No provision. 

Senate Bill 
Section 243. Congressional leaders would be required to intro-

duce the implementation bill required by Section 242. Hearings 
would be required by appropriate committees as well as floor con-
sideration. 

Conference Agreement 
The conference agreement does not include this provision. 

Authorize appropriations 

Present Law 
No provision. 

House Bill 
No provision. 
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Senate Bill 
Section 244. Appropriations would be authorized for such sums 

as necessary to carry out the provisions regarding the National Bi-
partisan Commission on Medicare Reform for fiscal years 2012 
through 2013. 

Conference Agreement 
The conference agreement does not include this provision. 

Enhanced benefits 

Present Law 
M+C plans may offer supplemental benefits in addition to any 

required benefits under Parts A and B of Medicare and any addi-
tional required benefits. 

House Bill 
Section 221(a). Plans could include supplemental benefits in 

their bids. The Secretary’s authority to negotiate bids would in-
clude these supplemental benefits. 

Senate Bill 
Section 202. [§1852(a)(3)]. MA plans could choose to provide 

beneficiaries with enhanced medical benefits that the Secretary 
could approve. The Secretary could deny any submission for en-
hanced benefits believed to discourage enrollment by MA eligible 
individuals. The Secretary could not approve any enhanced medical 
benefit that provided for the coverage of any prescription drug, 
other than those relating to covered prescription drugs under Part 
D. 

Conference Agreement 
The conference agreement does not include this provision. 

Incentive for Enrollment 

Present Law 
M+C plans cannot offer cash or monetary rebates as an induce-

ment for enrollment. 

House Bill 
Section 221(d). For MA plans, the ability to offer cash or mone-

tary rebates would be limited to the rebates (based on the calcula-
tion of average per capita monthly savings) established under this 
bill. 

Senate Bill 
No provision. 

Conference Agreement 
The conference agreement does not include this provision.
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TITLE III—COMBATTING WASTE, FRAUD AND ABUSE 

Medicare Secondary Payor (MSP) Provisions (Section 301 of the 
Conference Agreement, Section 301 of the House Bill, and Sec-
tion 461 of the Senate Bill). 

Present Law 
In certain instances, Medicare is prohibited from making pay-

ment for a health care claim if payment is expected to be made 
promptly under workmen’s compensation law or plan, under auto-
mobile or liability insurance (including a self-insured plan) or 
under no-fault insurance on behalf of a beneficiary. Medicare is 
permitted to make a conditional payment in certain circumstances 
including if Medicare could reasonably expect payment to be made 
under a workers compensation plan or no-fault insurance claim but 
Medicare determines that the payment will not be made promptly, 
as determined in accordance with regulations). 

House Bill 
The Secretary would be able to make a conditional Medicare 

payment if a workmen’s compensation law or plan, an automobile 
or liability insurance policy or plan (including a self-insured plan), 
or a no-fault insurance plan, has not made or cannot reasonably be 
expected to make prompt payment (as determined in accordance 
with regulations). This payment would be contingent on reimburse-
ment by the primary plan to the Medicare Trust Funds. This provi-
sion on conditional payment would be effective as if included in the 
enactment of title III of the Medicare and Medicaid Budget Rec-
onciliation Amendments of 1984 (P.L. 98–369) (which was con-
tained in the Deficit Reduction Act of 1984). 

The list of primary plans for which conditional payment could 
be made would be clarified; an entity engaging in a business, trade, 
or profession would be deemed as having a self-insured plan if it 
carries its own risk. A primary plan, as well as an entity that re-
ceives payment from a primary plan, would be required to reim-
burse the Medicare Trust Funds for any payment made by the Sec-
retary if the primary plan was obligated to make payment. The 
Secretary’s authority to recover payment from any and all respon-
sible entities and bring action, including the collection of double 
damages, to recover payment under the Medicare Secondary Payer 
provisions also would be clarified. This provision clarifying the con-
ditional payment provisions would be effective upon enactment. 

Senate Bill 
Identical provision. 

Conference Agreement 
The conference agreement clarifies that the Secretary may 

make a conditional Medicare payment if a workmen’s compensation 
law or plan, an automobile or liability insurance policy or plan (in-
cluding a self-insured plan), or a no-fault insurance plan, has not 
made or cannot reasonably be expected to make prompt payment 
(as determined in accordance with regulations). This payment is 
contingent on reimbursement by the primary plan to the Medicare 
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Trust Funds. This provision on conditional payment is effective as 
if included in the enactment of title III of the Medicare and Med-
icaid Budget Reconciliation Amendments of 1984 (P.L. 98–369) 
(which was contained in the Deficit Reduction Act of 1984). 

The list of primary plans for which conditional payment could 
be made is also clarified; an entity engaging in a business, trade, 
or profession would be deemed as having a self-insured plan if it 
carries its own risk. A primary plan, as well as an entity that re-
ceives payment from a primary plan, is required to reimburse the 
Medicare Trust Funds for any payment made by the Secretary if 
the primary plan was obligated to make payment. The Secretary’s 
authority to recover payment from any and all responsible entities 
and to bring action, including the collection of double damages, to 
recover payment under the Medicare Secondary Payer provisions 
also is clarified. This provision clarifying the conditional payment 
provisions is effective as if included in the enactment of section 953 
of the Omnibus Reconciliation Act of 1980. 

Payment for Durable Medical Equipment; Competitive Acquisition 
of Certain Items and Services (Section 302 of the Conference 
Agreement, Section 302 of the House Bill, and Section 430 of 
the Senate Bill). 

Present Law 
Medicare pays for durable medical equipment (DME), using a 

different fee schedule for each class of covered items. Under the fee 
schedule, covered items are classified into six major categories, one 
of which is prosthetics and orthotic devices. In general, fee sched-
ule payments are a weighted average of either local or regional 
prices, subject to national limits (both floors and ceilings), that are 
updated each year by the consumer price index for urban con-
sumers (CPI–U) for the 12-month period ending with June of the 
previous year. 

Medical devices are classified into three categories: Class I de-
vices represent minimal potential for harm, and are subject to the 
least regulatory control (e.g., elastic bandages and enema kits). 
Class II devices are moderate risk (e.g., some surgical lasers). Class 
III devices are devices that sustain or support life, are implanted, 
or present potential unreasonable risk (e.g., implantable infusion 
pumps and heart valve replacements) and are subject to premarket 
approval, the most stringent regulatory control. 

BBA 97 authorized the Secretary to conduct up to five dem-
onstration projects to test competitive bidding as a way for Medi-
care to price and pay for Part B services other than physician serv-
ices. The Secretary was required to establish up to three competi-
tive acquisition areas for this purpose. Three competitive bidding 
demonstrations for durable medical equipment, prosthetics, 
orthotics, and supplies were implemented, two in Polk County, 
Florida and one in the San Antonio, Texas area. 

House Bill 
The Secretary would be required to establish and implement 

competitive acquisition programs for durable medical equipment, 
medical supplies, items used in infusion, drugs and supplies used 
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in conjunction with durable medical equipment, medical supplies, 
home dialysis supplies, blood products, parental nutrition, and off-
the-shelf orthotics (requiring minimal self-adjustment for appro-
priate use) that would replace the Medicare fee schedule payments. 
Enteral nutrients and class III devices, those that sustain or sup-
port life, are implanted, or present potential unreasonable risk 
(e.g., implantable infusion pumps and heart valve replacements) 
and are subject to premarket approval by the Food and Drug Ad-
ministration would not be covered by the program. 

In starting the programs, the Secretary would be required to 
establish competitive acquisition areas, but would be able to ex-
empt rural areas and areas with low population density within 
urban areas that are not competitive, unless a significant national 
market exists through mail order for a particular item or service. 
The programs would be phased-in over 3 years with at least one-
third of the areas implemented in 2005 and two-thirds of the areas 
implemented in 2006. High-cost items and services would be re-
quired to be phased-in first. The Secretary would be able to exempt 
items and services for which competitive acquisition would not be 
likely to result in significant savings. The Secretary would be re-
quired to establish a process where existing rental agreements for 
covered DME items entered into contract before implementation of 
this program would not be affected. The supplier would be required 
to provide for appropriate servicing and replacement of these rental 
items. Also, the Secretary may establish a process where a physi-
cian would be able to prescribe a particular brand or mode of deliv-
ery of an item or service if such item is clinically more appropriate 
than other similar items. 

Certain requirements for the competitive acquisition program 
would be established. Specifically, the Secretary would be allowed 
to award contracts in an area only when the following conditions 
were met: entities met quality and financial standards specified by 
the Secretary or the Program Advisory and Oversight Committee; 
total amounts paid under the contracts would be expected to be 
less than would otherwise be paid; beneficiary access to multiple 
suppliers would be maintained; and beneficiary liability would be 
limited to 20% of the applicable contract award price. Contracts 
would be required to be re-competed at least every three years. The 
Secretary would be required to award contracts to multiple entities 
submitting bids in each area for an item or service and would also 
have the authority to limit the number of contractors in a competi-
tive acquisition area to the number needed to meet projected de-
mand for covered items and services. The similarity of the clinical 
efficiency and the value of specific products would be considered 
when establishing the categories and products that would be sub-
ject to bidding. The Secretary would not be able to pay for items 
furnished by a contractor unless the contractor has submitted a bid 
to supply the item and the contract has been awarded. The Sec-
retary would be permitted to waive certain provisions of the Fed-
eral Acquisition Regulation that are necessary for the efficient im-
plementation of this program, other than those relating to confiden-
tiality of information. The Secretary would also be able to contract 
with an appropriate entity to address beneficiary complaints, pro-
vide beneficiary outreach and education services, and monitor the 
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quality of items and services provided. The Secretary would be re-
quired to report to Congress annually on savings, reductions in 
cost-sharing, access to items and services, and beneficiary satisfac-
tion under the competitive acquisition program. 

A Program Advisory and Oversight Committee with members 
appointed by the Secretary would be established. The Committee 
would be required to provide advice and technical assistance to the 
Secretary regarding the implementation of the program, data col-
lection requirements, proposals for efficient interaction among 
manufacturers and distributors of the items and services, pro-
viders, and beneficiaries, and other functions specified by the Sec-
retary. The provisions of the Federal Advisory Committee Act 
would not apply to this Committee. The Secretary would be re-
quired to conduct a demonstration program on using competitive 
acquisition for clinical laboratory tests that are furnished without 
a face-to-face encounter between the individual and the hospital 
personnel or physician performing the test. The same quality and 
financial conditions specified for the DME competitive acquisition 
program would apply for clinical laboratory test competitive acqui-
sition. An initial report to Congress would be required of the Sec-
retary not later than December 31, 2005 with progress and final re-
ports as the Secretary would determine appropriate. 

The covered items and services included in the competitive ac-
quisition program would be paid as determined under this pro-
gram. The Secretary would be able to use this payment information 
to adjust the payment amounts for DME not in a competitive ac-
quisition area. In this instance, the inherent reasonableness rule 
would not be applied. Orthotics in a competitive acquisition pro-
gram would also be paid the amounts determined by this program. 
The Secretary would be able to use this payment information to ad-
just the payment amounts for such items. The provision would be 
effective upon enactment. 

Senate Bill 
Medicare would not increase the DME fee schedule amounts in 

any of the years from 2004 through 2010 and would update the 
amounts by the CPI–U in each subsequent year. Payments for 
orthotic devices that have not been custom-fabricated would be 
similarly affected. Class III medical devices would be exempt from 
the freeze in DME payments. Prosthetics, prosthetic devices, and 
custom-fabricated orthotics would be updated by the percentage 
change in the CPI–U. The provision would also subject DME com-
panies to an accreditation and quality assurance process. The Sec-
retary would be required to designate independent accreditation or-
ganizations no later than 6 months from enactment after consulta-
tion with an expert outside advisory panel. The application of qual-
ity standards would be phased in over a 3-year period. The provi-
sion would be effective upon enactment. 

Conference Agreement 
The conference agreement requires the Secretary to establish 

and implement quality standards for suppliers of: items and serv-
ices of durable medical equipment, prosthetics and orthotics, and 
certain other items and services. Suppliers of the following items 
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and services are included in the conference agreement: items of du-
rable medical equipment, prosthetic devices, orthotics and pros-
thetics, medical supplies, home dialysis supplies and equipment, 
therapeutic shoes, parenteral and enteral nutrients, equipment, 
and supplies, electromyogram devices, salivation devices, blood 
products, and transfusion machines. The Secretary is explicitly au-
thorized to establish the quality standards by program memo-
randum on a prospective basis after consultation with representa-
tives of relevant parties. The standards are required to be posted 
on the Internet website of CMS. The Secretary is required to des-
ignate one or more independent accreditation organizations not 
later than one year after the date the quality standards are imple-
mented. The quality standards may not be less stringent than the 
quality standards otherwise in place. 

The Secretary is required to establish standards for clinical 
conditions for payment for covered durable medical equipment that 
include the specification of types or classes of covered items that 
require, as a condition of payment, a face-to-face examination and 
a prescription for the item. Standards are required to be estab-
lished for those covered items for which there has been a prolifera-
tion of use, consistent findings of charges for covered items that are 
not delivered, or consistent findings of falsification of documenta-
tion to provide for payment of such covered items. Beginning with 
the date of enactment, payment may not be made for motorized or 
power wheelchairs unless a physician, physician assistant, nurse 
practitioner, or a clinical nurse specialist has conducted a face-to-
face examination of the individual and written a prescription for 
the item. Medicare payment is not permitted unless the item meets 
the standards established for clinical condition of coverage. 

The conference agreement also establishes competitive acquisi-
tion programs for durable medical equipment (including items used 
in infusion and drugs), medical supplies, home dialysis supplies, 
therapeutic shoes, enteral nutrients, equipment, and supplies, 
electromyogram devices, salivation devices, blood products, and 
transfusion medicine, and off-the-shelf orthotics (requiring minimal 
self-adjustment for appropriate use) that would replace the Medi-
care fee schedule payments. Exclusions from the competitive acqui-
sition are: inhalation drugs; parenteral nutrients, equipment, and 
supplies; and class III devices, that is those that sustain or support 
life, are implanted, or present potential unreasonable risk (e.g., 
implantable infusion pumps and heart valve replacements) and are 
subject to premarket approval by the Food and Drug Administra-
tion. 

In starting the programs, the Secretary is required to establish 
competitive acquisition areas, but would be able to exempt rural 
areas and areas with low population density within urban areas 
that are not competitive, unless a significant national market ex-
ists through mail order for a particular item or service. The pro-
grams will be phased-in so that competition under the programs oc-
curs in 10 of the largest metropolitan statistical areas in 2007; 80 
of the largest metropolitan statistical areas in 2009; and remaining 
areas after 2009. The Secretary is permitted to phase-in first items 
and services with the highest cost and highest volume, or those 
items and services that the Secretary determines have the largest 
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savings potential. The Secretary may exempt items and services for 
which competitive acquisition would not be likely to result in sig-
nificant savings. The Secretary is required to establish a process 
where existing rental agreements for covered DME items entered 
into contract before implementation of this program would not be 
affected. The supplier would be required to provide for appropriate 
servicing and replacement of these rental items. Also, the Secretary 
may establish a process where a physician would be able to pre-
scribe a particular brand or mode of delivery of an item or service 
within a particular healthcare procedure code (HCPCS) if the phy-
sician determines that use of the item or service would avoid an 
adverse medical outcome on the beneficiary, as determined by the 
Secretary, although this could not affect the amount of payment 
otherwise applicable. 

Certain requirements for the competitive acquisition program 
are established by the conference agreement. Specifically, the Sec-
retary cannot award contracts in an area unless the following con-
ditions were met: (1) entities meet quality standards established by 
the Secretary; (2) entities meet financial standards specified by the 
Secretary, taking into account the needs of small providers; (3) 
total amounts paid under the contracts are expected to be less than 
would otherwise be paid; and (4) beneficiary access to multiple sup-
pliers would be maintained. Contracts are subject to terms and 
conditions that the Secretary may specify and are required to be 
re-competed at least every 3 years. The Secretary is required to 
award contracts to multiple entities submitting bids in each area 
for an item or service and has the authority to limit the number 
of contractors in a competitive acquisition area to the number need-
ed to meet projected demand for covered items and services. 

Payment for competitively priced items and services will be 
based on bids submitted and accepted. The Secretary is required to 
determine a single payment amount for each item or service in 
each competitive acquisition area. Medicare payment is required to 
be equal to 80 percent of the payment amount determined, with 
beneficiaries paying the remaining 20 percent (after meeting the 
Part B deductible). Payment for any item or services can be made 
only on an assignment-related basis that is the supplier bills Medi-
care and accepts Medicare payment as payment in full. The use of 
advanced beneficiary notices is not precluded by this program. 

In establishing the categories and products that would be sub-
ject to bidding, the Secretary is permitted to consider the clinical 
efficiency and the value of specific items within HCPCs codes, in-
cluding whether some items have a greater therapeutic advantage 
to individuals. The Secretary is required to take appropriate steps 
to ensure that small suppliers of items and services have an oppor-
tunity to be considered for participation in this program. The Sec-
retary cannot pay for items furnished by a contractor unless the 
contractor has submitted a bid to supply the item and the contract 
has been awarded. The Secretary is permitted to waive certain pro-
visions of the Federal Acquisition Regulation that are necessary for 
the efficient implementation of this program, other than those re-
lating to confidentiality of information. The Secretary is permitted 
to contract with an appropriate entity to address beneficiary com-
plaints, provide beneficiary outreach and education services, and 
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monitor the quality of items and services provided. The Secretary 
is also permitted to contract with entities to implement the com-
petitive bidding program. The conference agreement prohibits ad-
ministrative or judicial review of the establishment of payments 
amounts, the awarding of contracts, the designation of competitive 
acquisition areas, the phased-in implementation, the selection of 
items and services for competitive acquisition or the bidding struc-
ture and number of contractors. The Secretary is required to report 
to Congress by July 1, 2009, on savings, reductions in cost-sharing, 
access to items and services, and beneficiary satisfaction under the 
competitive acquisition program. 

A Program Advisory and Oversight Committee with members 
appointed by the Secretary is required to be established. The Com-
mittee is required to provide advice to the Secretary regarding the 
implementation of the program, data collection requirements, pro-
posals for efficient interaction among manufacturers and distribu-
tors of the items and services, providers, and beneficiaries, the es-
tablishment of quality standards, and other functions specified by 
the Secretary. The provisions of the Federal Advisory Committee 
Act do not apply to this Committee. The Committee is required to 
end on December 31, 2009. 

The Secretary is required to conduct a demonstration program 
on using competitive acquisition for clinical laboratory tests that 
are furnished without a face-to-face encounter between the indi-
vidual and the hospital personnel or physician performing the test. 
The terms and conditions of the demonstration are to include the 
application of CLIA quality standards. An initial report to Congress 
is required of the Secretary no later than December 31, 2005, with 
progress and final reports as the Secretary determines appropriate. 

For durable medical equipment, prosthetic devices, prosthetics 
and orthotics, the update will be 0 percentage points in 2004 
through 2008. After 2008, for those items not included in competi-
tive bidding the update will be the consumer price index (CPI). For 
2005, the payment amount for certain items, oxygen and oxygen 
equipment, standard wheelchairs, nebulizers, diabetic lancets and 
testing strips, hospital beds and air mattresses, will be reduced. 
The Secretary will take the payment amount otherwise determined 
and reduce it by the percentage difference between the amount of 
payment otherwise determined for the specific item for 2002 and 
the amount of payment for the specific item and HCPC code under 
chapter 89 of title 5, United States Code (which was identified in 
the column entitled a median FEHBP Price in the table entitled ‘‘A 
Summary of Medicare Prices Compared to VA, Medicaid, Retail, 
and FEHP Prices for 16 Items’’ that was included in the Testimony 
of the Inspector General before the Senate Committee on Appro-
priations, June 12, 2002). An OIG report on oxygen will be avail-
able in the spring of 2004. 

For class III medical devices the update in 2004, 2005, and 
2006 is equal to the percentage increase in the consumer price 
index for all urban consumers (CPI–U) for the 12-month period 
ending with June of the previous year. In 2007 the percentage 
change for class III medical devices is to be determined by the Sec-
retary after taking into account recommendations made by the 
Comptroller General in a report on class III medical devices. In 
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2008 the update is determined by the amount paid in 2007 updated 
by the CPI. In subsequent years the CPI is the update. 

For covered items and services furnished beginning January 1, 
2009, items and services included in the competitive acquisition 
program would be paid as determined under that program and the 
Secretary would be able to use this payment information to adjust 
the payment amounts for DME, off-the-shelf orthotics, and other 
items and services that are supplied in an area that is not a com-
petitive acquisition area. The inherent reasonableness authority for 
DME, off-the-shelf orthotics, medical supplies, home dialysis sup-
plies, therapeutic shoes, enteral nutrients, equipment, and sup-
plies, electromyogram devices, salivation devices, blood products, 
and transfusion medicine is not eliminated but, if the Secretary 
uses the competitive acquisition program information to adjust pay-
ments, then inherent reasonableness authority cannot be used. 

The Inspector General of the Department of Health and 
Human Services (the Inspector General) is required to study the 
extent to which (if any) suppliers of covered items of DME that are 
subject to the competitive acquisition program are soliciting physi-
cians to prescribe certain brands or modes of delivery of covered 
items based on profitability. The report is due to Congress no later 
than July 1, 2009. 

The provision is effective upon enactment. 

Competitive Acquisition of Covered Outpatient Drugs and 
Biologicals (Section 303 of the Conference Agreement, Section 
303 of the House Bill, and Section 432 of the Senate Bill). 

Adjustment to the Physician Fee Schedule (Section 303(a) of the 
Conference Agreement, Section 303(a) of the House Bill and 
Section 432(b) of the Senate Bill). 

Present Law 
The relative value associated with a particular physician serv-

ice is the sum of three components: physician work, practice ex-
pense, and malpractice expense. Practice expense includes both di-
rect costs (such as clinical personnel time and medical supplies 
used to provide a specific service to an individual patient) as well 
as indirect costs such as rent, utilities, and business costs associ-
ated with running a practice). When the physician fee schedule was 
implemented, reimbursement for practice expenses was based on 
historic charges. The Social Security Act Amendments of 1994 (PL. 
103–432) required the Secretary to develop a methodology for a re-
source based system for calculating practice expenses for use in 
CY1998. BBA 1997 delayed the implementation of the methodology 
until CY1999 and established a transition period with full imple-
mentation by CY2002. BBRA required the Secretary to establish a 
data collection process and data standards for determining practice 
expense relative values. Under this survey process, the Secretary 
was required to use data collected or developed outside HHS, to the 
maximum extent practicable, consistent with sound data collection 
practices. 

The Secretary is required to periodically review and adjust the 
relative values affecting physician payment to account for changes 
in medical practice, coding changes, new data on relative value 
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components, or the addition of new procedures. Under the budget-
neutrality requirement, changes in these factors cannot cause ex-
penditures to differ by more than $20 million from what would 
have been spent if such adjustments had not been made. 

House Bill 
The Secretary would be required to increase the practice ex-

pense relative value for the physician fee schedule in CY2005 using 
survey data that includes information on the expense associated 
with administering drugs and biologicals. The supplemental data 
provided by entities and organizations would be included if con-
sistent with the Secretary’s criteria for acceptable survey data and 
submitted by December 31, 2004. Using existing processes for cod-
ing considerations, the Secretary would be required to promptly 
evaluate existing codes for the administration of covered outpatient 
drugs and biologicals to ensure accurate reporting and billing for 
these services. Any payment increase in CY2005 that resulted from 
using supplemental survey data or reevaluating codes would not be 
subject to budget neutrality provisions, would be exempt from ad-
ministrative and judicial review, and would be treated as a change 
in law and regulation in the sustainable growth rate determina-
tion. Nothing in this section would prevent the Secretary from pro-
viding for practice expense adjustments in subsequent years, sub-
ject to the budget neutrality provisions. The Secretary would be re-
quired to consult with the Comptroller General of the United 
States (GAO) and groups representing the affected physician spe-
cialties before publishing the notice of proposed rulemaking. Also, 
the Secretary would be required to adjust the non-physician work 
pool methodology so that practice expense relative values for these 
services are not disproportionately reduced as a result of the above 
changes. The provision would be effective upon enactment. 

Senate Bill 
The Secretary would be required to establish the practice ex-

pense relative value for the physician fee schedule in CY2004 using 
the survey data collected from a physician specialty organization as 
of January 1, 2003 if the data cover the practice expenses for oncol-
ogy administration services and meet the Secretary’s criteria for ac-
ceptable survey data. The Secretary would also be required to re-
view and appropriately modify Medicare’s payment policy for the 
administration of more than one anticancer chemotherapy agent to 
an individual patient on a single day. The increase in expenditures 
resulting from this provision would be exempt from the budget-neu-
trality requirement. Also, the Secretary would be required to adjust 
the non-physician work pool methodology so that practice expense 
relative values for these services are not disproportionately reduced 
as a result of the above changes. The provision would be effective 
upon enactment. 

The Secretary would not be able to revise payment amounts for 
a category of outpatient drugs or biologicals unless the Secretary 
concurrently adjusts the payment amounts for administration of 
such category of drug or biological. The provision would be effective 
upon enactment. 
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The provisions affecting the practice expense relative values, 
multiple chemotherapy agents administered on a single day, and 
treatment of other services currently in the non-physician work 
pool would not be subject to administrative or judicial review under 
Sections 1869 and 1878 of the Social Security Act (SSA) or other-
wise. The provision would be effective upon enactment. 

Conference Agreement 
Beginning in 2004, the Secretary is required to make adjust-

ments in practice expense relative value units for certain drug ad-
ministration services when establishing the physician fee schedule. 
The Secretary is required to use the survey data submitted by the 
American Society of Clinical Oncology (ASCO) in 2002 because it 
meets criteria established under the BBRA for use. 

The Secretary is required to add work relative value units to 
certain drug administration services, equal to the work relative 
value units for a level 1 office medical visit for an established pa-
tient. These services are classified, as of October 1, 2003, within 
any of the following groups of procedures: therapeutic or diagnostic 
infusions (excluding chemotherapy), chemotherapy administration 
services, and therapeutic, prophylactic or diagnostic injections. 
Only those services for which national relative value units, but no 
work relative value units have been assigned by October 1, 2003 
are included. These specified drug administration services are in-
tended to be those classified as of October 1, 2003, within HCPCs 
codes 90780–90781, 96400, 96408–96425, 96520, 96530 and 90782–
90788, and as subsequently may be modified by CMS, to provide 
work relative value units for CPT code 99211 for a level 1 office 
medical visit for an established patient. 

Starting in 2005, the Secretary is required to use supplemental 
survey data to increase practice expense relative values for other 
drug administration services in the physician fee schedule if that 
supplemental survey data include information on the expense asso-
ciated with administering drugs and biologicals, the survey meets 
criteria for acceptance, and the survey is submitted by March 1, 
2004, for 2005, or March 1, 2005 for 2006. This provision will apply 
only to a specialty that received 40% or more of its Medicare pay-
ments in 2002 from drugs and biologicals and would not apply to 
the ASCO survey submitted in 2002. 

The Secretary is also required to promptly evaluate existing 
drug administration codes for physicians’ services to ensure accu-
rate reporting and billing for these services. These codes should 
take into account levels of complexity of the administration and re-
source consumption. The Secretary is required to use existing proc-
esses for considering coding changes and for incorporating appro-
priate changes in the relative values for such services. As part of 
this process, the Secretary is required to consult with representa-
tives of physician specialties affected by the changes in payment for 
drugs under this section and, within the scope of existing author-
ity, expedite appropriate conclusions resulting from these coding 
evaluations. 

The adjustments in practice expense relative value units for 
certain drug administration services based on the ASCO survey 
data are exempt from the budget neutrality requirements in 2004. 
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Adjustments in practice expense relative value units for other drug 
administration services in 2005, 2006, or 2007 based on the sur-
veys or coding changes described above are also exempt. Nothing 
in this section shall prevent the Secretary making these practice 
expense adjustments in subsequent years, subject to the budget 
neutrality provisions. 

The Secretary is required to make adjustments to the non-phy-
sician work pool methodology so that the practice expense relative 
values for other services in the pool are not affected by the changes 
to practice expenses for drug administration. This provision is in-
tended to protect the services in the non-physician work pool from 
payment reductions resulting from changes made to the AWP pay-
ment methodology. The budget neutrality waiver was included in 
this section to ensure that the increase in practice expense relative 
value units for drug administration services (resulting from the use 
of new supplemental survey data) would not be offset by decreases 
in the other non-physician work pool services. The Secretary is fur-
ther required to review and appropriately modify Medicare’s pay-
ment policy in effect on October 1, 2003, for the administration of 
more than one drug or biological to an individual on a single day 
through the push technique. The increase in expenditures resulting 
from this provision will be exempt from the budget-neutrality re-
quirement in 2004. The Conferees strongly urge the Secretary to 
make payment for these multiple pushes. 

A transitional adjustment or additional payment for services 
furnished from April 1, 2004, through December 31, 2005 will be 
made for drug administration services. This Part B payment is to 
be made to the physician and equals a percentage of the payment 
otherwise made. The percent is 32 in 2004, and 3 in 2005. 

MedPAC is required to review the payment changes as they af-
fect payments for items and services furnished by oncologists and 
for drug administration services furnished by other specialists. 
This review will also include an examination of the effect of such 
changes on the quality of Part B services and beneficiary satisfac-
tion with such care. The Commission is required to submit a report 
to the Secretary and Congress by January 1, 2006 on oncologists’ 
payments and by January 1, 2007 on drug administration services 
furnished by other specialists. The reports may include rec-
ommendations for further adjustments. The Secretary could make 
appropriate adjustments to payments as part of the rulemaking for 
physician payments for 2007. 

Section 303 exempts all physician specialties, other than oncol-
ogy, from the payment adjustments made to both physicians’ serv-
ices and expenses for the administration of drugs and biologicals in 
this section, and does not apply to inhalation drugs in Section 305. 
Section 304 requires the Secretary to disregard this exemption and 
apply the adjustments in section 303 to these other specialties. The 
intent in drafting the two sections in this manner is to segregate 
the savings achieved from adjustments to payments to oncologists 
from savings derived from other physician specialties. The special-
ties to which the provisions apply are the specialties as used by the 
carriers in administering Medicare. 
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Application of Market based Payment Systems (Sections 303(b) 
through Sections 303(d) of the Conference Agreement, Section 
303(b) of the House Bill and Section 432(a) of the Senate Bill). 

Present Law 
Although Medicare does not currently provide an outpatient 

prescription drug benefit, coverage of certain outpatient drugs is 
authorized by statute. Specifically, under Medicare Part B, out-
patient prescription drugs and biologicals are covered if they are 
usually not self-administered and are provided incident to a physi-
cian’s services. Drugs and biologicals are also covered if they are 
necessary for the effective use of covered durable medical equip-
ment. In addition, Medicare will pay for certain self-administered 
oral cancer and anti-nausea drugs, erythropoietin (used to treat 
anemia), immunosuppressive drugs after covered Medicare organ 
transplants and hemophilia clotting factors. Vaccines for diseases 
like influenza, pneumonia, and hepatitis B are considered drugs 
and are covered by Medicare. Payments for covered outpatient 
drugs are made under Medicare Part B and are generally cal-
culated using the average wholesale price (AWP). 

The AWP is intended to represent the average price used by 
wholesalers to sell drugs to their customers. It has been based on 
prices reported by drug manufacturers, that are published in in-
dustry reference publications or drug price compendia. There are 
no uniform criteria for reporting these numbers. Moreover, these 
reported prices do not reflect the discounts that manufacturers and 
wholesalers customarily offer to providers and physicians. AWP has 
never been defined in either statute or regulation, but it is used to 
set reimbursement amounts for drugs and biologicals covered 
under the Medicare Part B benefit. 

The Balanced Budget Act of 1997 (BBA 97, P.L. 105–33) speci-
fied that Medicare payment for covered outpatient prescription 
drugs would equal 95 percent of AWP. Current Medicare payment 
rates are 95% of AWP for brand name drugs produced by a single 
manufacturer (referred to single source drugs.) Medicare pays 95% 
of the lower of (a) the median AWP of all generic drugs or (b) the 
lowest brand-name product AWP for drugs with 2 or more com-
peting brand name drugs (referred to as multisource or multiple 
source drugs) or those drugs with available generic equivalents. Al-
though Medicare uses a Healthcare Common Procedure Coding 
System (HCPCS) code to identify and pay for physician adminis-
tered drugs, AWPs are reported on the basis of national drug codes 
(NDC), which are maintained by the Food and Drug Administra-
tion (FDA). Every drug sold in the United States has a unique 
NDC that provides information on its chemical molecule, drug 
manufacturer, dosage, dosage form and package size. In addition, 
there may be several multiple source or generic drugs within a spe-
cific HCPCS code. 

There is substantial evidence that indicates that AWPs for 
many Medicare-covered products far exceed the acquisition cost 
paid by suppliers and physicians. Reliance on AWP (instead of a 
market based price) has caused significantly increased payments, 
as some use AWP to inflate payments made for drugs to influence 
physician prescribing practices. This has resulted in Medicare pay-
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ing more than $1 billion per year in excess overpayments for these 
products. Because Medicare beneficiaries are also required to pay 
coinsurance amounts equal to 20 percent of the Medicare payment 
amount, the increased Medicare payment amounts resulting from 
inflated AWPs cause Medicare beneficiaries to pay hundreds of mil-
lions of extra dollars in inflated co-payments every year. 

Some physicians assert that the overpayment for drugs covers 
underpayment for practice expenses. They contend that Medicare 
does not adequately reimburse them for the practice expenses asso-
ciated with providing care in outpatient settings. This section re-
duces the overpayment for drugs and biologics, while increasing 
physician practice expenses. 

Since 1992, the HHS Office of the Inspector General OIG (OIG) 
has raised concerns about how certain drug manufacturers have es-
tablished AWPs for certain of their Medicare-covered drugs that 
were much higher than the prices generally paid by the health care 
providers to those drug companies. This difference—commonly re-
ferred to by the industry and the health care community as the 
‘‘spread’’—results in a profit to providers each time they administer 
such drugs to Medicare patients. For example, in 1999, an 
oncologist could purchase 10 mgs of doxorubicin, a chemotherapy 
agent, for $10.08, while Medicare’s reimbursement for that same 
dose was $42.92, resulting in a profit to the providers of $32.84. 
The OIG, based on a review of 24 of the Medicare-covered drugs, 
estimate that such practices result in Medicare making $750 mil-
lion each year in overpayments to these providers. 

Subsequently, the findings of this report were updated with 
more current drug pricing. This updated report found that, of the 
$3.7 billion Medicare spent for 24 drugs in 2000, if Medicare paid 
the actual wholesale prices available to physicians and suppliers 
for these 24 drugs, the program and its beneficiaries would have 
saved $887 million a year. 

In addition to the financial toll on the U.S. Treasury, these 
large spreads also affect Medicare beneficiaries, who are often re-
quired to pay dramatically inflated co-payments for the drugs they 
receive. These co-payments sometimes even exceed the actual price 
that the provider has paid for the drug. For example, leucovorin 
calcium, a chemotherapy agent, had a beneficiary co-payment of 
$3.60 per dosage, while the OIG estimated a provider could buy the 
same drug for $2.94, and would receive a total reimbursement (in-
cluding beneficiary co-payment) of $18.02 per dose. OIG estimated 
that if Medicare had paid reimbursements equal to widely avail-
able wholesale prices, beneficiaries would have paid $175 million 
less in coinsurance. 

A September, 2001, GAO report found that physicians can ob-
tain Medicare-covered drugs at prices significantly below current 
Medicare payments. GAO found that the average discount from 
AWP ranged from 13 percent to 34 percent, and that two drugs had 
discounts of 65 percent and 86 percent. 

Evidence also suggests that certain types of health care pro-
viders may also be making treatment decisions based at least in 
part upon the amount of profit they can reap from the use of cer-
tain drugs. In one particularly disturbing example, a respiratory 
therapy drug, ipratropium bromide, saw its utilization skyrocket 
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after certain drug manufacturers began to build a large spread in 
its price. In 1995, Medicare reimbursed providers $14 million dol-
lars for their use of ipratropium bromide. After the spread was cre-
ated, utilization increased dramatically, to the point where Medi-
care paid $250 million for the same drug in 1999, and over $300 
million in 2000 and 2001. 

In its recommendations to the Congress, the GAO urged CMS 
to take steps to begin reimbursing providers for Part B-covered 
drugs and related services at levels reflecting providers’ acquisition 
costs using information about actual market transaction prices. 
The GAO also recommended that CMS should evaluate expanding 
competitive bidding approaches to setting payment levels, and that 
CMS should monitor beneficiary access to covered drugs in light of 
any changes to reimbursement. 

The GAO also debunked some common myths generally held 
by many in the health care community. Specifically, the GAO found 
that despite concerns that the discounts available to large pur-
chasers would not be available to physicians with a small number 
of drug claims, physicians with low volumes reported that their 
purchase prices were the same or less than the widely available 
prices GAO documented. GAO also believes that Medicare should 
pay for each service appropriately and not rely on overpayments for 
some services to offset inadequate payments for complementary 
services. The Committee shares this view, and believes the legisla-
tion achieves this goal. 

The Committee on Ways and Means, the Committee on Energy 
and Commerce and the Senate Finance Committee have all con-
ducted independent investigations and held public hearings on the 
problems associated with using AWP as a reimbursement bench-
mark. All three Committees have also examined the reimburse-
ment for drug administration through the Medicare physician pay-
ment structure. Both reimbursement systems were found to have 
serious flaws in methodology and application. 

More recently, the Centers for Medicare and Medicaid Services 
issued a proposed rule on August 20, 2003, to improve the way that 
Medicare pays for covered drugs and asked for public input on the 
best way to achieve that goal. The rule solicited comments on four 
differing approaches: 

Medicare would pay the same amounts for covered drugs that 
private insurers pay; Medicare would apply a discount of 10 to 20 
percent from the inflated average wholesale price in 2004 and then 
establish more reasonable payment updates in future years; Medi-
care would use existing sources of market-based prices and would 
develop additional sources to monitor market changes over time, 
such as drug price catalogs; or Medicare would establish a competi-
tive bidding process for drugs and would also require drug compa-
nies to report their average sales prices. 

Because of the serious flawed reimbursement methodology in 
the current system, and absent a change in the statute, CMS has 
indicated they will move forward with the rule. 

House Bill 
New sections 1847A and 1847B would be established. Under 

1847A, the Secretary would be required to establish a competitive 
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acquisition program to acquire and pay for covered outpatient 
drugs. Under this program, at least 2 contractors would be estab-
lished in each competitive acquisition area (which would be defined 
as an appropriate geographic region) throughout the United States. 
Each year, a physician would be able to select a contractor who 
would deliver covered drugs and biologicals to the physician; alter-
natively, a physician would be able to elect payment under the use 
of the average sales price payment methodology established by 
1847B. 

Under the competitive acquisition program, there would be 2 
categories of drugs under this program: the oncology category 
(which would include drugs determined by the Secretary as typi-
cally primarily billed by oncologists or are otherwise used to treat 
cancer) which would be implemented beginning in 2005 and the 
non-oncology category which would be implemented beginning in 
2006. In this case, covered drugs means certain drugs currently 
covered under Section 1842(o) of the SSA which are not covered as 
part of the competitive acquisition for durable medical equipment. 
Blood clotting factors, drugs and biologicals furnished as treatment 
for end-stage renal disease (ESRD), radiopharmaceuticals, and vac-
cines would not be considered covered drugs under the competitive 
acquisition program. The Secretary would also be able to exclude 
other drugs and biologicals or classes of drugs and biologicals that 
are not appropriate for competitive bidding or would not produce 
savings. 

Certain contractor selection and contracting requirements for 
the competitive acquisition program would be established. Specifi-
cally, the Secretary would be required to establish an annual selec-
tion process for a contractor in each area for each of the 2 cat-
egories of drugs. The Secretary may not award the 2-year contract 
to any entity that does not have the capacity to supply covered out-
patient drugs within the applicable category or does not meet qual-
ity, service, and financial performance and solvency standards es-
tablished by the Secretary. Specifically the entity would be re-
quired to have: (1) arrangements to ship covered drugs at least 5 
days of the week and on an emergency basis; (2) procedures for the 
prompt response and resolution of physician and beneficiary com-
plaints and inquiries; (3) grievance resolution procedures, including 
review by the Medicare Provider Ombudsman established in this 
legislation. The Secretary would not be able to contract with an en-
tity that has had its license for distributing drugs (including con-
trolled substances) suspended or revoked by the Federal or a State 
government or that has been excluded from program participation. 
A contractor would be required to comply with a specified code of 
conduct, including conflict of interest provisions as well as all appli-
cable provisions relating to the prevention of fraud and abuse. A 
contract would be able to include the specifications with respect to 
secure facilities, safe and appropriate storage of covered drugs, ex-
amination of drugs, record keeping, written policies and proce-
dures, and compliance personnel. Those contractors may be re-
quired to comply with additional product integrity safeguards for 
drugs susceptible to counterfeiting or diversion. Contracts would be 
able to be terminated by either the Secretary or the entity with ap-
propriate advance notice. The Secretary would make the list of the 
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available contractors accessible to physicians on an ongoing basis, 
through a directory posted on the Internet and provided by request. 

The Secretary would be able to limit the number of qualified 
entities in each category and area, but not below two. The Sec-
retary would be required to base selection on bid prices for covered 
drugs, bid prices for distribution of those drugs, ability to ensure 
product integrity, customer service, past experience with drug dis-
tribution, and other factors. This bid price would include all costs 
related to the delivery of the drug or biological to the selecting phy-
sician or other delivery point as well as all dispensing and shipping 
costs. Costs relating to the administration of the drug or biological 
or waste, spillage or spoilage would not be included. As part of the 
awarded contract, the selected contractor would be required to dis-
close the reasonable, net acquisition costs regularly (but not more 
often than once a quarter) as specified by the Secretary. The se-
lected contractor would also be required to disclose appropriate 
price adjustments over the period of the contract to reflect changes 
in reasonable, net acquisition costs. 

The Secretary would be able to reject the contract offer of an 
entity for a category of drugs and biologicals if the Secretary estab-
lishes that the aggregate average bid price exceeds the average 
sales price (as determined under Section 1847B discussed subse-
quently). Nothing in the section would prevent a bidder from sub-
mitting a contract offer to cover all areas of the United States; 
nothing would prevent requiring a bidder to submit a contract offer 
to cover all areas of the United States. The amount of the bid price 
submitted under a contract offer would be required to be the same 
for all portions of the area. The Secretary would be permitted to 
waive certain provisions of the Federal Acquisition Regulation that 
are necessary for the efficient implementation of this program, 
other than those relating to confidentiality of information. 

The Secretary would be required to compute an area average 
of the bid prices submitted, in contract offers accepted for the cat-
egory and the area, for each year or other contract period. The Sec-
retary would apply special rules and alternative payment amounts 
to establish a price for specific covered drugs including new drugs 
and biologicals, oral anti-cancer and immunosuppressive drugs. 
Generally, the Secretary would not be able to adjust payments for 
drugs under this section unless supplemental data is used to adjust 
the practice expense payment adjustment. Also, if the Secretary ex-
cludes a class of drugs or biologicals or a specific item from the 
competitive acquisition program, Medicare’s payment would be 
based on the average sales price methodology discussed subse-
quently. Beneficiary liability would be limited to 20% of the pay-
ment basis for the covered drug or biological. 

The contractor supplying the physician in the area would sub-
mit the claim for the drug and would collect the cost-sharing 
amount from the beneficiary after administration of the drug. Both 
program payment and beneficiary cost sharing amounts would only 
be made to the contractor; would only be made upon the adminis-
tration of the drug; and would be based on the average bid of prices 
for the drug and biological in the area. The Secretary would be re-
quired to establish a process for recovery of payments billed at the 
time of dispensing for drugs that were not actually administered. 
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The Secretary would be required to establish an appeals process for 
physicians that is comparable to those provided to a physician who 
prescribes durable medical equipment or a laboratory test. 

The appropriate contractor, as selected by the physician, would 
supply covered drugs directly to the physician, except under the 
circumstances when a beneficiary is presently able to receive a 
drug at home. The Secretary would be able to specify other non-
physician office settings where a beneficiary would be able to re-
ceive a covered drug directly. However, the contractor would not be 
able to deliver drugs to a physician without first receiving a pre-
scription as well as other necessary information specified by the 
Secretary. A physician would not be required to submit a prescrip-
tion for each individual treatment. The Secretary would establish 
requirements, including adequate safeguards against fraud and 
abuse and consistent with safe drug practices, in order for a physi-
cian to maintain a supply of drugs that may be needed in emer-
gency situations. In order to maintain such an inventory, a physi-
cian would be required to demonstrate that the drugs would be im-
mediately required, not reasonably foreseen as immediately re-
quired, not able to be delivered by the contractor in a timely man-
ner, and administered in an emergency situation. No applicable 
State requirements relating to the licensing of pharmacies would 
be waived. 

The Secretary would be able to establish an advisory com-
mittee to assist in the implementation of this program. The Sec-
retary would be required to report to Congress on savings, reduc-
tions in cost-sharing, access to items and services, the availability 
of contractors as well as beneficiary and satisfaction under the 
competitive acquisition program. These reports would be due each 
year from 2005, 2006, and 2007. 

Alternatively, physicians would be able to elect payment for 
covered outpatient drugs under a separate methodology established 
in Section 1847B. Subject to the applicable beneficiary coinsurance 
and deductible amount, a single and multiple source drugs would 
be paid 112% of the applicable price in 2005 and 2006 and 100% 
of the price subsequently. The applicable price for all the products 
within multiple source drug codes would be the reported volume-
weighted average of the average sales price; the applicable price for 
a single source drug would be the lesser of the manufacturer’s av-
erage sales price for the NDC code or the reported wholesale acqui-
sition cost. The payment amount would be determined without re-
gard to any special packaging, labeling or identifiers on the dosage 
form or product or package. 

Starting for calendar quarters on or after April 1, 2004, the av-
erage sales price would be calculated by NDC code each calendar 
quarter by dividing a manufacturer’s total sales by the total num-
ber of units sold in that quarter. Certain sales would be exempt 
from the calculation: (1) those sales that are exempt from the Med-
icaid drug rebate program including those to the Indian Health 
Service, the Department of Veterans Affairs, a state Veterans 
home, the Department of Defense, or the Public Health Services as 
well as any price charged under the Federal Supply Schedule or 
used under a state pharmaceutical assistance program; and (2) 
those sales that do not reflect market prices, as determined by the 

VerDate jul 14 2003 06:29 Nov 24, 2003 Jkt 090299 PO 00000 Frm 00589 Fmt 6601 Sfmt 6601 E:\HR\OC\HR391.XXX HR391



588

Secretary. The average sales price would take into account volume 
discounts, prompt pay discounts, cash discounts, chargebacks and 
certain rebates. The Secretary would be able to disregard the aver-
age sales price during the first quarter of a new drug’s sales if the 
price data is not sufficient to determine an average amount pay-
able. The average sales price would be determined by the manufac-
turer on a quarterly basis; to the extent that data on rebates and 
chargebacks is reported on a lagged basis, the manufacturer would 
apply the 12-month rolling average methodology to estimate the 
amount of such discounts, as specified by the Secretary. The whole-
sale acquisition cost would be the manufacturer’s list price for the 
drug to wholesalers or direct purchasers in the United States for 
the most recent available month, not including discounts or other 
price reductions, as reported in wholesale price guides or other 
pricing publications. Payment rates would be updated on a quar-
terly basis and based on the most recent calendar quarter. The Sec-
retary would be able to use carriers, fiscal intermediaries or other 
contractors to determine the payment amounts. Certain standards 
would be established with respect to the definition of multiple 
source and single source drugs. Certain determinations of pharma-
ceutical equivalence and bioequivalence would be established. 
There would be no administrative or judicial review of the deter-
mination of the manufacturer’s average sale price. 

The Secretary would be able to use the wholesale acquisition 
cost or other reasonable measure of drug price instead of the manu-
facturer’s average sale price in the case of certain public emer-
gencies where there is a documented inability to access covered 
outpatient drugs and a related increase in price. The alternative 
price would be used until the price and availability of the drug or 
biological has stabilized and is substantially reflected in the manu-
facturer’s average sale price. 

The Secretary would be required to submit an annual report 
to the Committees of jurisdiction on the trends in average sales 
prices, the administrative costs, and total value of payment as well 
as a comparison of the average manufacturer’s sale price with the 
price established under the Medicaid drug rebate program. The 
provision would be effective upon enactment. 

Senate Bill 
Drugs or biologicals furnished before January 1, 2004 would be 

paid at 95% of the AWP. In 2004, existing drugs and biologicals 
would be paid the lower of the AWP or 85% of the listed AWP as 
of April 1, 2003. In subsequent years, this price would be increased 
by changing the consumer price index (CPI) for medical care for the 
previous year ending in June. Existing drugs and biologicals are 
those first available for payment on or before April 1, 2003. After 
January 1, 2004, payments for influenza virus, pneumococcal pneu-
monia, and hepatitis B vaccines would be equal to the AWP. 

The Secretary would be required to establish a process to de-
termine whether the widely available market price to physicians 
and suppliers for drugs and biologicals furnished in a year is dif-
ferent from the AWP amounts. This determination would be based 
on: (1) any report on market price published by the Inspector Gen-
eral (IG) of the Department of Health and Human Services (HHS) 
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or GAO after December 31, 1999; (2) a review of market prices by 
the Secretary including information from insurers, private health 
plans, manufacturers, wholesalers, distributors, physician supply 
houses, specialty pharmacies, group purchasing arrangements, phy-
sicians, suppliers or any other appropriate source as determined by 
the Secretary; (3) data submitted by the manufacturer of the drug 
or biological or by another entity; and (4) other appropriate infor-
mation as determined by the Secretary. If the market price for a 
drug or biological determined through this process differs from the 
AWP amount, that market price shall be treated as the AWP 
amount when determining Medicare’s payment for a drug or bio-
logical in 2004 and subsequently. The Secretary would be able to 
make subsequent determinations with respect to the widely avail-
able market price for a given drug or biological. If not, the prior 
market price determination will be considered as the basis for 
Medicare’s payment amount for such an item. 

If, however, the first market price determination for a given 
drug or biological would result in a payment amount that is 15% 
less than would otherwise be made, the Secretary would provide for 
an appropriate transition period where the price is reduced in an-
nual increments equal to 15% of Medicare’s payment amount in the 
previous year. At the end of the transition period, the market price 
(as determined) would serve as basis for Medicare’s payment 
amount. This transition period would not apply to a drug or biologi-
cal where a generic version of that drug or biological first enters 
the market on or after January 1, 2004. The generic version would 
not be required to be marketed under the chemical name of the 
given drug or biological. 

New drugs and biologicals, those that are first available for 
Medicare payment after April 1, 2003, would be subject to certain 
requirements in order to obtain a code and receive Medicare pay-
ment. A manufacturer would be required to provide the Secretary 
with necessary and appropriate information on the estimated price 
that the manufacturer expects physicians and suppliers to pay to 
routinely obtain the drug or biological; the manufacturer would be 
able to provide the Secretary with other appropriate information as 
well. During the first year that the drug or biological is available 
for Medicare payment, the manufacturer would be required to pro-
vide the Secretary with updated information on the actual market 
prices paid by physicians or suppliers for such drugs and 
biologicals. These market prices would be equal to the lesser of the 
average wholesale price for the drug or biological or the amount de-
termined by the Secretary based on information originally sub-
mitted by the manufacturer supplemented by other appropriate in-
formation. The market price of the drug or biological during the 
second year after becoming available for Medicare payment is sub-
ject to the same conditions as in the first year. In subsequent 
years, the market price would be equal to the lesser of the average 
wholesale price or the widely available market price as determined 
by the Secretary in the same fashion as for existing drugs. If no 
market price determination occurs, then Medicare’s payment for 
the drug or biological in the prior year is updated by the change 
in the CPI for medical care for the previous year ending in June. 

The provision would be effective upon enactment. 
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With respect to home infusion drugs and biologicals, the Sec-
retary would be able to make separate payments for these drugs 
and biologicals furnished through covered DME on or after January 
1, 2004, if such payments are determined to be appropriate. Total 
amount of payments for the infusion drugs in the year could not 
exceed the total amount of spending that would have occurred 
without enactment of this legislation. The provision would be effec-
tive upon enactment. 

Conference Agreement 
Certain categories of drugs and biologicals will continue to be 

paid at 95 percent of the AWP; these include a drug or biological 
furnished before January 1, 2004; blood clotting factors furnished 
during 2004; a drug or biological furnished during 2004 that was 
not available for Part B payment as of April 1, 2003; pneumococcal, 
influenza, and hepatitis B vaccines; and a drug or biological (other 
than erythropoietin) furnished in connection with renal dialysis 
services that are separately billed by renal dialysis facilities; and 
radiopharmaceuticals and blood products. In general, payments for 
other drugs furnished in 2004 will equal 85 percent of the average 
wholesale price (determined as of April 1, 2003). Beginning in 
2005, drugs and biologicals, except for pneumococcal, influenza, 
and hepatitis B vaccines and those associated with certain renal di-
alysis services, will be paid using either the average sales price 
methodology or through the competitive acquisition program. Infu-
sion drugs furnished through covered durable medical equipment 
starting January 1, 2004 will be paid at 95% of the AWP in effect 
on October 1, 2003; those infusion drugs which may be furnished 
in a competitive acquisition area starting January 1, 2007 will be 
paid on the competitive price. Intravenous immune globulin will be 
paid at 95% of AWP in 2004 and paid according to the average 
sales price method beginning in 2005. 

The Secretary is authorized to substitute a different percent of 
the April 1, 2003 AWP, based on the Secretary’s NPRM, but not 
less than 80%. Also, the Secretary may adjust the price based on 
data submitted by the manufacturer of the drug or biological by 
October 15, 2003. 

New sections 1847A and 1847B are established in the Social 
Security Act. New Section 1847A establishes the use of the average 
sales price methodology for payment for drugs and biologicals (ex-
cept for pneumococcal, influenza, and hepatitis B vaccines, or drugs 
or biologicals furnished in connection with certain renal dialysis 
services, blood or blood products or radiopharmaceuticals) fur-
nished starting January 1, 2005. This methodology does not apply 
in the case of a physician who elects to participate in the newly es-
tablished competition acquisition program established in new Sec-
tion 1847B; payments for drugs and biologicals will be paid under 
that section instead. 

Medicare’s payment under the average sales price methodology 
will equal 106% of the applicable price for a multiple source drug 
or single source drug, subject to the applicable beneficiary deduct-
ible and coinsurance requirements. The manufacturer will be re-
quired to specify the unit associated with each National Drug Code 
(NDC) as part of its Medicaid reporting requirements. Unit is de-
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fined as the lowest identifiable quantity of the drug or biological by 
NDC (including package size) that is dispensed, exclusive of any 
diluents without reference to volume measures pertaining to liq-
uids. After 2004, the Secretary may establish the counting method 
and unit for the manufacturer to report. 

The applicable price for all drug products within the same mul-
tiple source drug billing and payment code is the volume-weighted 
average of the sales prices. The applicable price for single source 
drugs is the lesser of the manufacturer’s average sales price for an 
NDC or the wholesale acquisition cost (WAC). A limited number of 
single source drugs and biologicals are currently included in the 
same HCPCs codes, along with other similar single source prod-
ucts. The Conferees intend to exempt these products from the defi-
nition of single source drugs or biologicals, and continue to allow 
these products to be treated as multiple source drugs and be in-
cluded within the same HCPCs code. The payment amount is de-
termined without regard to any special packaging, labeling or iden-
tifiers on the dosage form or product or package. In the section, the 
term ‘‘payment and billing code’’ shall mean the HCPCs code for 
such drug or biological. 

A manufacturer’s average sales price is calculated by NDC 
code for each calendar quarter by dividing a manufacturer’s total 
sales by the total number of units sold in that quarter. Certain 
sales are exempt from the calculation: (1) certain sales that are ex-
empt from the Medicaid drug rebate program including those to the 
Indian Health Service, the Department of Veterans Affairs, a state 
Veteran’s home, the Department of Defense, or the Public Health 
Services; and (2) sales that are nominal in amount, as used in the 
Medicaid rebate program. The average sales price will take into ac-
count volume discounts, prompt pay discounts, cash discounts, free 
goods that are contingent on any purchase requirement, 
chargebacks and certain rebates (not including Medicaid rebates). 
After 2004, the Secretary may include other price concessions that 
result in a price reduction to the purchaser as may be rec-
ommended by the Inspector General. 

The Secretary will be able to disregard the average sales price 
during the first quarter of a new drug’s sales if the price data is 
not sufficient to determine an average amount payable. The aver-
age sales price will be calculated by the manufacturer on a quar-
terly basis; to the extent that data on rebates and chargebacks is 
reported on a lagged basis, the manufacturer will apply the 12-
month rolling average methodology to estimate the amount of such 
discounts, as specified by the Secretary. After 2004, the Secretary 
may establish a uniform methodology to estimate and apply such 
costs. Payment rates will be updated on a quarterly basis. The Sec-
retary may contract with appropriate entities to determine the pay-
ment amounts. The Secretary may implement any provision of this 
section by program instruction or otherwise. 

To monitor market prices, the Inspector General will conduct 
studies, which may include market surveys, to determine market 
prices of drugs and biologicals paid under this section. The Inspec-
tor General will compare average sales price under Medicare with 
the widely available market price and the average manufacturer 
price. The Secretary may disregard the average sales price reported 
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by a manufacturer if this price exceeds the market price or average 
manufacturer price by a threshold percentage. In 2005 the thresh-
old is 5%; in 2006 and subsequent years, the percentage threshold 
will be specified by the Secretary. If the Inspector General finds 
that the average sales price for a drug or biological exceeds the 
widely available market price or average manufacturer price by the 
applicable threshold, the Inspector General will inform the Sec-
retary at specified times, and the Secretary will substitute a pay-
ment amount equal to the lesser of the widely available market 
price or 106 percent of the average manufacturer price. 

The section requires that in order to have a drug covered 
under both Medicare and Medicaid, a manufacturer must submit 
information quarterly on the manufacturer’s average sales price, 
total number of units, wholesale acquisition cost and sales made at 
nominal price. The Conferees intend that if a manufacturer know-
ingly (as defined by section 3729(b) of the False Claims Act) sub-
mits false information, that such submission be considered a ‘‘false 
record or statement’’ made or used ‘‘to get a false or fraudulent 
claim paid or approved by the government’’ for purposes of section 
3729(a)(2) of title 31, United States Code, known as the False 
Claims Act. Thus if a manufacturer knowingly submits any false 
information, the manufacturer would be fully subject to liability 
under the False Claims Act. 

The Conferees intend that that the Secretary, in making deter-
minations to use the widely available market price, rather than the 
ASP, would provide a number of procedural and substantive safe-
guards to ensure the reliability and validity of the data used to 
make such determinations. These safeguards would include notice 
and comment rulemaking, identification of the specific sources of 
information used to make such determinations, and explanations of 
the methodology and criteria for selecting such sources. 

If the Secretary determines that a manufacturer has misrepre-
sented the average sales price of a drug, the Secretary may apply 
a civil monetary penalty of up to $10,000 for each price discrepancy 
and for each day in which the price misrepresentation was applied. 
In this subsection for drugs furnished in a year after 2004, the 
widely available market price is the price that a prudent physician 
or supplier would pay for a drug or biological, taking into account 
discounts, rebates and other price concessions routinely made 
available. The Secretary will consider information from one or more 
of the following sources including manufacturers, wholesalers, dis-
tributors, physician supply houses, specialty pharmacies, group 
purchasing arrangements, physician and supplier surveys as well 
as information on market prices from insurers and private health 
plans. 

The Secretary will be able to use the wholesale acquisition cost 
or other reasonable measure of drug price instead of the manufac-
turer’s average sale price in the case of certain public emergencies 
where there is a documented inability to access covered outpatient 
drugs and a related increase in price (which is not reflected in the 
manufacturer’s average sale price for one or more quarters). The 
alternative price will be used until the price and availability of the 
drug or biological has stabilized and is substantially reflected in 
the manufacturer’s average sale price. 
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There will be no administrative or judicial review of deter-
minations of payment amounts including the assignment of NDCs 
to billing and payment codes; the identification of units and pack-
age size; the method to allocate rebates, chargebacks, and other 
price concessions to a quarter, the manufacturer average sales 
price when it is used for Medicare’s price determinations, and the 
disclosure of the average manufacturer price under certain situa-
tions. 

The Secretary will conduct a study on the sales of drugs and 
biologicals to large volume purchasers such as pharmacy benefit 
managers to determine whether the price at which drugs and 
biologicals are sold to these purchasers represents the price made 
available to physicians. The Secretary will submit a report to Con-
gress, including recommendations, on whether sales to large vol-
ume purchasers should be excluded from the computation of the 
manufacturer’s average sale price. Upon completion of this report, 
the Secretary may require that manufacturers separately report 
these prices, which may also then be excluded from future calcula-
tions of ASP, if the Secretary determines that doing so would be 
better reflect prices available to prudent physicians. 

Under the new Section 1847B, the Secretary would be required 
to establish a competitive acquisition program to acquire and pay 
for competitively biddable drugs and biologicals. Under the pro-
gram, competitive acquisition areas (defined as an appropriate geo-
graphic region) will be established throughout the United States. 
Each year, a physician would be able to select a contractor who 
would deliver covered drugs and biologicals to the physician; alter-
natively, a physician would be able to elect payment using the 
methodology established by Section 1847A. Conferees intend this 
choice to be completely voluntary on behalf of the physician. Use 
of this system should reduce administrative and inventory costs for 
physicians. In addition, because physicians do not take title to the 
drug, their liability is reduced.

Under the competitive acquisition program, categories of com-
petitively biddable drugs under this program will be established, 
and the program will be phased in beginning in 2006. In order to 
promote competition and the efficient operation of the program, the 
Secretary would be able to waive provisions of the Federal Acquisi-
tion Regulation, other than those relating to confidentiality of in-
formation and other provisions deemed appropriate by the Sec-
retary. 

Competitively biddable drugs and biologicals exclude pneumo-
coccal, influenza, and hepatitis B vaccines or drugs or biologicals 
(other than erythropoietin) furnished in connection with renal di-
alysis services furnished starting January 1, 2006, radiopharma-
ceuticals, IVIG products and blood products. Conferees do not in-
tend to exclude therapeutic vaccines, such as new vaccines used to 
treat cancer that may be in development. The Secretary will be 
able to exclude competitively biddable drugs and biologicals includ-
ing classes of such drugs and biologicals that are not appropriate 
for competitive bidding, if such inclusion is not likely to result in 
significant savings or is likely to have an adverse impact on access 
to the drugs and biologicals. The Secretary may provide for pay-
ment of these excluded drugs and biologicals (or class of same) 
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using the average sale price methodology established in Section 
1847A. Conferees intend the use of the exclusion authority to apply 
in exceptional cases. Such authority is not intended to be a system 
wide replacement for competitive bidding. 

The contractor supplying the physician in the area will submit 
the claim for the drugs and biologicals and will collect the cost-
sharing amount from the beneficiary after administration of the 
drug. Both program payment and beneficiary cost sharing amounts 
will only be made to the contractor and will only be made upon the 
administration of the drug or biological. The Secretary is required 
to establish a process for recovery of payments billed at the time 
of dispensing of drugs or biologicals that were not actually adminis-
tered as well as a process by which physicians submit information 
to contractors for the purposes of collection of any applicable de-
ductible or coinsurance amounts. Payment could only be made to 
the contractor, provided the contractor has a contract and the phy-
sician elects that contractor for such category of drug or biological 
for the area. Alternatively, the physician may elect Section 1847A 
to apply. 

Certain contractor selection and contracting requirements for 
the competitive acquisition program are established. Specifically, 
the Secretary is required to establish an annual selection process 
for a contractor in each area for each category of drugs and 
biologicals. The selection of the contractor will be made at the time 
the physician elects to participate in the program established 
under Section 1847B. The Secretary will make a list of contractors 
in the different competitive acquisition area who are available to 
physicians on an ongoing basis through a directory posted on the 
Internet website of the Centers for Medicare & Medicaid Services, 
and through the annual CMS ‘‘Dear Doctor’’ campaign. 

The Secretary will conduct a competition among entities for 
the acquisition of at least one competitively biddable drug or bio-
logical that is a multiple source or a single source drug or biological 
within each billing and payment code within each category for each 
area. The competition within a HCPCS code for multiple source 
drug products is intended to produce competitive forces that will 
lower bid prices for drugs. Because multiple source drugs and 
generics within a HCPCS code are therapeutically equivalent, such 
competition will ensure access to appropriate therapeutic products. 
The Secretary may not award the 3-year contract to any entity that 
does not have the capacity to supply competitively biddable drugs 
or biologicals within the applicable category or does not meet qual-
ity, service, and financial performance and solvency standards es-
tablished by the Secretary. Specifically, the entity would be re-
quired to have (1) sufficient arrangements to ship competitively 
biddable drugs and biologicals at least 5 days of the week in order 
for the timely delivery (including for emergency situations) of such 
drugs and biologicals; (2) procedures for the prompt response and 
resolution of physician and beneficiary complaints and inquiries re-
garding the shipment of these drugs; and (3) a grievance and ap-
peals process. Review of complaints by the Medicare Provider Om-
budsman has been established in Section 923 of this legislation. 
The Secretary will not be able to contract with an entity that has 
had its license for distributing drugs (including controlled sub-
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stances) suspended or revoked by the Federal or a State Govern-
ment or that has been excluded from program participation. 

The Secretary will be able to limit the number of qualified en-
tities in each category and area, but not below 2 for any category 
and area. The Secretary is required to base selection on bid prices 
for competitively biddable drugs and biologicals, bid prices for dis-
tribution of those drugs and biologicals, ability to ensure product 
integrity, customer service, past experience with drug and biologic 
distribution, and other factors. 

The contract is subject to terms and conditions that the Sec-
retary may specify. The contract will be for a term of 3 years, but 
may be terminated by either the Secretary or the entity with ap-
propriate notice. The Secretary must require that all drugs and bio-
logical products distributed by a contractor be acquired directly 
from the manufacturer or from a distributor that has acquired the 
products directly from the manufacturer. Nothing in this provision 
relieves or exempts any contractor from the requirements of the 
Federal Food, Drug, and Cosmetic Act that relate to the wholesale 
distribution of prescription drugs or biologicals. Conferees want to 
ensure the safe distribution of drugs and to ensure counterfeiting 
and adulteration is minimized. Such measures include includes the 
safe and appropriate storage of drugs and biologicals, disposition of 
damaged and outdated drugs and biologicals and appropriate 
record keeping and compliance personnel. 

Contractors will be required to comply with a code of conduct 
and fraud and abuse rules. Specifically, the contractor will comply 
with standards relating to conflicts of interest and all applicable 
provisions and guidelines relating to the prevention of fraud and 
abuse established by the Department of Justice and the Inspector 
General. 

The appropriate contractor, as selected by the physician, will 
supply competitively biddable drugs and biologicals directly to the 
physician, except under the circumstances when a beneficiary is 
presently able to receive a drug at home or other non-physician of-
fice settings as the Secretary may provide. The contractor shall not 
deliver drugs to a physician without first receiving a prescription 
as well as other necessary information specified by the Secretary. 
However, a physician would not be required to submit a prescrip-
tion for each individual treatment or change a physician’s flexi-
bility in terms of writing a prescription for a single treatment or 
course of treatment. Conferees do not intend contractors to mix 
drug products prior to a patient’s visit, but may do so should it be 
clinically advised. If specialty pharmacies mix products under the 
program for a specific patient, it should be done only to the benefit 
of the patient. Such cases may include a physician office that lacks 
the ability to mix Part B drugs in compliance with medical, clinical 
and environmental standards. In no way do conferees intend the 
requirements for the competition program to impair a patient’s ac-
cess to health treatment as a result of changes in the patient’s 
health status, including pre-mixed drugs or biologics.

The Secretary is required to establish rules allowing physicians 
to use drugs or biologics from their own inventories in emergency 
situations consistent with safe drug practices and with adequate 
safeguards against fraud and abuse. In order to resupply such an 
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inventory, a physician will be required to demonstrate that the 
drugs are immediately required; that the immediate need could not 
reasonably have been foreseen, that the drugs could not be deliv-
ered by the contractor in a timely manner, and that the drugs were 
administered in an emergency situation. No applicable State re-
quirements relating to the licensing of pharmacies are waived. 

The Secretary is required to base selection of the contractors 
on several factors including bid prices. Bid prices are those in effect 
and available through the entity for the contract period and in-
cludes all costs related to the delivery of the drug or biological to 
the selecting physician or other delivery point as well as all dis-
pensing and shipping costs. Costs relating to the administration of 
the drug or biological or waste, spillage or spoilage are not in-
cluded. As part of the awarded contract, the selected contractor will 
be required to disclose the reasonable, net acquisition costs regu-
larly (but not more often than once a quarter) as specified by the 
Secretary. The selected contractor will also be required to disclose 
appropriate price adjustments over the period of the contract to re-
flect changes in reasonable, net acquisition costs. 

Payments would be based upon bids submitted and accepted, 
and the Secretary would determine a single payment amount for 
each drug in an area. The Secretary will apply special rules and 
alternative payment amounts to establish a price for specific com-
petitively biddable drugs and biologicals, including new drugs and 
biologicals (for which an average bid price has not been previously 
determined) and other exceptional cases specified in regulations. 
Medicare’s payment for these drugs equals 80% of the payment 
amount after the Medicare beneficiary meets the applicable deduct-
ible. Generally, these coinsurance and deductible amounts will be 
collected by the contractor that supplies the drug or biological 
which may be collected in a similar manner as those collected for 
durable medical equipment. 

Nothing in the section prevents a bidder from submitting a 
contract offer to cover all areas of the United States. Similarly, 
nothing would require a bidder to submit a contract offer to cover 
all areas of the United States. The amount of the bid price sub-
mitted under a contract offer is required to be the same for all por-
tions of the area. 

The Secretary will establish a procedure under which a pre-
scribing physician has certain appeal rights that are similar to 
those provided to a physician who prescribes durable medical 
equipment or a clinical diagnostic laboratory test. Certain provi-
sions specified in Section 1842(o)(3) with respect to assignment will 
also apply to claims for competitively biddable drugs and 
biologicals. Certain protections against liability in case of adverse 
medical necessity determination will apply to Medicare bene-
ficiaries. There shall be no administrative or judicial review with 
respect to the establishment of payment amounts, contract awards, 
establishment of competitive acquisition areas, the phased in im-
plementation, the selection of categories of competitively biddable 
drugs and biologicals for competitive acquisition or the bidding 
structure or number of contractors who are selected. 

No later than July 1, 2008, the Secretary is required to report 
to Congress on savings, reductions in cost-sharing, access to com-
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petitively biddable drugs and biologicals, the range of choices of 
contractors available to providers as well as beneficiary and pro-
vider satisfaction under the competitive acquisition program. The 
report will also examine the information comparing prices for drugs 
in the competitive acquisition program and under the application 
of the average sales price methodology under Section 1847A. 

In developing rules to implement this section, the Secretary 
should seek public comment on factors that disadvantage certain 
covered drugs based on drug forms and delivery and dispensing 
modes, and which may result in increased Medicare expenditures. 

Items and Services Relating to Furnishing of Blood Clotting Fac-
tors (Section 303(e)(1) of the Conference Agreement and Sec-
tion 303(f) of the House Bill). 

Present Law 
Medicare will pay for blood clotting factors for hemophilia pa-

tients who are competent to use such factors to control bleeding 
without medical supervision, as well as the items related to the ad-
ministration of such factors. 

House Bill 
MedPAC would be required to submit to Congress specific rec-

ommendations with respect to payment for blood clotting factors 
and its administration in its 2004 annual report. The provision 
would be effective upon enactment. 

Senate Bill 
The Secretary is required to review the GAO report on pay-

ment for blood clotting factors and provide a separate payment for 
the administration of these factors. The total amount of payments 
for blood clotting factors furnished in CY2004 would not exceed the 
amount that would have otherwise been expended. In CY2005 and 
subsequently, this separate payment amount would be updated by 
the change in the CPI for medical care for the previous year ending 
in June. The provision would be effective upon enactment. 

Conference Agreement 
The Secretary is required to review the GAO report on pay-

ment for blood clotting factors and provide a separate payment for 
the administration of these factors. The payment amount may take 
into account the mixing (if appropriate) and delivery of factors to 
an individual, including special inventory management and storage 
requirements as well as ancillary supplies and patient training nec-
essary for self-administration. The total amount of payments for 
blood clotting factors furnished in CY2005 can not exceed the 
amount that would have otherwise been expended. In CY2006 and 
subsequently, this separate payment amount would be updated by 
the change in the CPI for medical care for the previous year ending 
in June. 
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Pharmacy Supplying Fee for Certain Drugs and Biologicals (Sec-
tion 303(e)(2), Section 303(g) of the House Bill and Section 
432(b)(8) of the Senate Bill). 

Present Law
Medicare pays for certain outpatient prescription drugs and 

biologicals. For instance, Medicare pays a dispensing fee in con-
junction with inhalation therapy drugs used in nebulizers. Medi-
care does not pay a dispensing fee to pharmacists or providers who 
supply oral drugs. 

House Bill 
The Secretary would be required to provide for separate pay-

ments in the physician fee schedule to cover the administration 
and acquisition costs associated with covered drugs and biologicals 
furnished by a contractor under the competitive acquisition pro-
gram. The provision would be effective upon enactment. 

Senate Bill 
Medicare would pay a dispensing fee (less the applicable de-

ductible and coinsurance amounts) to licensed approved phar-
macies for covered immunosuppressive drugs, oral anti-cancer 
drugs, and oral anti-nausea drugs used as part of an anti-cancer 
chemotherapeutic regimen. Medicare would be able to pay a dis-
pensing fee (less the applicable deductible and coinsurance 
amounts) to licensed approved pharmacies for other drugs and 
biologicals. The provision would be effective upon enactment. 

Conference Agreement 
The Secretary is required to pay a supply fee (less the applica-

ble deductible and coinsurance amounts) to licensed approved phar-
macies for covered immunosuppressive drugs, oral anti-cancer 
drugs, and oral anti-nausea drugs used as part of an anti-cancer 
chemotherapeutic regimen. Such fee is not meant to be a dis-
pensing fee. The intent of the Conferees is to not to include in such 
fee, amounts for cognitive services. 

Linkage of Revised Drug Payments and Increases for Drug Admin-
istration (Section 303(f) of the Conference Agreement and Sec-
tion 432(b)(1) of the Senate Bill). 

Present Law 
No provision. 

House Bill 
No provision. 

Senate Bill 
A linkage of revising drug payments to incorporate market 

prices and payment increases for drug administration would be es-
tablished. 
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Conference Agreement 
The Secretary cannot implement the revision in payment 

amount for categories of drug or biological administered by physi-
cians unless the Secretary concurrently makes the practice expense 
payment adjustment on the basis of survey data as specified ear-
lier. 

Prohibition of Administrative and Judicial Review (Section 303(g) 
of the Conference Agreement and Section 432(d) of the Senate 
Bill). 

Present Law 
Medicare beneficiaries and, in certain circumstances, providers 

and suppliers of health care services may appeal adverse deter-
minations regarding claims for benefits under Part A and Part B. 
Section 1869 of the SSA allows these parties who have been denied 
coverage of an item or service the right to appeal that decision 
through a series of administrative appeals and then into federal 
district court under certain circumstances. Section 1878 of the SSA 
allows providers who are dissatisfied with certain cost reporting de-
terminations that affect their reimbursement amounts the right to 
appeal that decision in front of the Provider Reimbursement Re-
view Board and then into federal district court if certain thresholds 
regarding the amount in dispute are met at each step of the ap-
peals process. 

House Bill 
No provision. 

Senate Bill 
The provisions concerning Medicare’s determination of pay-

ment amounts for existing and new drugs and biologicals including 
the administration of blood clotting factors, home infusion drugs 
and inhalation drugs would not be subject to administrative or ju-
dicial review under Sections 1869 and 1878 of the SSA or other-
wise. The provision would be effective upon enactment. 

Conference Agreement 
The provisions concerning Medicare’s determination of pay-

ment amounts, methods or adjustments including those with re-
spect to a drug’s widely available market price in 2004, the admin-
istration of blood clotting factors, and pharmacy supplying fees will 
not be subject to administrative or judicial review under Sections 
1869 and 1878 of the SSA or otherwise. The provision would be ef-
fective upon enactment. 

The provisions concerning Medicare’s determination of the 
budget neutral adjustments, adjustments to the practice expense 
relative value units for certain drug administration services and 
other drug administration services will not be subject to adminis-
trative or judicial review under Section 1869 of the SSA or other-
wise. The provision would be effective upon enactment. 

The provisions concerning Medicare’s treatment of other serv-
ices currently in the non-physician work pool, payment for multiple 
chemotherapy agents furnished on a single day through the push 
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technique, and the transitional adjustment will not be subject to 
administrative or judicial review under Sections 1869 and Section 
1878 of the SSA or otherwise. The provision would be effective 
upon enactment.

Continuation of Payment Methodology for Radiopharmaceuticals 
(Section 303(h) of the Conference Agreement and Section 303(c) 
of the House Bill). 

Present Law 
Under certain circumstances, Medicare makes a separate pay-

ment for supplies furnished in connection with a procedure. Medi-
care will pay separately for pharmaceutical or radiopharmaceutical 
supplies when procedures such as diagnostic radiolologic proce-
dures or other diagnostic tests requiring a pharmacological stress-
ing agent. 

Although Medicare uses the Healthcare Common Procedure 
Coding System (HCPCS) codes to identify and pay for physician ad-
ministered drugs, the AWPs are established for national drug codes 
(NDC) codes that are maintained by the Food and Drug Adminis-
tration (FDA). Until January 1, 2003, each Medicare carrier would 
convert NDC codes into HCPCS codes in order to develop AWP-
based payments for physicians in its area. To address the variation 
in carrier-established drug pricing methods, CMS implemented a 
single drug pricer (SDP), a centrally administered fee schedule for 
covered outpatient drugs on January 1, 2003. The SDP excludes 
radiopharmaceuticals, outpatient hospital drugs, and drugs paid by 
the durable medical equipment regional carriers (DMERCs). 

House Bill 
These provisions would not affect the existing carrier invoice 

pricing method used to pay for radiopharmaceuticals. The provision 
would be effective upon enactment. 

Senate Bill 
No provision. 

Conference Agreement 
The conference agreement will not change the Part B payment 

methodology for radiopharmaceuticals including the use by carriers 
of the invoice pricing method. 

Conforming Amendments (Section 303(i) of the Conference Agree-
ment and Section 303(d) of the House Bill). 

Present Law 
No provision. 

House Bill 
The provisions in this section would not affect the existing cov-

erage for outpatient drugs. The collection of data to calculate the 
manufacturer’s average sales price and the manufacturer’s whole-
sale acquisition cost would be included as part of the Medicaid 
drug rebate program for calendar quarters beginning on or after 
April 1, 2004. Information on sales that were made at a nominal 
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price would also be submitted and be subject to audit by the HHS 
Inspector General. The provision would be effective upon enact-
ment. 

Senate Bill 
No provision. 

Conference Agreement 
The conference agreement includes conforming amendments to 

the existing statutory language. A pharmacy-dispensing fee will not 
be paid when payment for a drug is made under the average sales 
price or competitive acquisition program. The provisions in this sec-
tion will not affect the existing coverage for outpatient drugs. The 
list of services paid for under Part B will be amended to include 
drugs paid for under Sections 1847, 1847A, and 1847B. Information 
by NDC (including package size) on the manufacturer’s average 
sales price and total number of units; the manufacturer’s wholesale 
acquisition cost; sales that were made at a nominal price will be 
included as part of the Medicaid drug rebate program for calendar 
quarters beginning on or after January 1, 2004. This information 
will be subject to audit by the Inspector General. The Secretary 
will be able to survey wholesalers and manufacturers that directly 
distribute covered outpatient drugs to verify average sales price 
(including wholesale acquisition cost) under the Medicaid drug re-
bate program. The provisions with respect to the Congressional re-
view of agency rulemaking will not apply with respect to regula-
tions that implement adjustments to the physician fee schedule or 
the application of market based payment systems. The existing re-
quirement that the Secretary study the effect on AWP of Medi-
care’s policy to pay for covered outpatient drugs at 95% of AWP is 
repealed. 

Extension 

Payment for Inhalation Drugs and Certain Other Drugs (Section 
305 of the Conference Agreement, Section 602(c) of the House 
Bill, and Section 432(b)(7) of the Senate Bill). 

Present Law 
Medicare will cover outpatient prescription drugs and 

biologicals if they are necessary for the effective use of covered du-
rable medical equipment (DME), including those drugs that must 
be put directly into the equipment such respiratory drugs given 
through a nebulizer (inhalation drugs). 

House Bill 
GAO would be required to conduct a study to examine the ade-

quacy of current reimbursements for inhalation therapy under the 
Medicare program and submit the results of the study in a report 
to Congress no later than May 1, 2004. 

Senate Bill 
The Secretary would be able to increase payments for covered 

DME associated with inhalation drugs and biologicals and make 
separate payments for such drugs and biologicals furnished 
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through covered DME on or after January 1, 2004, if such pay-
ments are determined to be appropriate. The associated spending 
attributed to the increased and separate payments for the covered 
DME and inhalation drugs and biologicals in the year would not 
exceed the 10% of the difference between the savings in total 
spending for these drug and biologicals attributed to the prescrip-
tion drug pricing changes enacted in this legislation. The provision 
would be effective upon enactment. 

Conference Agreement 
Inhalation drugs or biologicals furnished through covered dura-

ble medical equipment that is not described in subparagraph (A)(iv) 
will be paid at 85% of AWP in 2004. In 2005, it will be the amount 
provided under the average sales price methodology. 

GAO is required to conduct a study to examine the adequacy 
of current reimbursements for inhalation therapy under the Medi-
care program and submit the results of the study in a report to 
Congress no later than 1 year from the enactment date of this leg-
islation. 

Demonstration Project for Use of Recovery Audit Contractors (Sec-
tion 305 of the Conference Agreement and Section 304 of the 
House Bill). 

Present Law 
No provision. 

House Bill 
The Secretary would be required to conduct a demonstration 

project for up to 3 years on the use of recovery audit contractors 
under the Medicare Integrity Program. The recovery audit contrac-
tors would identify underpayments and overpayments in the Medi-
care program and would recoup overpayments made to providers. 
Payment would be made to these contractors on a contingent basis, 
a percentage of the amount recovered by the contractors would be 
able to be retained by the Secretary and available to the program 
management account of Centers for Medicare & Medicaid Services 
(CMS), and the Secretary would be required to examine the efficacy 
of using these contractors with respect to duplicative payments, ac-
curacy of coding, and other payment policies in which inaccurate 
payments arise. The demonstration project would be required to 
cover at least 2 states that are among the states with the highest 
per-capita utilization rates of Medicare services and have at least 
3 recovery audit contractors. The Secretary would be able to waive 
Medicare statutory provisions to pay for the services of the recov-
ery audit contractors. Recovery of an overpayment through this 
project would not prohibit the Secretary or the Attorney General 
from investigating and prosecuting appropriate allegations of fraud 
and abuse. Fiscal intermediaries, carriers, and Medicare Adminis-
trative Contractors would not be eligible to participate as a recov-
ery audit contractor. The Secretary would be required to show pref-
erence to contracting with entities that have demonstrated more 
than 3 years direct management experience and a proficiency in re-
covery audits with private insurers or state Medicaid programs. 
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Within 6 months of completion, the Secretary would be required to 
report to Congress on the project’s savings to the Medicare pro-
gram, including recommendations on the cost-effectiveness of ex-
tending or expanding the program. The provision would be effective 
upon enactment. 

Senate Bill 
No provision. 

Conference Agreement 
The conference agreement requires the Secretary to conduct a 

demonstration project for up to 3 years on the use of recovery audit 
contractors under the Medicare Integrity Program. The recovery 
audit contractors will identify underpayments and overpayments in 
the Medicare program and recoup overpayments made to providers. 
Payment may be made to these contractors on a contingent basis, 
a percentage of the amount recovered by the contractors is to be 
retained by the Secretary and available to the program manage-
ment account of the Centers for Medicare & Medicaid Services 
(CMS), and the Secretary is required to examine the efficacy of 
using these contractors with respect to duplicative payments, accu-
racy of coding, and other payment policies in which inaccurate pay-
ments arise. 

The demonstration project is required to cover at least 2 states 
that are among the states with the highest per-capita utilization 
rates of Medicare services and that have at least 3 recovery audit 
contractors. The Secretary is required to waive Medicare statutory 
provisions as necessary in order to pay for the services of the recov-
ery audit contractors. The Secretary is required to show preference 
to contracting with entities that have demonstrated more than 3 
years direct management experience and a proficiency in recovery 
audits with private insurers or state Medicaid programs. Fiscal 
intermediaries, carriers, and Medicare Administrative Contractors 
are not eligible to participate as a recovery audit contractor. Recov-
ery of an overpayment through this project does not prohibit the 
Secretary or the Attorney General from investigating and pros-
ecuting allegations of fraud or abuse arising from the overpayment. 
Within 6 months of completion, the Secretary is required to report 
to Congress on the project’s savings to the Medicare program, in-
cluding recommendations on the cost-effectiveness of extending or 
expanding the program. The provision is effective upon enactment. 

Pilot Program for National and State Background Checks on Direct 
Patient Access Employees of Long-Term Care Facilities or Pro-
viders (Section 306 of the Conference Agreement and Section 
620 of the Senate Bill). 

Present Law 
Nursing homes and home health agencies may request the 

Federal Bureau of Investigation (FBI) to search its all-state na-
tional data bank of arrest and convictions for the criminal histories 
of applicants who would provide direct patient care, as long as 
states establish mechanisms for processing these requests. Most 
states have enacted laws that require or allow nursing homes and 
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home health agencies to conduct these criminal background checks 
for certain categories of potential employees. The Attorney General 
may charge nursing homes and home health agencies fees of no 
greater than $50 per request. 

To conduct a criminal background check, nursing homes and 
home health agencies must provide a copy of an applicants finger-
prints, a statement signed by the applicant authorizing the search, 
and other information to the appropriate state agency. Such infor-
mation must be provided no later than 7 days after its acquisition 
by the nursing home or home health agency. Nursing facilities or 
home health care agencies that deny employment based on reason-
able reliance on information from the Attorney General are exempt 
from liability for any action brought by the applicant. The informa-
tion received from either the state or Attorney General may be 
used only for the purpose of determining the suitability of the ap-
plicant for employment by the agency in a position involved in di-
rect patient care. 

HHS maintains a national health care fraud and abuse data 
base, the Healthcare Integrity and Protection Data Bank (HIPDB), 
for the reporting of final adverse actions, including health care re-
lated civil judgments and criminal convictions of health care practi-
tioners, providers and suppliers. This information is currently 
available for self-query by government agencies, health plans, 
health care providers, suppliers and practitioners. All states also 
maintain their own registries of persons who have completed nurse 
aide training and competency evaluation programs and other per-
sons for whom the state determines meet the requirements to work 
as a nurse aide. Included in these registries are data describing 
state findings of resident neglect, abuse and/or the misappropria-
tion of resident property. 

State agencies that survey providers to ensure they meet Medi-
care and/or Medicaid requirements for participation are referred to 
as survey and certification agencies, or state survey agencies. 
Under current law, state survey agencies are required to inves-
tigate allegations of resident neglect, abuse and/or the misappro-
priation of resident property in nursing homes. 

House Bill 
No provision. 

Senate Bill 
Medicare and/or Medicaid certified nursing homes, home 

health agencies, hospices, long-term care hospitals, intermediate 
care facilities for the mentally retarded (ICF/MRs), and other enti-
ties providing long-term care services would be required to initiate 
background checks for certain workers. These workers would in-
clude those licensed, certified, nonlicensed, or contracted employee 
of a long term care facility or provider (other than a volunteer) that 
has access to a patient or resident, including nurse assistants, 
nurse aides, home health aides, individuals who provide home care, 
and personal care workers and attendants. 

Providers would be required to: (1) give written notice to work-
ers about background checks, (2) obtain a written statement dis-
closing any conviction for a relevant crime or finding of patient or 
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resident abuse from the worker, (3) receive written permission from 
workers authorizing a criminal background check, (4) obtain finger-
prints or thumb prints of workers, (5) conduct self- queries of the 
HIPDB, and (6) comply with other information requirements speci-
fied by the Secretary. States would then be required to check state 
arrest and conviction data banks, and if appropriate, request the 
FBI to check national criminal history records on behalf of pro-
viders that are required to conduct these background checks. 

The long-term care providers would be prohibited from employ-
ing a worker who has any conviction for a relevant crime or a find-
ing of patient or resident abuse. Those found to violate these re-
quirements would be subject to criminal penalty fines and/or im-
prisonment. Providers that are found to violate these requirements 
would face civil monetary fines. Providers would be permitted to 
provisionally employ workers pending completion of the criminal 
background checks as long as they comply with supervisory re-
quirements. Special consideration would be given to rural facilities 
and home health providers. 

Providers would be reimbursed for their costs associated with 
the requirements of this provision by the Secretary of HHS. The 
Attorney General could charge fees to any state requesting a 
search and exchange of records. States could also charge providers 
fees. Yet, providers could not charge fees to workers. 

The nurse aide registry would be expanded to include all em-
ployees of providers, including non-licensed workers, and renamed 
an employee registry. Survey and certification agencies would be 
required to investigate abuse and neglect allegations and misappro-
priation of resident property concerning any individual employed or 
used by any participating health and long-term care providers. 
$10.2 million would be authorized to be appropriated for FY 2004, 
with compliance with these provisions phases in for various groups 
of providers. 

Grants would be available to public or private non-profit enti-
ties to develop information on best practices in patient abuse pre-
vention training (including behavior training and interventions) for 
managers and staff of hospital and health care facilities, and for 
other purposes. 

Long-term care providers could access the HIPDB data bank 
and HIPDB would be expanded to include findings of abuse, ne-
glect, or misappropriation of resident property. A report would be 
due to Congress no later than 2 years after enactment on the num-
ber of requests for searches and exchanges of records, the disposi-
tion of requests, and the cost of responding to such requests. 

Conference Agreement 
The conference agreement requires the Secretary to establish 

pilot projects in no more than 10 states for the purpose of expand-
ing background checks for workers to other Medicare and Medicaid 
long-term care providers. Long-term care facilities or providers in-
clude Medicare- and/or Medicaid-certified nursing homes, home 
health agencies, hospices, long-term care hospitals, intermediate 
care facilities for the mentally retarded (ICF/MRs), and other enti-
ties that provide long-term care services (except for those paid 
through a self-directed arrangement). 
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States that agree to participate in this pilot project will be re-
sponsible for monitoring provider compliance and must establish 
procedures for workers to appeal or dispute the findings of the 
background checks. The Secretary will establish criteria for select-
ing those states seeking to participate and pay those states for the 
costs of conducting the pilot program (reserving 2% of the pay-
ments for the program’s evaluation). 

Long-term care providers in participating states are required 
to: (1) give notice to new workers about background checks, and (2) 
obtain a written statement disclosing any conviction for a relevant 
crime or finding of patient or resident abuse from the worker, (3) 
receive written permission from workers authorizing a criminal 
background check, (4) obtain a rolled set of finger prints of work-
ers, (5) obtain any other information specified by the state; and (6) 
initiate a check of available registries that document findings of 
resident or patient neglect, abuse, or misappropriation of property 
(if no information about a conviction of a relevant crime or finding 
of abuse are found). Providers must also obtain information on the 
workers from the state through a 10-fingerprint background check 
to be conducted using state criminal records and the Integrated 
Automated Fingerprint Identification system of the Federal Bureau 
of Investigation. Disqualifying information for employment includes 
information about a conviction for a relevant crime, a finding of pa-
tient or resident abuse, or a felony conviction related to health care 
fraud or a controlled substance. Under the agreement, at least one 
state should test if providers could contract with employment agen-
cies, subject to conditions specified by the state, to conduct these 
background checks. 

Pending completion of the national and state criminal history 
background checks, states may permit providers to provisionally 
employ workers as long as they comply with supervisory require-
ments established by the state. These requirements would take 
into account the cost or other burdens associated with small rural 
providers as well as the nature of care delivered by home health 
or hospice providers. 

The information obtained from the check may only be used for 
the purpose of determining the suitability of the applicant for em-
ployment. Providers are also protected from liability for denying 
employment based on reasonable reliance on information from the 
background checks. For fiscal years 2005 and 2006, $25 million is 
appropriated from funds not otherwise appropriated. 

GAO Study (Section 303(e) of the House Bill). 

Present Law 
No provision. 

House Bill 
GAO would be required to conduct a study to assess the impact 

of amendments made by this section on the delivery of services and 
their impact on access to drugs by beneficiaries. The report would 
be due no later than 2007. 
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Senate Bill 
GAO would be required to conduct a study that examines the 

impact of the drug payment and adjustment provisions on the ac-
cess of Medicare beneficiaries’ to covered drugs and biologicals. The 
report, including appropriate recommendations, would be due to 
Congress no later than January 1, 2006. The Inspector General 
would be required to conduct one or more studies that examine the 
market prices for Medicare covered drugs and biologicals, which 
are widely available to physicians and suppliers. The report would 
examine those drugs and biologicals that represent the largest por-
tion of Medicare spending on such items and include a comparison 
of market prices with Medicare payment amounts. 

Conference Agreement 
No provision. 

Study on Codes for Non-Oncology Codes (Section 303(h) of the 
House Bill). 

Present Law 
No provision. 

House Bill 
The Secretary would be required to submit a study to Congress 

within one year of enactment that examines the appropriateness of 
establishing and implementing separate codes for non-oncology in-
fusions that address the level of complexity and resource consump-
tion. If deemed appropriate, the Secretary would be able to imple-
ment appropriate changes in the payment methodology. The provi-
sion would be effective upon enactment. 

Senate Bill 
No provision. 

Conference Agreement 
No provision. 

Payment for Chemotherapy Drugs Purchased But Not Adminis-
tered by Physicians (Section 432(b)(9) of the Senate Bill). 

Present Law 
Medicare does not pay for chemotherapy drugs that purchased 

by physicians, are not dispensed, and must be discarded. 

House Bill 
No provision. 

Senate Bill 
The Secretary would be able to compensate a physician for 

chemotherapy drugs that are purchased with a reasonable intent 
to administer to a Medicare beneficiary but which cannot be ad-
ministered despite the physician’s reasonable efforts, because the 
beneficiary is too sick or the beneficiary’s condition changes and 
the physician must discard the drugs. The Secretary would be able 
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to increase the Medicare payment amount for all covered chemo-
therapy drugs, but the total amount of the increase could not ex-
ceed one percent of the payment for chemotherapy drugs. The bene-
ficiary’s cost sharing amounts would not be affected. The provision 
would be effective upon enactment. 

Conference Agreement 
No provision. 

Extension of Medicare Secondary Payer Rules for Individuals with 
End-Stage Renal Disease (Section 450F of the Senate Bill). 

Present Law 
Generally, Medicare is the primary payer, that is, it pays 

health claims first, with an individual’s private or other public plan 
filling in some or all of the coverage gaps. In certain cases, the 
beneficiary’s other coverage pays first, while Medicare is the sec-
ondary payer. This is known as the Medicare secondary payer 
(MSP program). The MSP provisions apply to group health plans 
for the working aged, large group health plans for the disabled, 
and, for 30 months, employer health plans for the end-stage renal 
disease (ESRD) population. 

House Bill 
No provision. 

Senate Bill 
This provision would extend the limited time period that em-

ployer health plans are primary payer for beneficiaries with end-
stage renal disease from 30 months to 36 months. The provision 
would apply for items and services furnished beginning January 1, 
2004. 

Conference Agreement 
No provision.

TITLE IV—RURAL PROVISIONS 

Subtitle A—Provisions Relating to Part A Only 

Equalizing Urban and Rural Standardized Payment Amounts 
under the Medicare Inpatient Hospital Prospective Payment 
System (Section 401 of the Conference Agreement, Section 402 
of the House Bill, and Section 401 of the Senate Bill). 

Present Law 
Medicare pays for inpatient services in acute hospitals in large 

urban areas using a standardized amount that is 1.6% more than 
the standardized amount used to pay hospitals in other areas (both 
rural areas and smaller urban areas). The Consolidated Appropria-
tions Act of 2003 (P.L. 108–7) provided for a temporary payment 
increase for rural and small urban hospitals; all Medicare dis-
charges from April 1, 2003, to September 30, 2003, will be paid on 
the basis of the large urban area amount. This temporary increase 
was further extended to discharges through March 31, 2004 by P.L. 
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108–89, which permitted the Secretary to delay implementation of 
the payment increase until November 1, 2003, if necessary. 

Under Medicare’s prospective payment system for inpatient 
services, separate standardized amounts are used to establish pay-
ments for discharges from short-term general hospitals in Puerto 
Rico. The separate amounts are a blended calculation based on an 
equal proportion of the federal national amount and the local 
amount, which are computed using data from hospitals in Puerto 
Rico. Presently, two local amounts are calculated: one for hospitals 
in large urban areas and one for hospitals in other areas. 

House Bill 
Beginning for discharges in FY2004, the standardized amount 

for hospitals located in areas other than large urban areas would 
be equal to the amount used to pay hospitals located in large urban 
areas. Technical conforming amendments would also be adopted. 

Senate Bill 
Medicare would pay hospitals in rural and small urban areas 

in the fifty states using the standardized amount used to pay hos-
pitals in large urban areas starting for discharges in FY2004. The 
Secretary would compute one standardized amount for hospitals in 
Puerto Rico equal to that for urban areas. 

Conference Agreement 
Medicare will pay hospitals in rural and small urban areas in 

the fifty states using the standardized amount that would be used 
to pay hospitals in large urban areas starting for discharges in 
FY2004. The Secretary will compute one local standardized amount 
for all hospitals in Puerto Rico equal to that for hospitals in large 
urban areas in Puerto Rico starting for discharges in FY2004. The 
existing single standardized amount will continue for hospitals that 
are not in Puerto Rico are not affected. Hospitals in Puerto Rico 
will receive the legislated payment increase starting for discharges 
on April 1, 2004. 

Enhanced Disproportionate Share Hospital (DSH) Treatment for 
Rural Hospitals and Urban Hospitals with Fewer than 100 
Beds (Section 402 of the Conference Agreement, Section 401 of 
the House Bill, and Section 404 of the Senate Bill). 

Present Law 
Medicare makes additional payments to certain acute hospitals 

that serve a large number of low-income Medicare and Medicaid 
patients as part of its inpatient prospective payment system 
(IPSS). As specified by BIPA, starting with discharges occurring on 
or after April 1, 2001, all hospitals are eligible to receive Medicare 
disproportionate share hospital (DSH) payments when their DSH 
patient percentage or threshold amount exceeds 15%. Different for-
mulas are used to establish a hospital’s DSH payment adjustment, 
depending upon the hospital’s location, number of beds and status 
as a rural referral center (RRC) or sole community hospital (SCH). 
Although a SCH or RRC can qualify for a higher DSH adjustment, 
generally, the DSH adjustment that a small urban or rural hospital 
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can receive is limited to 5.25%. Large (100 beds and more) urban 
hospitals and large rural hospitals (500 beds and more) are eligible 
for a higher adjustment that can be significantly greater; the 
amount of the DSH adjustment received by these larger hospitals 
will depend upon its DSH percentage. Certain urban hospitals 
(Pickle hospitals) receive DSH payments under an alternative for-
mula that considers the proportion of a hospital’s patient care reve-
nues that are received from state and local indigent care funds. 

House Bill 
Starting for discharges after October 1, 2003, a hospital that 

is not a large urban hospital that qualifies for a DSH adjustment 
would receive its DSH payments using the current DSH adjust-
ment formula for large urban hospitals, subject to a limit. The DSH 
adjustment for any of these hospitals, except for rural referral cen-
ters, would be capped at 10%. A Pickle hospital receiving a DSH 
adjustment under the alternative formula would not be affected. 

Senate Bill 
Starting for discharges after October 1, 2004, a hospital that 

qualifies for a DSH adjustment when its DSH patient percentage 
exceeds the 15% DSH threshold would receive the DSH payments 
using the current formula that establishes the DSH adjustment for 
a large urban hospital. A Pickle hospital receiving a DSH adjust-
ment under the alternative formula would not be affected. 

Conference Agreement 
Starting for discharges after April 1, 2004, a hospital that is 

not a large urban hospital that qualifies for a DSH adjustment will 
receive its DSH payments using the current DSH adjustment for-
mula for large urban hospitals, subject to a limit. The DSH adjust-
ment for any of these hospitals, except for rural referral centers, 
will be capped at 12%. A Pickle hospital receiving a DSH adjust-
ment under the alternative formula will not be affected by this pro-
vision.

Adjustment of the Medicare Inpatient Hospital Prospective Pay-
ment System Wage Index to Revise the Labor-Related Share of 
Such Index (Section 403 of the Conference Agreement, Section 
416 of the House Bill, and Section 402 of the Senate Bill). 

Present Law 
Medicare’s payments to acute hospitals are adjusted, either in-

creased or decreased as appropriate, by the wage index of the area 
where the hospital is located or where it has been reassigned. Pres-
ently, approximately 71 percent of the standardized amount for 
each hospital discharge is adjusted by the area wage index. De-
creasing this proportion or labor-related share would increase 
Medicare payments to hospitals in areas with wage indices below 
one and decrease Medicare payments to hospitals in areas with 
wage indices above one. 
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House Bill 
For discharges occurring on or after October 1, 2003, the Sec-

retary would be required to decrease the labor-related share to 62 
percent of the standardized amount only if such change would re-
sult in higher total payments to the hospital. This provision would 
be applied without regard to certain budget-neutrality require-
ments. 

Senate Bill 
For cost reporting periods beginning on or after October 1, 

2004, the Secretary would be required to decrease the labor-related 
share to 62 percent of the standardized amount only if such change 
would result in higher total payments to the hospital. This provi-
sion would be applied without regard to certain budget-neutrality 
requirements. 

Conference Agreement 
For discharges on or after October 1, 2004, the Secretary is re-

quired to decrease the labor-related share to 62 percent of the 
standardized amount when such change will result in higher total 
payments to the hospital. This provision is applied without regard 
to certain budget-neutrality requirements. For discharges on or 
after October 1, 2004, the Secretary is also required to decrease the 
labor-related share to 62 percent of the standardized amount for 
hospitals in Puerto Rico when such change results in higher total 
payments to the hospital. 

More Frequent Update in Weights Used in Hospital Market Basket 
(Section 404 of the Conference Agreement and Section 404 of 
the House Bill). 

Present Law 
Medicare’s standardized amounts, which serve as the basis of 

its payment per discharge from an acute hospital, are increased an-
nually using an update factor that is determined in part by the 
projected increase in the hospital market basket. The market bas-
ket is a fixed-weight hospital input price index, which measures 
the average change in the price of goods and services that hospitals 
purchase in order to furnish inpatient care. The Centers for Medi-
care and Medicaid Services (CMS) revises the cost category 
weights, reevaluates the price proxies for such categories, and 
rebases (or changes the base period) for the market basket every 
5 years. CMS implemented a revised and rebased market basket 
using 1997 cost data to set the FY2003 Medicare hospital payment 
rates. 

House Bill 
The Secretary would be required to revise the market basket 

weights to reflect the most currently available data and to estab-
lish a schedule for revising the cost category weights more often 
than once every 5 years. The Secretary would be required to sub-
mit a report to Congress by October 1, 2004 on the reasons for and 
the options considered in establishing such a schedule. 
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Senate Bill 
No provision. 

Conference Agreement 
The Secretary is required to revise the market basket weights 

to reflect the most currently available data and to establish a 
schedule for revising the cost category weights more often than 
once every 5 years. The Secretary is required to publish the rea-
sons for and the options considered in establishing such a schedule 
in the final rule establishing FY2006 inpatient hospital payments. 

Improvements to the Critical Access Hospital (CAH) Program (Sec-
tion 405 of the Conference Agreement, Section 405 of the 
House Bill, and Section 405 of the Senate Bill). 

Increase in Payment Amounts (Section 405(a) of the Conference 
Agreement and Section 405(a) of the House Bill). 

Present Law 
Generally, a critical access hospital (CAH) receives reasonable 

cost reimbursement for care rendered to Medicare beneficiaries. 
CAHs may elect either a cost-based hospital outpatient service re-
imbursement or an all-inclusive rate, which is equal to a reason-
able cost reimbursement for facility services plus 115 percent of the 
fee schedule payment for professional services. Ambulance services 
that are owned and operated by CAHs are reimbursed on a reason-
able cost basis if these ambulance services are 35 miles from an-
other ambulance system. 

House Bill 
Inpatient, outpatient, and covered skilled nursing facility serv-

ices provided by a CAH would be reimbursed at 102 percent of rea-
sonable costs of services furnished to Medicare beneficiaries. This 
provision would apply to cost reporting periods beginning on or 
after October 1, 2003. 

Senate Bill 
No provision. 

Conference Agreement
Inpatient, outpatient, and covered skilled nursing facility serv-

ices provided by a CAH will be reimbursed at 101 percent of rea-
sonable costs of services furnished to Medicare beneficiaries. This 
provision applies to cost reporting periods beginning on or after 
January 1, 2004. 

Coverage of Costs for Certain Emergency Room On-Call Providers 
(Section 405(b) of the Conference Agreement, Section 405(b) of 
the House Bill, and Section 405(c) of the Senate Bill). 

Present Law 
BIPA required the Secretary to include the costs of compensa-

tion (and related costs) of on-call emergency room physicians who 
are not present on the premises of a CAH, are not otherwise fur-
nishing services, and are not on-call at any other provider or facil-
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ity when determining the allowable, reasonable cost of outpatient 
CAH services. 

House Bill 
Reimbursement of on-call emergency room providers would be 

expanded to include the costs associated with physician assistants, 
nurse practitioners, and clinical nurse specialists as well as emer-
gency room physicians for covered Medicare services. This provision 
would apply to costs for services provided on or after January 1, 
2004. 

Senate Bill 
The provision would expand reimbursement of on-call emer-

gency room providers to include physician assistants, nurse practi-
tioners, and clinical nurse specialists as well as emergency room 
physicians for covered Medicare services provided on or after Janu-
ary 1, 2005. 

Conference Agreement 
The provision expands reimbursement of on-call emergency 

room providers to include physician assistants, nurse practitioners, 
and clinical nurse specialists as well as emergency room physicians 
for the costs associated with covered Medicare services provided on 
or after January 1, 2005. 

Authorization of Periodic Interim Payment (PIP) (Section 405(c) of 
the Conference Agreement, Section 405(d) of the House Bill, 
and Section 405(d) of the Senate Bill). 

Present Law 
Eligible hospitals, skilled nursing facilities, and hospices which 

meet certain requirements receive Medicare periodic interim pay-
ments (PIP) every 2 weeks; these payments are based on estimated 
annual costs without regard to the submission of individual claims. 
At the end of the year, a settlement is made to account for any dif-
ference between the estimated PIP payment and the actual amount 
owed. A CAH is not eligible for PIP payments. 

House Bill 
An eligible CAH would be able to receive payments made on 

a PIP basis for its inpatient services. The Secretary would be re-
quired to develop alternative methods based on the expenditures of 
the hospital for these PIP payments. This provision would apply to 
payments made on or after January 1, 2004. 

Senate Bill 
Starting with payments made on or after January 1, 2005, an 

eligible CAH would be able to receive payments made on a PIP 
basis for inpatient services. The provision would apply to payments 
for inpatient CAH services furnished on or after January 1, 2005. 

Conference Agreement 
An eligible CAH will be able to receive payments made on a 

PIP basis for its inpatient services. The Secretary is required to de-
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velop alternative methods for the timing of PIP payments to these 
CAHs. This provision applies to payments made on or after July 1, 
2004. 

Condition for Application of Special Professional Service Payment 
Adjustment (Section 405(d) of the Conference Agreement and 
Section 405(e) of the House Bill). 

Present Law 
As specified by BBRA, CAHs can elect to be paid for outpatient 

services using cost-based reimbursement for its facility fee and at 
115 percent of the fee schedule for professional services otherwise 
included within its outpatient critical access hospital services for 
cost reporting periods starting on or after October 1, 2000. 

House Bill 
The Secretary would not be able to require that all physicians 

providing services in a CAH assign their billing rights to the entity 
in order for the CAH to be able to be paid on the basis of 115 per-
cent of the fee schedule for the professional services provided by 
the physicians. However, a CAH would not receive payment based 
on 115 percent of the fee schedule for any individual physician who 
did not assign billing rights to the CAH. This provision would be 
effective as if it had been included as part of BBRA. 

Senate Bill 
No provision. 

Conference Agreement 
The Secretary cannot require that all physicians or practi-

tioners providing services in a CAH assign their billing rights to 
the entity in order for the CAH to be able to be paid on the basis 
of 115 percent of the fee schedule for the professional services pro-
vided by the physicians. However, a CAH will not receive payment 
based on 115 percent of the fee schedule for any individual physi-
cian or practitioner who did not assign billing rights to the CAH. 
This provision applies to cost reporting periods starting on or after 
July 1, 2004 except for those CAHs that have already elected pay-
ment for physician services on this basis in the past; this provision 
will apply to those CAHs starting for cost reporting periods on or 
after July 1, 2003.

Revision in Bed Limitation for Hospitals (Section 405(e) of the Con-
ference Agreement, Section 405(f) of the House Bill, and Sec-
tion 405(a) of the Senate Bill). 

Present Law 
A CAH is a limited service facility that must provide 24-hour 

emergency services and operate a limited number of inpatient beds 
in which hospital stays can average no more than 96 hours. A CAH 
cannot operate more than 15 acute-care beds at one time, but can 
have an additional 10 swing beds that are set up for skilled nurs-
ing facility (SNF) level care. SNF beds in a unit of the facility that 
is licensed as a distinct-part skilled nursing facility at the time of 
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the facility’s application for CAH designation are not counted to-
ward these bed limits. 

House Bill 
The Secretary would be required to specify standards for deter-

mining whether a CAH has seasonal variations in patient admis-
sions that would justify a 5-bed increase in the number of beds it 
can maintain (and still retain its classification as a CAH). CAHs 
that operate swing beds would be able to use up to 25 beds for 
acute care services as long as no more than 10 beds at any time 
are used for non-acute services. Those CAHs with swing beds that 
made this election would not be eligible for the 5-bed seasonal ad-
justment. A CAH with swing beds that elects to operate 15 of its 
25 beds as acute care beds would be eligible for the 5-bed seasonal 
adjustment. These provisions would only apply to CAH designa-
tions made before, on, or after January 1, 2004. 

Senate Bill 
A CAH would be able to operate up to 25 swing beds or acute 

care beds, subject to the 96 hour average length of stay for acute 
care patients. The requirement that only 15 of the 25 beds be used 
for acute care at any time would be dropped. The provision would 
be effective for designations made on or after October 1, 2004. 

Conference Agreement 
A CAH will be able to operate up to 25 beds. The requirement 

that only 15 of the 25 beds be used for acute care at any time will 
be dropped. The provision will apply to CAH designations made be-
fore, on, or after January 1, 2004, but any election made pursuant 
to the regulations promulgated to implement this provision will 
only apply prospectively. 

Provisions Relating to FLEX Grants (Section 405(f) of the Con-
ference Agreement, Section 405(g) of the House Bill, and Sec-
tion 405(f) of the Senate Bill). 

Present Law 
The Secretary is able to make grants for specified purposes to 

states or eligible small rural hospitals that apply for such awards. 
For example, the Medicare Hospital Flexibility Program awards 
grants to states for rural health care planning and implementation 
activities, rural network development and implementation, to es-
tablish or expand rural emergency medical services and for CAH 
designations. 

The Secretary may also award grants to hospitals to assist eli-
gible small rural hospitals in implementing data systems required 
under BBA 1997. Small rural hospitals are short term general hos-
pitals with less than 50 beds that are located in rural areas. 

Funding for the rural hospital flexibility grant program was 
$25 million from FY1999 through FY2001; $40 million in FY2002; 
and $25 million in 2003. The authorization to award the grants ex-
pired in FY2002. 
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House Bill 
The authorization to award grants would be established from 

FY2004 through FY2008 from the Federal Hospital Insurance 
Trust Fund at amounts of up $25 million each year. The provision 
would be effective upon enactment. 

Senate Bill 
The provision would permit the Secretary to award grants 

under the Small Rural Hospital Improvement Program to hospitals 
that have submitted applications to assist eligible small rural hos-
pitals in reducing medical errors, increasing patient safety, pro-
tecting patient privacy, and improving hospital quality. These 
grants would not exceed $50,000 and would be able to be used to 
purchase computer software and hardware, educate and train hos-
pital staff, and obtain technical assistance. The provision would au-
thorize appropriations of $40 million each year from FY2004 
through FY2008 from the Federal Hospital Insurance Trust Fund 
for grants to states for specified purposes. States that are awarded 
grants would be required to consult with the hospital association 
and rural hospitals in the state on the most appropriate way to use 
such funds. The provision would also authorize $25 million each 
year from FY2004 through FY2008 for the Small Rural Hospital 
Improvement Program. This amount would be appropriated from 
amounts in the treasury not otherwise appropriated. 

The provisions would be effective upon enactment. They would 
apply to grants awarded on or after the date of enactment and 
would apply to grants awarded prior to the date of enactment to 
the extent that the funds have not yet been obligated. 

Conference Agreement 
The authorization to award rural hospital flexibility grants is 

established at $35 million each year from FY2005 through FY2008. 
Starting with funds appropriated for FY2005 and in subsequent 
years, a state is required to consult with the hospital association 
and rural hospitals in the state on the most appropriate way to use 
such funds. A state may not spend more than 15% of the grant 
amount or the states federally negotiated indirect rate for adminis-
trative purposes. Beginning with FY2005 up to 5% of the total 
amount appropriated for grants will be available to the Health Re-
sources and Services Administration for administering these 
grants. 

Exclusion of Certain Beds from Bed Count and Removal of Barriers 
to Establishment of Distinct Part Units (Section 405(g) of the 
Conference Agreement and Section 405(g) of the Senate Bill). 

Present Law
Beds in distinct part psychiatric or rehabilitation units oper-

ated by an entity seeking to become a CAH would not count toward 
the bed limit. 

House Bill 
No provision. 
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Senate Bill 
The Secretary would not be able to count any beds in a distinct 

part psychiatric or rehabilitation unit operated by the entity seek-
ing to become a CAH. The total number of beds in these distinct 
part units would not be able to exceed 25. A CAH would be able 
to establish a distinct part psychiatric or rehabilitation unit. The 
provision would apply to designations on or after October 1, 2003. 

Conference Agreement 
A CAH can establish a distinct part psychiatric or rehabilita-

tion unit that meets the applicable requirements for such beds es-
tablished for a short-term, general hospital, specifically, a sub-
section (d) hospital as defined in 1886(d)(1)(B). If the distinct part 
units do not meet these requirements during a cost reporting pe-
riod, then no Medicare payment will be made to the CAH for serv-
ices furnished in the unit during the period. Medicare payments 
will resume only after the CAH demonstrates that the require-
ments have been met. Medicare payments for services provided in 
the distinct part units will equal payments that are made on a pro-
spective payment basis to distinct part units of short term general 
hospitals. The Secretary will not count any beds in the distinct part 
psychiatric or rehabilitation units toward the CAH bed limit. The 
total number of beds in these distinct part units cannot exceed 10. 
The provision will apply to cost reporting periods starting October 
1, 2004. 

Waiver Authority (Section 405(h) of the Conference Agreement). 

Present Law 
Currently to qualify as a CAH, the rural, for-profit, non profit 

or public hospital must be located more than 35 miles from another 
hospital or 15 miles in areas with mountainous terrain or those 
where only secondary roads are available. These mileage standards 
may be waived if the hospital has been designated by the State as 
a necessary provider of health care. 

House Bill 
No provision. 

Senate Bill 
No provision. 

Conference Report 
Currently to qualify as a CAH, the rural, for-profit, non profit 

or public hospital must be located more than 35 miles from another 
hospital or 15 miles in areas with mountainous terrain or those 
where only secondary roads are available. These mileage standards 
may be waived if the hospital has been designated by the state as 
a necessary provider of health care. This authority is eliminated 2 
years after enactment. 
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Medicare Inpatient Hospital Payment Adjustment for Low-Volume 
Hospitals (Section 406 of the Conference Agreement and Sec-
tion 403 of the Senate Bill). 

Present Law 
Medicare pays inpatient acute hospital services on a discharge 

basis without regard for the number of beneficiaries discharged 
from any given hospital. Under certain circumstances, however, 
sole community hospitals (SCHs) and Medicare dependent hos-
pitals with more than a 5% decline in total discharges from one pe-
riod to the next may apply for an adjustment to their payment 
rates to partially account for higher costs associated with a drop in 
patient volume due to circumstances beyond its control. 

House Bill 
No provision. 

Senate Bill 
The provision would require the Secretary to provide for a 

graduated adjustment to Medicare’s inpatient payment rates to ac-
count for the higher unit costs associated with low-volume hos-
pitals. Certain hospitals with fewer than 2,000 total discharges 
during the 3 most recent cost reporting periods would be eligible 
for up to a 25% increase in their Medicare payment amount start-
ing for FY2005 cost reporting periods. Eligible hospitals would be 
located at least 15 miles from a similar hospital or those deter-
mined by the Secretary to be so located due to factors such as 
weather conditions, travel conditions, or travel time to the nearest 
alternative source of appropriate inpatient care. Certain budget-
neutrality requirements would not apply to this provision. 

Conference Agreement 
The Secretary is required to provide for a graduated adjust-

ment to Medicare’s inpatient payment rates to account for the 
higher unit costs associated with low-volume hospitals starting for 
discharges occurring in FY2005. The Secretary shall determine the 
empirical relationship between the standardized cost per case, the 
number of discharges, and the additional incremental costs (if any) 
for low-volume hospitals; the percentage payment increase for 
these hospitals will be based on this relationship, but in no case 
will be greater than 25%. A low-volume hospital is a short-term 
general hospital (as defined by 1886(d)(B) of the Social Security Act 
or SSA) that is located more than 25 road miles from another such 
hospital and that has less than 800 discharges during the fiscal 
year. A discharge means an inpatient acute care discharge of an in-
dividual regardless of whether the individual is entitled to Part A 
benefits. Certain budget-neutrality requirements would not apply 
to this provision. The determination of the percentage payment in-
crease is not subject to administrative or judicial review.
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Treatment of Missing Cost Reporting Periods for Sole Community 
Hospitals (Section 407 of the Conference Agreement and Sec-
tion 414 of the House Bill). 

Present Law 
Sole community hospitals (SCHs) are hospitals that, because of 

factors such as isolated location, weather conditions, travel condi-
tions, or absence of other hospitals, are the sole source of inpatient 
services reasonably available in a geographic area, or are located 
more than 35 road miles from another hospital. The primary ad-
vantage of an SCH classification is that these hospitals receive 
Medicare payments based on the current national PPS national 
standardized amount or on hospital-specific per discharge costs 
from either FY 1982, FY1987 or FY1996 updated to the current 
year, whatever amount will provide the highest Medicare reim-
bursement. The FY1996 base year option became effective for dis-
charges on or after FY2001 on a phased in basis and will be fully 
implemented for SCH discharges on or after FY2004. 

House Bill 
A hospital would not be able to be denied treatment as a SCH 

or receive payment as a SCH because data are unavailable for any 
cost reporting period due to changes in ownership, changes in fiscal 
intermediaries, or other extraordinary circumstances, so long as 
data from at least one applicable base cost reporting period is 
available. The provision would apply to cost reporting periods be-
ginning on or after January 1, 2004. 

Senate Bill 
No provision. 

Conference Agreement 
A hospital will not be able to be denied treatment as a SCH 

or receive payment as a SCH because data are unavailable for any 
cost reporting period due to changes in ownership, changes in fiscal 
intermediaries, or other extraordinary circumstances, so long as 
data from at least one applicable base cost reporting period is 
available. The provision applies to cost reporting periods beginning 
on or after January 1, 2004. 

Recognition of Attending Nurse Practitioners as Attending Physi-
cians to Serve Hospice Patients (Section 408 of the Conference 
Agreement, Section 409 of the House Bill, and Section 407 of 
the Senate Bill). 

Present Law 
Medicare covers hospice services to care for the terminal ill-

nesses of the beneficiary. In general, beneficiaries who elect the 
hospice benefit give up other Medicare services that seek to treat 
the terminal illness or that duplicate services provided by the hos-
pice. Services are provided primarily in the patient’s home by a 
Medicare approved hospice. Reasonable and necessary medical and 
support services for the management of the terminal illness are 
furnished under a written plan-of-care established and periodically 
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reviewed by the patient’s attending physician and the hospice. To 
be eligible for Medicare’s hospice care, a beneficiary must be cer-
tified as terminally ill by an attending physician and the medical 
director or other physician at the hospice and elect hospice treat-
ment. An attending physician who may be an employee of the hos-
pice is identified by the patient as having the most significant role 
in the determination and delivery of the patient’s medical care 
when the patient makes an election to receive hospice care. 

House Bill 
A beneficiary electing hospice care would be able to identify a 

nurse practitioner as an attending physician. This nurse practi-
tioner would not be able to certify the beneficiary as terminally ill 
for the purpose of entering hospice care. The provision would be ef-
fective upon enactment. 

Senate Bill 
A terminally ill beneficiary under hospice care would be able 

to receive services provided by a physician assistant, nurse practi-
tioner, or clinical nurse specialist who is not an employee of the 
hospice program and who the beneficiary identifies, when electing 
hospice care, as the health care provider having the most signifi-
cant role in the determination of medical care provided to the bene-
ficiary. A physician assistant, nurse practitioner, or clinical nurse 
specialist so identified by the beneficiary would be able to periodi-
cally review the beneficiary’s written plan of care. The amendments 
would apply to hospice care furnished on or after October 1, 2004. 

Conference Agreement 
The conference agreement expands the definition of attending 

physician in hospice to include a nurse practitioner. A nurse practi-
tioner is not permitted to certify a beneficiary as terminally ill for 
the purposes of receiving the hospice benefit. The provision would 
be effective upon enactment. 

Rural Hospice Demonstration Project (Section 409 of the Con-
ference Agreement and Section 418 of the House Bill). 

Present Law 
Medicare’s hospice services are provided primarily in a pa-

tient’s home to beneficiaries who are terminally ill and who elect 
such services. Medicare law prescribes that the aggregate number 
of days of inpatient care provided to Medicare beneficiaries who 
elect hospice care in any 12-month period cannot exceed 20% of the 
total number of days of hospice coverage provided to these persons. 

House Bill 
The Secretary would be required to establish a demonstration 

project of no more than 5 years in 3 hospice programs to deliver 
hospice care to Medicare beneficiaries in rural areas. Those Medi-
care beneficiaries who lack an appropriate caregiver and are un-
able to receive home-based hospice care would be able to receive 
hospice care in a facility of 20 or fewer beds that offers a full range 
of hospice services within its walls. The facility would not be re-
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quired to offer services outside of the home and the limit on the 
aggregate number of inpatient days provided to Medicare bene-
ficiaries who elect hospice care would be waived. The Secretary 
would be able to require the program to comply with additional 
quality assurance standards. Payments for the hospice care would 
be made at the rates that would be otherwise applicable to Medi-
care. Upon completion of the demonstration project, the Secretary 
would be required to submit a report to Congress, including rec-
ommendations, regarding the extension of the project to hospice 
programs serving rural areas. 

Senate Bill 
No provision. 

Conference Agreement 
The conference agreement requires the Secretary to establish 

a demonstration project in 3 hospice programs to deliver hospice 
care to Medicare beneficiaries in rural areas. A project is not per-
mitted to last longer than 5 years. Those Medicare beneficiaries 
who lack an appropriate caregiver and are unable to receive home-
based hospice care could receive hospice care in a facility of 20 or 
fewer beds that offers a full range of hospice services within its 
walls. The facility will not be required to offer services outside of 
the home. The limit on the aggregate number of inpatient days pro-
vided to Medicare beneficiaries who elect hospice care is waived 
under the demonstration. The Secretary may require the program 
to comply with additional quality assurance standards. Payments 
for the hospice care will be made at the rates that would be other-
wise applicable to Medicare. Upon completion of the demonstration 
project, the Secretary is required to submit a report to Congress, 
including recommendations, regarding the extension of the project 
to hospice programs serving rural areas. 

Establishment of Essential Rural Hospital Classification (Section 
403 of the House Bill). 

Present Law 
Under current law, a critical access hospital (CAH) is a limited 

service facility that must provide 24-hour emergency services and 
operate a limited number of inpatient beds in which hospital stays 
can average no more than 96 hours. A CAH is exempt from Medi-
care’s inpatient prospective payment system (IPPS) and receives 
reasonable cost reimbursement for care rendered to Medicare bene-
ficiaries. Certain acute care general hospitals, particularly those fa-
cilities identified as isolated or essential hospitals primarily located 
in rural areas, receive special treatment under IPPS. 

House Bill 
The definition of CAH hospitals and services would be amend-

ed to add an essential rural hospital. An essential rural hospital 
would apply for such a classification, would have more than 25 li-
censed acute care beds, and would be located in a rural area as de-
fined by IPPS. The Secretary would have to determine that the clo-
sure of this hospital would significantly diminish the ability of 
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beneficiaries to obtain essential health care services based on the 
certain criteria. Specifically, the Secretary would determine that 
high proportion of Medicare beneficiaries residing in the service 
area of the hospital received basic inpatient care from the hospital; 
a hospital with more than 200 licensed beds would have to provide 
specialized surgical care to a high percentage of beneficiaries resid-
ing in the area who were hospitalized during the most recent year 
for which data are available. Regardless of the size of the hospital, 
almost all physicians in the area would have to have admitting 
privileges and provide their inpatient services primarily at the hos-
pital. Also, the Secretary would have to determine the closure of 
the hospital would have a significant adverse impact on the avail-
ability of health care service in the absence of the hospital. In mak-
ing such determination, the Secretary may also consider: (1) wheth-
er ambulatory care providers in the hospital’s area are insufficient 
to handle the outpatient care of the hospital; (2) whether bene-
ficiaries would have difficulty accessing care; and (3) whether the 
hospital has a significant commitment to provide graduate medical 
education in a rural area. The essential rural hospital would have 
to have a quality of care score above the median score for hospitals 
in the State. A hospital classified as an essential rural hospital 
would not be able to change such classification and would not be 
able to be treated as a sole community hospital, Medicare depend-
ent hospital or rural referral center under IPPS. A hospital that is 
classified as an essential rural hospital for a cost reporting period 
beginning on or after October 1, 2004 would be reimbursed 102% 
of its reasonable costs for inpatient and outpatient services pro-
vided by acute hospitals Beneficiary cost-sharing amounts would 
not be affected and required billing for such services would not be 
waived. The provision would apply to cost reporting periods begin-
ning on or after October 1, 2004. 

Senate Bill 
No provision. 

Conference Agreement 
No provision. 

Modification of the Isolation Test for Cost-Based CAH Ambulance 
Services (Section 405(c) of the House Bill and Section 405(b) of 
the Senate Bill). 

Present Law 
Ambulance services provided by a CAH or provided by an enti-

ty that is owned or operated by a CAH is paid on a reasonable cost 
basis and not the ambulance fee schedule, if the CAH or entity is 
the only provider or supplier of ambulance services that is located 
within a 35-mile drive of the CAH. 

House Bill 
The 35-mile requirement would not apply to the ambulance 

services that are furnished after the first cost reporting period be-
ginning after the date of enactment by a provider or supplier of 
ambulance services who is determined by the Secretary to be a first 
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responder to emergencies. This provision would apply to ambulance 
services furnished on or after the first cost reporting periods that 
begins after the date of enactment. 

Senate Bill 
The provision would drop the requirement that the CAH or the 

related entity be the only ambulance provider with a 35-mile drive 
in order to receive reasonable cost reimbursement for the ambu-
lance services. The provision would apply to services furnished on 
or after January 1, 2005

Conference Agreement 
No provision. 

Exclusion of New CAHs from PPS Hospital Wage Index Calculation 
(Section 405(e) of the Senate Bill). 

Present Law 
Certain qualified small hospitals are converting to CAHs. After 

conversion, these facilities are paid on a reasonable cost basis and 
are not paid under the hospital inpatient prospective payment sys-
tem (IPPS). Medicare’s IPPS payments to acute hospitals are ad-
justed by the wage index of the area where the hospital is located 
or has been reassigned. Although the hospital wage index is recal-
culated annually, the wage index for any given fiscal year is based 
on data submitted as part of a hospital’s cost report from 4 years 
previously. As established by regulation, starting for FY2004 pay-
ments, wage data from hospitals that have converted to CAHs will 
be excluded in the IPPS wage index calculation. 

House Bill 
No provision. 

Senate Bill 
The Secretary would be required to exclude wage data from 

hospitals that have converted to CAHs from the IPPS wage index 
calculation starting for cost reporting periods on or after January 
1, 2004. The provision would be effective upon enactment. 

Conference Agreement 
No provision. 

Rural Community Hospital Demonstration Program (Section 410A 
of the Conference Report and Section 414 of the Senate Bill). 

Present Law 
No provision 

House Bill 
No provision. 

Senate Bill 
The Secretary would be required to establish a 5-year rural 

community hospital (RCH) demonstration program in 4 areas in-
cluding Kansas and Nebraska that will pay for acute inpatient 
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services, outpatient services, and certain home health services in 
qualifying hospitals either on the basis of its reasonable costs 
(without regard to the amount of customary charges) or using the 
respective prospective payment systems for those services. In this 
instance, reasonable cost reimbursement of capital costs would in-
clude a return on equity payment of 150% of the average rate of 
interest on obligations issued for purchase by the Federal Hospital 
Insurance (HI) Trust Fund. 

Eligible rural hospitals would be those (1) located in counties 
that have not been assigned to metropolitan statistical areas or 
those urban hospitals that have been designated as rural; (2) with 
less than 51 acute inpatient beds (psychiatric and rehabilitation 
beds in distinct part units would not be counted); (3) offering 24-
hour emergency care services; and (4) have a provider agreement 
in effect and is open to the public as of January 1, 2003. Critical 
access hospitals would be able to participate in the demonstration. 
Entities with replacement facilities, obtaining a new provider num-
ber because of an ownership change, or with a binding agreement 
for the construction, reconstruction, lease, rental or financing of 
building on January 1, 2003 would not be prohibited from partici-
pating. A qualified-RCH based home health agency would be a pro-
vider based agency that is located in a county in which no main 
or branch office of another home health agency is located or is at 
least 35 miles from any main or branch office of another home 
health agency. 

Consolidated billing associated with skilled nursing facilities 
would be permitted. The cost of Medicare beneficiaries’ bad debt 
would be reimbursed at 100%. Beneficiary copayments for hospital 
outpatient services would established as under the hospital out-
patient prospective payment system. No cost sharing would apply 
to clinical diagnostic laboratory services. The cost sharing amounts 
associated with other services would be established according to 
the payment methodology selected by the provider for the services 
in question. Funding for the demonstration project would be trans-
ferred in appropriate proportions from the HI and the Federal Sup-
plementary Insurance trust funds. The Secretary would be required 
to ensure that aggregate payments under this demonstration pro-
gram do not exceed what would have been spent if the program 
had not been implemented. The Secretary would be permitted to 
waive administrative, peer review as well as fraud and abuse re-
quirements in Title 11 and other Medicare requirements in Title 18 
of the Social Security Act. The Secretary would be required to sub-
mit a report including recommendations to Congress no later than 
6 months after completion of the demonstration. The Secretary 
would be required to implement the demonstration no later than 
January 1, 2005, but not before October 1, 2004. 

Conference Agreement 
The Secretary is required to establish a demonstration pro-

gram in rural areas to test different payment methods for under 
50 bed rural hospitals. The hospitals are paid their costs for inpa-
tient and extended care (swing-bed) services for 5 years, subject to 
a cap. The payment methodology is similar to the Tefra payment 
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system used for Children’s hospitals. The hospitals cannot be eligi-
ble for the CAH program. 

Critical Access Hospital Improvement Demonstration Program 
(Section 415 of the Senate Bill). 

Present Law 
No provision.

House Bill 
No provision. 

Senate Bill 
The Secretary would be required to establish a 5-year critical 

access hospital (CAH) demonstration program in 4 areas including 
Kansas and Nebraska to test various methods to improve the CAH 
program. Participating CAHs would be able to maintain distinct 
part psychiatric and rehabilitation units of up to 10 beds that 
would not be counted toward the CAH-bed limit. These psychiatric 
and rehabilitation services would be paid on a reasonable cost basis 
(without regard to the amount of customary charges). Home health 
agencies operated by participating CAHs would be able to opt out 
of the home health prospective payment system (PPS) and would 
be reimbursed on the basis of reasonable costs (without regard to 
the customary charge limit). Distinct part skilled nursing facilities 
(SNF) operated by a CAH would be exempt from SNF–PPS and 
would be reimbursed on the basis of reasonable costs (without re-
gard to the customary charge limit). Consolidated billing associated 
with skilled nursing facilities would be permitted. In this instance 
reasonable cost reimbursement of capital costs associated with in-
patient, outpatient, extended care, post-hospital extended care, 
home health, and ambulance services would include a return on eq-
uity payment of 150% of the average rate of interest on obligations 
issued for purchase by the Federal Hospital Insurance (HI) Trust 
Fund. 

Eligible CAHs in the 4 demonstration areas would have to 
apply to participate in the demonstration project. Funding for the 
demonstration project would be transferred in appropriate propor-
tions from the HI and the Federal Supplementary Insurance trust 
funds. The Secretary would be required to ensure that aggregate 
payments under this demonstration program do not exceed what 
would have been spent if the program had not been implemented. 
The Secretary would be permitted to waive administrative, peer re-
view as well as fraud and abuse requirements in Title 11 and other 
Medicare requirements in Title 18 of the Social Security Act. The 
Secretary would be required to submit a report including rec-
ommendations to Congress no later than 6 months after completion 
of the demonstration. The Secretary would be required to imple-
ment the demonstration no later than January 1, 2005, but not be-
fore October 1, 2004. 

Conference Agreement 
No provision. 
Increase in Payments for Certain Services Furnished by Small 

Rural Hospitals Under Medicare Prospective Payment System for 
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Hospital Outpatient Department Services (Section 424 in the Sen-
ate Bill). 

Present Law 
Under the OPPS, which was implemented in August, 2000, 

Medicare pays for covered services using a fee schedule based on 
ambulatory payment classifications (APCs). Beneficiary copayments 
are established as a percentage of Medicare’s fee schedule payment 
and differ by APC. Certain hospitals, including rural hospitals with 
no more than 100 beds, are protected from financial losses that re-
sult from implementation of the new outpatient PPS under hold 
harmless provisions. 

House Bill 
No provision. 

Senate Bill 
The provision would increase Medicare payments for covered 

outpatient clinic and emergency room visits that are provided by 
rural hospitals with up to 100 beds on or after January 1, 2005 and 
before January 1, 2008. Applicable Medicare outpatient fee sched-
ule amounts would be increased up by 5%. The beneficiary copay-
ment amounts for these services would not be affected. The result-
ing increase in Medicare payments would not be considered as PPS 
payments when calculating whether a rural hospital’s PPS pay-
ments are less than its pre-BBA payment amounts under the tem-
porary hold harmless provisions. Also, the budget-neutrality provi-
sions for Medicare’s outpatient PPS would not be applicable. Fi-
nally, these increased payments would not affect Medicare pay-
ments for covered outpatient services after January 1, 2007. 

Conference Agreement 
No provision. 

Subtitle B—Provisions Relating to Part B Only 

2-Year Extension of Hold Harmless Provisions for Small Rural Hos-
pitals and Sole Community Hospitals Under Prospective Pay-
ment System for Hospital Outpatient Department Services 
(Section 411 of the Conference Agreement, Section 407 of the 
House Bill, and Section 423 of the Senate Bill). 

Present Law 
The prospective payment system (PPS) for services provided by 

outpatient departments (OPD) was implemented in August, 2000 
for most acute care hospitals. Under the OPD PPS, Medicare pays 
for covered services using a fee schedule based on ambulatory pay-
ment classifications (APCs). Rural hospitals with no more than 100 
beds are paid no less under this PPS system than they would have 
received under the prior reimbursement system for covered OPD 
services because of hold harmless provisions. The hold harmless 
provisions apply to services provided before January 1, 2004. 
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House Bill 
The hold harmless provisions governing OPD reimbursement 

for small rural hospitals would be extended until January 1, 2006. 
The hold harmless provisions would be extended to sole community 
hospitals located in a rural area starting for services furnished on 
or after January 1, 2004 until January 1, 2006. The Secretary 
would be required to conduct a study to determine if the costs, by 
APC groups, incurred by rural providers exceed those costs in-
curred by urban providers. If appropriate, the Secretary would pro-
vide a payment adjustment to reflect the higher costs of rural pro-
viders by January 1, 2005. 

Senate Bill 
The hold harmless provisions governing OPD reimbursement 

for small rural hospitals would be extended until January 1, 2006. 
These hold harmless provisions would be extended to sole commu-
nity hospitals located in rural areas for services provided in 2006. 

Conference Agreement 
The hold harmless provisions governing OPD reimbursement 

for small rural hospitals are extended until January 1, 2006. The 
hold harmless provisions are extended to sole community hospitals 
located in a rural area starting for services furnished on or after 
January 1, 2004 until January 1, 2006. The Secretary is required 
to conduct a study to determine if the costs, by APC groups, in-
curred by rural providers exceed those costs incurred by urban pro-
viders. If appropriate, the Secretary will provide for a payment ad-
justment to reflect the higher costs of rural providers by January 
1, 2006. 

Establishment of Floor on Work Geographic Adjustment (Section 
412 of the Conference Agreement, Section 605 of the House 
Bill, and Section 421 of the Senate Bill). 

Present Law 
Medicare’s payment for physicians’ services under a fee sched-

ule has three components: the relative value for the service, geo-
graphic adjustment factors and a conversion factor into a dollar 
amount. A service’s relative value is made up of a physician work 
component, a practice expense component, and a malpractice ex-
pense component. Each of these is then adjusted by a separate geo-
graphic adjustment factor and combined together to calculate an 
indexed relative value for that service provided in a given location. 
This locality adjusted relative value unit is multiplied by the con-
version factor to calculate Medicare’s payment for a service pro-
vided by a physician in a given area. 

The geographic adjustment factors are indices that reflect the 
relative cost difference in a given area in comparison to the na-
tional average. An area with costs above the national average 
would have an index greater than 1.00; alternatively, an area with 
costs below the national average would have an index less than 
1.00. The physician work geographic adjustment factor is based on 
a sample of median hourly earnings in six professional specialty oc-
cupational categories. Unlike the other geographic adjustments, the 
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work adjustment factor reflects only one-quarter of the cost dif-
ferences in an area. The practice expense adjustment factor is 
based on employee wages, office rents, medical equipments and 
supplies, and other miscellaneous expenses. The malpractice ad-
justment factor reflects differences in malpractice insurance costs. 

The Secretary is required to periodically review and adjust the 
relative values affecting physician payment to account for changes 
in medical practice, coding changes, new data on relative value 
components, or the addition of new procedures. Under the budget-
neutrality requirement, changes in these factors cannot cause ex-
penditures to differ by more than $20 million from what would 
have been spent if such adjustments had not been made. 

House Bill 
For services furnished after January 1, 2004 and before Janu-

ary 1, 2006, the Secretary would be required to increase the value 
of any work geographic index that is below 1.00 to 1.00 unless the 
Secretary determines, based on the subsequent GAO study, that 
there is no sound economic rationale for such change. The provision 
would be effective upon enactment. 

Senate Bill 
For services furnished after January 1, 2004, the Secretary 

would be required to increase the value of any work geographic 
index that is below .980 to .980. The values for work index would 
be raised to 1.0 for services furnished in 2005, 2006, and 2007. The 
practice expense and malpractice geographic indices in low value 
localities areas would be raised to 1.00 for services furnished in 
2005 through 2008. 

Conference Agreement 
The Secretary is required to increase the value of any work ge-

ographic index that is below 1.0 to 1.0 for services furnished on or 
after January 1, 2004 and before January 1, 2007. 

Medicare Incentive Payment Program Improvements for Physician 
Scarcity (Section 413 of the Conference Agreement, Section 417 
of the House Bill, and Section 422 of the Senate Bill). 

Present Law 
Physicians providing services in a health professional shortage 

area (HPSA) are entitled to an incentive payment from the Medi-
care program. This incentive payment is a 10% increase over the 
amount which would otherwise be paid under the physician fee 
schedule. Physicians are responsible for indicating their eligibility 
for this bonus on their billing forms. 

House Bill 
This provision would establish a new five percent bonus pay-

ment program for physicians providing care to Medicare bene-
ficiaries in physician scarcity areas. The Secretary would calculate 
two measures of scarcity. A primary care scarcity area would be de-
termined based on the number of primary care physicians per 
Medicare beneficiary—the primary care ratio. A specialty care scar-
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city area would be based on the number of specialty care physi-
cians per Medicare beneficiary—the specialty care ratio. The num-
ber of physicians would be based on physicians who actively prac-
tice medicine or osteopathy, and would exclude physicians whose 
practice is exclusively for the Federal Government, physicians who 
are retired, or physicians who only provide administrative services. 

The Secretary would rank each county or area based on its pri-
mary care ratio. Primary care scarcity counties or areas would be 
those counties or areas with the lowest primary care ratios, such 
that 20 percent of Medicare beneficiaries reside in these counties, 
when each county or area is weighted by the number of Medicare 
beneficiaries in the county or area. Specialty care scarcity counties 
or areas would be identified in the same manner, using the spe-
cialty care ratio. There would be no administrative or judicial re-
view of the identification of counties or areas, or of a specialty of 
any physician.

To the extent feasible, the Secretary would treat a rural census 
tract of a metropolitan statistical area, as determined under the 
most recent modification of the Goldsmith Modification, as an 
equivalent area for purposes of qualifying as a primary care scar-
city area or specialty care scarcity area. 

The Secretary would be required to publish a list of all areas 
which would qualify as primary care scarcity counties or specialty 
care scarcity counties as part of the proposed and final rules to im-
plement the physician fee schedule. 

The provision would also include improvement to the Medicare 
Incentive Payment Program, which provides a 10 percent bonus to 
physicians in shortage areas. The Secretary would be required to 
establish procedures under which the Secretary, and not the physi-
cian furnishing the service, would be responsible for determining 
when a bonus payment should be made. As part of the physician 
proposed and final rule for the physician fee schedule, the Sec-
retary would be required to include a list of all areas which would 
qualify as a health professional shortage area for the upcoming 
year. 

Senate Bill 
The Secretary would be required to establish procedures to de-

termine when the physician is eligible for a bonus payment. The 
Secretary would also be required to (1) establish an ongoing pro-
gram to educate physicians about the incentive program; (2) estab-
lish an ongoing study of the incentive program to determine wheth-
er beneficiaries’ access to physician’s services within the HPSA has 
improved; and (3) submit annual reports including appropriate rec-
ommendations for necessary administrative or legislative action 
concerning improvements to the program. GAO would be required 
to conduct an ongoing study of the MIP program on beneficiary ac-
cess to services and submit a report, including appropriate rec-
ommendations, no later than 1 year from the date of enactment. 

Conference Agreement 
Additional Incentive Payment for Certain Physician Scarcity 

Areas (Section 413(a) of the Conference Agreement). 
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The Conference Agreement establishes a new 5 percent incen-
tive payment program designed to reward both primary care and 
specialist care physicians for furnishing services in the areas that 
have fewest physicians available to serve beneficiaries. The incen-
tive payment will be made in counties accounting for 20 percent of 
Medicare beneficiaries, which is likely to represent more than 20 
percent of counties. As with the current HPSA bonus program, the 
5 percent bonus would be added to the amount that Medicare pays 
after deducting beneficiary cost sharing so that beneficiaries do not 
pay cost-sharing on the incentive payment. 

The Secretary will calculate two measures of scarcity. A pri-
mary care scarcity area will be determined based on the number 
of primary care physicians per Medicare beneficiary—the primary 
care ratio. A specialty care scarcity area will be based on the num-
ber of specialty care physicians per Medicare beneficiary—the spe-
cialty care ratio. The number of physicians will be based on physi-
cians who actively practice medicine or osteopathy, and will ex-
clude physicians whose practice is exclusively for the Federal Gov-
ernment, physicians who are retired, or physicians who only pro-
vide administrative services. 

The provision requires identification of the county in which the 
service is furnished in order to apply to the bonus. Currently, it is 
the understanding of the Conferees that the address where the 
service is furnished, including the 5-digit zip code, is contained on 
the Medicare claim form. Since some zip codes cross county bound-
aries, the provision allows the Secretary to assign zip codes to 
counties based on the dominant county of the zip code as deter-
mined by the U.S. Postal Service or otherwise. However, nothing 
would preclude, nor require, the Secretary ultimately to use 9-digit 
zip codes to determine the county in which the service is furnished. 
The provision requires periodic review and revision of the counties 
eligible for the bonus, but not less often than once every three 
years. To the extent feasible, the Secretary will treat a rural census 
tract of a metropolitan statistical area, as determined under the 
most recent modification of the Goldsmith Modification, as an 
equivalent area for purposes of qualifying as a primary care scar-
city area or specialty care scarcity area. 

There will be no administrative or judicial review of the des-
ignation of the county or area as a scarcity area, the designation 
of an individual physician’s specialty, the assignment of a physician 
to a county or the assignment of a postal zip code to the county or 
other area. 

The Secretary will be required to publish a list of all areas 
which will qualify as primary care scarcity counties or specialty 
care scarcity counties as part of the proposed and final rules to im-
plement the physician fee schedule. 

The list of eligible counties will be published each year in the 
proposed and final rule implementing the physician fee schedule. 
The list of counties will be posted on the Internet website of the 
Centers for Medicare and Medicaid Services (CMS). 

The new five percent bonus for physicians in either primary 
care scarcity counties or specialty care scarcity counties will in-
crease financial incentives for physicians to provide care to Medi-
care beneficiaries in these areas with a shortage of physicians. This 
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bonus payment will make it easier to recruit and retain physicians 
in these scarcity areas. 

Improvement to Medicare Incentive Payment Program (Section 
413(b) of the Conference Agreement). 

The Conference Agreement requires the Secretary to pay the 
current law 10 percent Health Professional Shortage Area (HPSA) 
incentive payment for services furnished in full county primary 
care geographic area HPSAs automatically rather than having the 
physician identify that the services were furnished in such area. 
The implementation of the incentive payment will be the same as 
for the physician scarcity full county incentive payments, namely 
use of the 5 digit zip code with the dominant county of the zip code 
in cases where zip codes cross county boundaries. A physician will 
not need to report the HPSA modifier on the claim form for serv-
ices furnished in full county HSPAs. 

The Conference Agreement does not contain a requirement to 
automate payment of incentive payments for services furnished in 
partial county HPSAs. However, the provision does not preclude 
the Secretary from automating payment in partial county HPSAs 
if the Secretary determines that it is feasible to do so based on in-
formation on the Medicare claim form.

The Conference Agreement requires the Secretary to develop a 
user friendly web site through which physicians may obtain infor-
mation on partial county HPSAs to facilitate reporting of the modi-
fier to identify the applicability of the incentive payment in partial 
county HPSAs. The provision requires that before the beginning of 
a calendar year the Secretary will identify the HPSAs for which 
the incentive payments will be made for such calendar year. Since 
HRSA designates HPSAs, HRSA will transmit to CMS the list of 
applicable HPSAs with enough lead time for CMS to implement the 
incentive payments for the following calendar year. 

Improvements to the Medicare Incentive Program will shift re-
sponsibility for identifying eligibility for the 10 percent bonus from 
physicians to the Secretary. A service furnished in a county that 
is both a full county HPSA and a scarcity county would receive 
both bonuses—a total incentive payment of 15 percent. 

GAO Study of Geographic Differences in Payments for Physicians’ 
Services (Section 413(c) of the Conference Agreement, Section 
413 of the House Bill, and Section 444 of the Senate Bill). 

Present Law 
No provision. 

House Bill 
GAO would be required to study geographic differences in pay-

ment amounts in the physician fee schedule including: (1) an as-
sessment of the validity of each component of the geographic ad-
justment factors; (2) an evaluation of the measures and the fre-
quency with which they are revised; and (3) an evaluation of the 
methods used to establish the costs of professional liability insur-
ance including the variation between physician specialties and 
among different states, the update to the geographic cost of prac-
tice index, and the relative weights for the malpractice component. 
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The study, including recommendations concerning use of more cur-
rent data and use of cost data rather than price proxies, would be 
due to Congress within 1 year of enactment. 

Senate Bill 
GAO would be required to study geographic differences in pay-

ment amounts in the physician fee schedule including: (1) an as-
sessment of the validity of each component of the geographic ad-
justment factors; (2) an evaluation of the measures and the fre-
quency with which they are revised; (3) an evaluation of the meth-
ods used to establish the costs of professional liability insurance in-
cluding the variation between physician specialties and among dif-
ferent states, the update to the geographic cost of practice index, 
and the relative weighs for the malpractice component; (4) an eval-
uation of the economic basis for the floors on the geographic adjust-
ments established previously in this legislation; (5) an evaluation 
of the effect of the geographic adjustments on physician retention, 
recruitment costs, physician mobility; (6) an evaluation of the ap-
propriateness of extending such adjustment; (7) an evaluation of 
the adjustment of the work geographic practice cost index to reflect 
1⁄4 the area cost difference in physician work; (8) an evaluation of 
the effect of the geographic practice cost index on physician loca-
tion and retention in higher cost areas; and (9) an evaluation of the 
1/4 adjustment of such an index. The study would include rec-
ommendations concerning use of more current data and use of cost 
data rather than price proxies. The study would be due to Congress 
within 1 year of enactment. 

Conference Agreement 
GAO will study payment differences under the physician fee 

schedule for different geographic areas, including: (1) an assess-
ment of the validity of the geographic adjustment factors for each 
component of the fee schedule; (2) an evaluation of the measures 
used for such adjustment, including the frequency of revisions; (3) 
an evaluation of the method used to determine professional liability 
insurance costs including the variation between physician special-
ties and among different states, the update to the geographic cost 
of practice index, and the relative weighs for the malpractice com-
ponent; and (4) an evaluation of the effect of the physician work 
geographic adjustment as modified by this legislation on physician 
location and retention taking into account differences in recruit-
ment costs and retention rates for physicians (including specialists) 
between large urban areas and other areas and the mobility of phy-
sicians over the last decade. The study, including recommendations 
concerning use of more current data and use of cost data rather 
than price proxies, is due to Congress within 1 year of the enact-
ment date. 
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Payment for Rural and Urban Ambulance Services 

Phase-In Providing Floor Using Blend of Fee Schedule and Re-
gional Fee Schedule (Section 414(a) of the Conference Agree-
ment and Section 622 of the House Bill). 

Present Law 
Traditionally, Medicare has paid suppliers of ambulance serv-

ices on a reasonable charge basis and paid provider-based ambu-
lances on a reasonable cost basis. BBA 1997 provided for the estab-
lishment of a national fee schedule which was to implemented in 
phases, in an efficient and fair manner. The required fee schedule 
became effective April 1, 2002 with full implementation by Janu-
ary, 2006. In the transition period, a gradually decreasing portion 
of the payment is to be based on the prior payment methodology 
(either reasonable costs or reasonable charges). 

House Bill 
Payments for ambulance services would be based on the ambu-

lance specific amount blended with the national fee schedule 
amount or a combined rate of the national fee schedule and a re-
gional fee schedule, whichever resulted in the larger payment. The 
blended rate during the phase-in period would incorporate a de-
creasing portion of the payment based on regional fee schedules 
calculated for each of nine census regions. Generally, the regional 
fee schedules would be based on the same methodology and data 
used to construct the national fee schedule. For services provided 
in 2004, the blended rate would be based on 20% of the national 
fee schedule and 80% of the regional fee schedule; in 2005 blended 
rate would be based on a 40% national and 60% regional split; in 
2006, the blended rate would be based on a 60% national and 40% 
regional split; in 2007, 2008 and 2009, the blended rate would be 
based on a 80% national and 20% regional split; and in 2010 and 
subsequently, the ambulance fee schedule would be based on the 
national fee schedule. 

Senate Bill 
No provision. 

Conference Agreement
Payments for ambulance services will be based on the ambu-

lance specific amount blended with either the national fee schedule 
amount or a combined rate of the national fee schedule and a re-
gional fee schedule, whichever resulted in the larger payment. The 
blended rate during the phase-in period will incorporate a decreas-
ing portion of the payment based on regional fee schedules cal-
culated for each of nine census regions. Generally, the regional fee 
schedules will be based on the same methodology and data used to 
construct the national fee schedule. For 2004, starting for services 
on July 1, 2004, the blended rate is based on 20% of the national 
fee schedule and 80% of the regional fee schedule; for 2005, the 
blended rate is based on a 40% national and 60% regional split; in 
2006, the blended rate is based on a 60% national and 40% re-
gional split; in 2007, 2008 and 2009, the blended rate is based on 
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a 80% national and 20% regional split; and in 2010 and subse-
quently, the ambulance fee schedule is based on the national fee 
schedule. 

Adjustment in Payment for Certain Long Trips (Section 414(b) of 
the Conference Agreement and Section 622 of the House Bill). 

Present Law 
The fee schedule payment amount equals the base rate for the 

level of service plus payment for mileage and specified adjustment 
factors. Additional mileage payments are made in rural areas. 
BIPA increased payment for rural ambulance mileage for distances 
greater than 17 miles and up to 50 miles for services provided be-
fore January 1, 2004. The amount of the increase was at least one-
half of the payment per mile established in the fee schedule for the 
first 17 miles of transport. 

House Bill 
Medicare’s payments for ground ambulance services would be 

increased by one quarter of the amount otherwise established for 
trips longer than 50 miles occurring on or after January 1, 2004 
and before January 1, 2009. The payment increase would apply re-
gardless of where the transportation originated. GAO would be re-
quired to submit an initial report to Congress on the access and 
supply of ambulance services in regions and states where ambu-
lance payments are reduced by December 31, 2005. GAO would be 
required to submit a final report to Congress no later than Decem-
ber 31, 2007. The provision would apply to ambulance services fur-
nished on or after January 1, 2004. 

Senate Bill 
No provision. 

Conference Agreement 
Medicare’s payments for ground ambulance services will be in-

creased by one quarter of the payment per mile rate otherwise es-
tablished for trips longer than 50 miles occurring on or after July 
1, 2004 and before January 1, 2009. The payment increase applies 
regardless of where the transportation originates. 

Improvement in Payments to Retain Emergency Capacity For Am-
bulance Services in Rural Areas (Section 414(c) of the Con-
ference Agreement and Section 410 of the House Bill). 

Present Law 
Traditionally, Medicare has paid suppliers of ambulance serv-

ices on a reasonable charge basis and paid provider-based ambu-
lances on a reasonable cost basis. BBA 1997 provided for the estab-
lishment of a national fee schedule which was to be implemented 
in phases, in an efficient and fair manner. The required fee sched-
ule became effective April 1, 2002 with full implementation by Jan-
uary, 2006. In the transition period, a gradually decreasing portion 
of the payment is to be based on the prior payment methodology 
(either reasonable costs or reasonable charges). 
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The fee schedule payment amount equals the base rate for the 
level of service plus payment for mileage and specified adjustment 
factors. Additional mileage payments are made in rural areas. 
BIPA increased payment for rural ambulance mileage for distances 
greater than 17 miles and up to 50 miles for services provided be-
fore January 1, 2004. The amount of the increase was at least one-
half of the payment per mile established in the fee schedule for the 
first 17 miles of transport. 

House Bill 
Starting for services provided January 1, 2004 the Secretary 

would be required to provide a percentage increase in the base rate 
of the fee schedule for ground ambulance services that originate in 
a qualified rural area. The increase would be estimated using the 
average cost per trip for the base rate in the lowest quartile as 
compared to the average cost for the base rate in the highest quar-
tile of all rural counties. A qualified rural county is a rural area 
(a county not assigned to a metropolitan statistical area) with a 
population density of Medicare beneficiaries in the lowest quartile 
of all rural counties. 

Senate Bill 
No provision. 

Conference Agreement 
The Secretary will provide a percentage increase in the base 

rate of the fee schedule for ground ambulance services furnished on 
or after July 1, 2004 and before January 1, 2010 that originate in 
a qualified rural area. The payment increase is estimated using the 
average cost per trip for the base rate (not taking into account 
mileage) in the lowest quartile as compared to the average cost for 
the base rate (not taking into account mileage) in the highest quar-
tile of all rural counties. The Secretary will determine the popu-
lation density for each rural area using 2000 Census data and rank 
each county accordingly. The qualified rural areas are those with 
the lowest population densities that collectively represent a total of 
25% of the population in those areas. To the extent feasible, the 
Secretary is required to treat certain rural census tracts in metro-
politan statistical areas as a rural area. There will be no adminis-
trative or judicial review under Sections 1869 and 1878 of the SSA 
or otherwise with respect to the identification of a qualified rural 
area. In order to promptly implement this provision, the Secretary 
may use data furnished by GAO.

Temporary Increase for Ground Ambulance Services (Section 
414(d) of the Conference Agreement and Section 425 of Senate 
Bill). 

Present Law 
The ambulance fee schedule payment amount equals the base 

rate for the level of service plus payment for mileage and specified 
adjustment factors. Additional mileage payments are made in rural 
areas. BIPA increased payment for rural ambulance mileage for 
distances greater than 17 miles and up to 50 miles for services pro-
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vided before January 1, 2004. The amount of the increase was at 
least one-half of the payment per mile established in the fee sched-
ule for the first 17 miles of transport. 

House Bill 
No provision. 

Senate Bill 
The payments for ground ambulance services originating in a 

rural area or a rural census tract would be increased by 5% for 
services furnished on or after January 1, 2005 through December 
31, 2007. The fee schedule for ambulances in other areas would be 
increased by 2%. These increased payments would not affect Medi-
care payments for covered ambulance services in subsequent peri-
ods. The conversion factor for ambulance services would not be ad-
justed downward because of the Secretary’s evaluation of the prior 
year’s conversion factor. 

Conference Agreement 
The payments for ground ambulance services originating in a 

rural area or a rural census tract will be increased by 2% (after ap-
plication of the long trip and low density payment increases) for 
services furnished on or after July 1, 2004 through December 31, 
2007. The fee schedule for ambulances in other areas (after appli-
cation of the long trip adjustment) will increase by 1%. These in-
creased payments will not affect Medicare payments for covered 
ambulance services after 2007. 

Implementation, GAO Report on Costs and Access, and Tech-
nical Amendments (Section 414(e)–(g) of the Conference Agree-
ment). 

Present Law 
No provision. 

House Bill 
No provision. 

Senate Bill 
No provision. 

Conference Agreement 
The Secretary is able to implement the amendments made by 

Section 414 and revisions to the conversion factor on an interim, 
final basis or by program instruction. GAO is required to submit 
an initial report to Congress on cost differences among different 
types of ambulance providers, and the impact of payment reduc-
tions in the ambulance fee schedule on access, supply, and quality 
of ambulance services in regions and states with such reductions. 
Other technical amendments will also be adopted. 

Providing Appropriate Coverage of Rural Air Ambulance Serv-
ices (Section 415 of the Conference Agreement and Section 426 in 
the Senate Bill). 
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Present Law 
Medicare pays for ambulance services under a fee schedule. 

Seven categories of ground ambulance services, ranging from basic 
life support to specialty care transport, and two categories of air 
ambulance services are established. Payment for ambulance serv-
ices can only be made if other methods of transportation are con-
traindicated by the patient’s medical conditions, but only to the ex-
tent provided in regulations. 

House Bill 
No provision. 

Senate Bill 
The regulations governing ambulance services would be re-

quired to ensure that air ambulance services be reimbursed if: (1) 
the air ambulance service is medically necessary based on the 
health condition of the patient being transported at or immediately 
prior to the time of the transport service; and (2) the air ambulance 
service complies with the equipment and crew requirements estab-
lished by the Secretary. An air ambulance service would be consid-
ered medically necessary when requested: (1) by a physician or hos-
pital in accordance with their responsibilities under the Emergency 
Medical Treatment and Active Labor Act; (2) as a result of a pro-
tocol established by a state or regional emergency medical service 
agency; (3) by a physician, nurse practitioner, physician assistant, 
registered nurse, or emergency medical responder who reasonably 
determines or certifies that patient’s condition is such that the time 
involved in land transport significantly increases the patient’s med-
ical risks; or (4) by a Federal or State agency to relocate patients 
following a natural disaster, an act of war, or a terrorist act. Air 
ambulance services would be defined as a fixed wing or rotary wing 
air ambulance services. The provision would apply to services fur-
nished on or after January 1, 2005. 

Conference Agreement 
The regulations governing the use of ambulance services will 

provide that to the extent that any ambulance service (whether 
ground or air) may be covered, a rural air ambulance service will 
be at the air ambulance rate if: (1) the air ambulance service is 
reasonable and necessary based on the health condition of the pa-
tient being transported at or immediately prior to the time of the 
transport service; and (2) the air ambulance service complies with 
the equipment and crew requirements established by the Secretary. 
An air ambulance service is considered reasonable and necessary 
when requested: (1) by a physician or other qualified medical per-
sonnel who reasonably determines or certifies that an individual’s 
condition is such that the time needed to transport the individual 
by land or the instability of land transportation poses a threat to 
the individual’s survival or seriously endangers the individual’s 
health or (2) such services is furnished pursuant to a protocol 
under which the use of an air ambulance is recommended that is 
established by a state or regional emergency medical services 
(EMS) agency and recognized or approved by the Secretary. The 
EMS agency cannot have an ownership interest in the entity fur-
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nishing such service. Also, there cannot be a financial or employ-
ment relationship or a common ownership arrangement between 
the person requesting the rural air ambulance service and the fur-
nishing entity or a financial relationship between an immediate 
family member of such requester and such an entity. This prohibi-
tion does not apply to instances when a hospital and an entity fur-
nishing the rural air ambulance services are under common owner-
ship if remuneration (through employment or other relationship) is 
for provider based physician services furnished in a hospital which 
are reimbursed under Part A and is unrelated directly or indirectly 
to the provision of rural air ambulance services. A rural air ambu-
lance service is defined as a fixed wing or rotary wing air ambu-
lance service where the individual’s point of pick up is in a rural 
area or rural census tract. The provision applies to services fur-
nished on or after January 1, 2005. 

Treatment of Certain Clinical Diagnostic Laboratory Tests Fur-
nished To Hospital Outpatients in Certain Rural Areas (Sec-
tion 416 of the Conference Agreement and Section 427 of the 
Senate Bill). 

Present Law 
Generally, hospitals that provide clinical diagnostic laboratory 

tests under Part B are reimbursed using a fee schedule. Sole com-
munity hospitals (SCHs) that provide some clinical diagnostic tests 
24 hours a day qualify for a 2% increase in the amounts estab-
lished in the outpatient laboratory fee schedule; no beneficiary cost-
sharing amounts are imposed. 

House Bill 
No provision. 

Senate Bill 
SCHs that provide clinical diagnostic laboratory tests covered 

under Part B in 2005 and 2006 would be reimbursed their reason-
able costs of furnishing the tests. No beneficiary cost sharing 
amounts would apply to these services. 

Conference Agreement 
Hospitals with under 50 beds in qualified rural areas (low den-

sity population rural areas established under Section 414(c) of this 
legislation) will receive 100% reasonable cost reimbursement for 
clinical diagnostic laboratory tests covered under Part B that are 
provided as outpatient hospital services. The Secretary will apply 
the rules that determine whether clinical diagnostic laboratory 
tests are furnished as an outpatient critical access hospital service 
to establish whether these clinical diagnostic laboratory tests are 
outpatient hospital services. The provision will apply to services 
furnished during a cost reporting period beginning during the 2-
year period starting July 1, 2004. 
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Extension of the Telemedicine Demonstration Project (Section 417 
of the Conference Agreement and Section 415 of the House 
Bill). 

Present Law 
BBA 1997 established a single 4-year demonstration project 

where an eligible health care provider telemedicine network would 
use high-capacity computer systems and medical infomatics to im-
prove primary care and prevent health complications in Medicare 
beneficiaries with diabetes mellitus. The Informatics, Telemedicine, 
and Education Demonstration project uses modified home com-
puters or home telemedicine units linked to clinical information 
systems to assist beneficiaries residing in medically under-served 
rural or medically under-served inner-city areas, interaction with a 
nurse case manager, video conferencing, and access to health infor-
mation and medical data, in both Spanish and English. The dem-
onstration will expire in February 2004. 

House Bill 
The demonstration project would be extended for 4 years and 

total funding would be increased from $30 million to $60 million. 
The provision would be effective upon enactment. 

Senate Bill 
No provision. 

Conference Agreement 
The demonstration project is extended for 4 years and total 

funding will be increased from $30 million to $60 million. The pro-
vision will be effective upon enactment. 

Report on Demonstration Project Permitting Skilled Nursing 
Facilities to Be Originating Telehealth Sites (Section 418 of the 
Conference Agreement and Section 450H of the Senate Bill). 

Present Law 
Medicare will pay for use of certain telecommunications sys-

tems as a substitute for face-to-face encounters to provide consulta-
tions, office or other outpatient visits, individual psychotherapy 
and pharmacologic management services to eligible beneficiaries. 
With certain exceptions, Medicare beneficiaries are eligible for tele-
health services only if they are presented from an originating site 
located in either a rural health professional shortage area or in a 
county that is not in a metropolitan statistical area. An originating 
site is the location of the beneficiary at the time the services being 
furnished by the telecommunications system occurs. Originating 
sites defined in statute include the office of a physician or practi-
tioner, a hospital, a critical access hospital, a rural health clinic or 
a federally qualified health center. 

House Bill
No provision. 
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Senate Bill 
This provision would add types of providers to the list of origi-

nating sites that can bill Medicare for telehealth services. The ad-
ditional providers are both those defined by the statute and those 
that would be defined by the Secretary. Providers defined in the 
statute are: a skilled nursing facility (1918(a)), a community men-
tal health center (1861(ff)(2)(B)), and a facility operated by the In-
dian Health Service or by an Indian tribe, tribal organization, or 
an urban Indian organization (as defined in Senate Section 4 of the 
Indian Health Care Improvement Act). Providers that would be de-
fined by the Secretary are: an assisted-living facility, a board-and-
care home, a county or community health clinic, and a long-term 
care facility (as defined by the Secretary.) In addition, the Sec-
retary would be required to encourage and facilitate the adoption 
of State provisions allowing for multi-state practitioner licensure 
across State boundaries. The provision would be effective upon en-
actment. 

Conference Agreement 
The Secretary will evaluate a demonstration project under 

which a skilled nursing facility is treated as an originating site for 
telehealth services. The Secretary will delegate the evaluation to 
the Administrator of the Health Resources and Services Adminis-
tration who will consult with the Administrator for the Centers for 
Medicare & Medicaid Services. No later than January 1, 2005, the 
Secretary will submit a report to Congress on the evaluation in-
cluding recommendations on mechanisms to ensure that permitting 
a skilled nursing facility to serve as an originating site for the use 
of telehealth services or any other services delivered via a tele-
communications system does not substitute for in-person required 
visits furnished by physicians, physician assistants, nurse practi-
tioners or clinical nurse specialists at specified intervals as re-
quired by the Secretary. If the Secretary concludes that it is advis-
able to permit a skilled nursing facility to be an originating site for 
telehealth services, and the Secretary can establish the mecha-
nisms to ensure such permission does not serve as a substitute for 
in-person visits, the Secretary may deem a skilled nursing facility 
to be an originating site beginning on January 1, 2006. 

Exclusion of Certain Rural Health Clinic and Federally Qualified 
Health Center Services from the Prospective Payment System 
for Skilled Nursing Facilities (Section 410 of the Conference 
Report and 408 of the House Bill and Section 429 of the Senate 
Bill). 

Present Law 
Under Medicare’s prospective payment system (PPS), skilled 

nursing facilities (SNFs) are paid a predetermined amount to cover 
all services provided in a day, including the costs associated with 
room and board, nursing, therapy, and drugs; the daily payment 
will vary depending upon a patient’s therapy, nursing and special 
care needs as established by one of 44 resource utilization groups 
(RUGs). Certain services and items provided an SNF resident, such 
as physicians’ services, specified ambulance services, chemotherapy 
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items and services, and certain outpatient services from a Medi-
care-participating hospital or critical access hospital, are excluded 
from the SNF–PPS and paid separately under Part B. 

House Bill 
Services provided by a rural health clinic (RHCs) and a feder-

ally qualified health center (FQHC) after January 1, 2004 would be 
excluded from SNF–PPS if such services would have been excluded 
if furnished by a physician or practitioner who was not affiliated 
with an RHC or FQHC. The provisions would apply to services fur-
nished on or after January 1, 2004. 

Senate Bill 
Services provided by a rural health clinic (RHC) and a feder-

ally qualified health center (FQHC) after January 1, 2005 would be 
excluded from SNF–PPS if such services would have been excluded 
if furnished by a physician or practitioner who was not affiliated 
with an RHC or FQHC. Outpatient services that are beyond the 
general scope of SNF comprehensive care plans that are provided 
by an entity that is 100% owned as a joint venture by two Medi-
care-participating hospitals or critical access hospitals would be ex-
cluded from the SNF–PPS. The provision would apply to services 
furnished on or after January 1, 2005. 

Conference Agreement 
Services provided by a rural health clinic (RHC) and a feder-

ally qualified health center (FQHC) after January 1, 2004 would be 
excluded from SNF–PPS if such services would have been excluded 
if furnished by a physician or practitioner who was not affiliated 
with an RHC or FQHC. The provisions would apply to services fur-
nished on or after January 1, 2004. 

Improvement in Rural Health Clinic Reimbursement (Section 
428 in the Senate Bill). 

Present Law 
BBA 1997 extended the per visit payment limits that had ex-

isted for independent rural health clinics to provider-based rural 
health clinics (RHC) except for those clinics based in small rural 
hospitals with fewer than 50 beds. For services rendered from Jan-
uary 1, 2003 through February 28, 2003, the RHC upper payment 
limit is $66.46, which reflects a 2.6% increase in the 2002 payment 
limit as established by the 2002 Medicare Economic Index (MEI). 
For services rendered from March 1, 2003 through December 31, 
2003, the Medicare RHC upper payment limit is $66.72, which re-
flects a 3.0% increase in the 2002 payment limit as established by 
the 2003 MEI. The 2002 MEI was used as an update for 3 months 
because of the delayed implementation of the 2003 MEI. 

House Bill 
No provision. 

Senate Bill 
The RHC upper payment would be increased to $80.00 for cal-

endar year 2005. The MEI applicable to primary care services 
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would be used to increase the payment limit in subsequent years. 
The provision would be effective upon enactment. 

Conference Agreement
No provision. 

Frontier Extended Stay Clinic Demonstration Project (Section 434 
of the Conference Report and Section 457/Duplicative Provision 
460 of the Senate Bill). 

Present Law 
No provision. 

House Bill 
No provision. 

Senate Bill 
The Secretary would be required to conduct a demonstration 

project that would treat frontier extended stay clinics as a Medi-
care provider. A frontier extended stay clinic is one that is located 
in a community where the closest acute care hospital or critical ac-
cess hospital is at least 75 miles away or is inaccessible by public 
road. Such clinics are designed to address the needs of seriously or 
critically ill or injured patients who, due to adverse weather condi-
tions or other reasons, cannot be transferred quickly to acute care 
referral centers; or patients who need monitoring and observation 
for a limited period of time. The provision would be effective upon 
enactment. 

Conference Agreement 
The Secretary would be required to conduct a demonstration 

project that would treat frontier extended stay clinics as a Medi-
care provider. A frontier extended stay clinic is one that is located 
in a community where the closest acute care hospital or critical ac-
cess hospital is at least 75 miles away or is inaccessible by public 
road and is designed to address the needs of seriously or critically 
ill or injured patients who, due to adverse weather conditions or 
other reasons, cannot be transferred quickly to acute care referral 
centers; or patients who need monitoring and observation for a lim-
ited period of time. The Secretary is required to develop life safety 
code standards for these clinics such as sprinkler systems because 
the patients stay overnight. The provision would be effective upon 
enactment and is budget neutral. 

Subtitle C—Provisions Relating to Parts A and B 

1-Year Increase for Home Health Services Furnished in a Rural 
Area (Section 421 of the Conference Agreement, Section 411 of 
the House Bill, and Section 451 of the Senate Bill). 

Present Law 
The Medicare home health PPS which was implemented on Oc-

tober 1, 2000 provides a standardized payment for a 60-day episode 
of care furnished to a Medicare beneficiary. Medicare’s payment is 
adjusted to reflect the type and intensity of care furnished and 
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area wages as measured by the hospital wage index. BIPA in-
creased PPS payments by 10% for home health services furnished 
in the home of beneficiaries living in rural areas during the 2-year 
period beginning April 1, 2001, through March 31, 2003, without 
regard to certain budget-neutrality provisions applying to home 
health PPS. The temporary additional payment is not included in 
the base for determination of payment updates. 

House Bill 
The provision would extend a 5% additional payment for home 

health care services furnished in a rural area during FY2004 and 
FY2005 without regard to certain budget-neutrality requirements. 
The provision would be effective upon enactment. 

Senate Bill 
The provision would provide a temporary payment increase of 

5% for home health care services furnished in a rural area on or 
after October 1, 2004 and before October 1, 2006 without regard to 
certain budget-neutrality requirements. The temporary additional 
payment would not be considered when determining future home 
health payment amounts. The provision would be effective upon en-
actment. 

Conference Agreement 
The conference agreement provides a 1-year, 5% additional 

payment for home health care services furnished in a rural area 
without regard to certain budget-neutrality requirements. The tem-
porary additional payment begins for episodes and visits ending on 
or after April 1, 2004 and before April 1, 2005 and is not to be used 
in calculating future home health payment amounts. 

Redistribution of Unused Resident Positions (Section 422 of the 
Conference Agreement and Section 406 of the House Bill). 

Present Law 
Medicare has different resident limits for counting residents in 

its indirect medical education (IME) adjustment and for reimburse-
ment for a teaching hospital’s direct medical education (DGME) 
costs. Generally, a hospital’s IME adjustment depends on a hos-
pital’s teaching intensity as measured by the ratio of the number 
of interns and residents per bed. Prior to BBA 1997, the number 
of residents that could be counted for IME purposes included only 
those in the hospital inpatient and outpatient departments. Effec-
tive October 1, 1997, under certain circumstances a hospital may 
now count residents in non-hospital sites for the purposes of IME. 
Medicare DGME payment to a teaching hospital is based on its up-
dated cost per resident (subject to a locality adjustment and certain 
payment corridors), the weighted number of approved full-time-
equivalent (FTE) residents, and Medicare’s share of inpatient days 
in the hospital. Medicare counts residents in their initial residency 
period (the lesser of the minimum number of years required for 
board eligibility in the physician’s specialty or 5 years) as 1.0 FTE. 
Residents whose training has extended beyond their initial resi-
dency period count as 0.5 FTE. Residents in certain specialties are 
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allowed additional years in their initial residency period. Residents 
who are graduates from foreign medical schools do not count unless 
they pass certain exams.

Generally, the resident counts for both IME and DGME pay-
ments are based on the number of residents in approved allopathic 
and osteopathic teaching programs that were reported by the hos-
pital for the cost reporting period ending in calendar year 1996. 
The DGME resident limit is based on the unweighted resident 
counts. It may differ from the IME limit because in 1996 residents 
training in non-hospital sites were eligible for DGME payments but 
not for IME payments. Hospitals that established new training pro-
grams before August 5, 1997 are partially exempt from the cap. 
Other exceptions apply to certain hospitals including those with 
new programs established after that date. Hospitals in rural areas 
(and nonrural hospitals operating training programs in rural areas) 
can be paid for 130% of the number of residents allowed by their 
cap. Under certain conditions, an affiliated group of hospitals under 
a specific arrangement may combine their resident limits into an 
aggregate limit. Subject to these resident limits, a teaching hos-
pital’s IME and DGME payments are based on a 3-year rolling av-
erage of resident counts, that is, the resident count will be based 
on the average of the resident count in the current year and the 
2 preceding years. The rolling average calculation includes podiatry 
and dental residents. 

House Bill 
A teaching hospitals total number of Medicare-reimbursed resi-

dent positions would be reduced for cost reporting periods starting 
January 1, 2004 if its resident reference level is less than its appli-
cable resident limit. If so, the reduction would equal 75% of the dif-
ference between the hospitals limit and its resident reference level. 
The resident reference level would be the highest number of 
allopathic and osteopathic resident positions (before the application 
of any weighting factors) for the hospital during the reference pe-
riod. A hospitals reference period would be the 3 most recent con-
secutive cost reporting periods for which a hospitals cost reports 
have been settled (or in the absence of such settled cost reports, 
submitted reports) on or before September 30, 2002. The Secretary 
would be able to adjust a hospitals resident reference level, upon 
the timely request for such an adjustment, for the cost reporting 
period that includes July 1, 2003. 

The Secretary would be authorized to increase the applicable 
resident limits for hospitals by an aggregate number that does not 
exceed the overall reduction in such limits. No increase would be 
permitted for any portion of cost reporting period that occurs before 
July 1, 2004 or before the date of a hospital’s application for such 
an increase. No increase would be permitted unless the hospital ap-
plied for such an increase by December 31, 2005. The Secretary 
would consider the need for an increase in the physician specialty 
and the location involved. The Secretary would first distribute the 
increased resident count to programs in hospitals located in rural 
areas and hospitals that are not in large urban areas on a first-
come-first-served basis. The hospital would have to demonstrate 
that the resident positions would be filled; not more than 25 posi-
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tions would be given to any hospital. These hospitals would be re-
imbursed for DGME for the increase in resident positions at the lo-
cality adjusted national average per resident amount. Changes in 
a hospitals resident count established under this section would af-
fect a hospitals IME adjustment. These provisions would not apply 
to reductions in residency programs that occurred as part of the 
voluntary reduction program or would affect the ability of certain 
hospitals to establish a new medical residency training program. 
The Secretary would be required to submit a report to Congress no 
later than July 1, 2005 on whether to extend the application dead-
line for increases in resident limits. The provision would be effec-
tive upon enactment. 

Senate Bill 
No provision. 

Conference Agreement 
A teaching hospital’s total number of Medicare-reimbursed 

resident positions will be reduced for cost reporting periods starting 
July 1, 2005 if its reference resident level is less than its applicable 
resident limit. Rural hospitals with less than 250 acute care inpa-
tient beds would be exempt from such reductions. For other such 
hospitals, the reduction will equal 75% of the difference between 
the hospital’s limit and its reference resident level. The resident 
reference level is the highest number of allopathic and osteopathic 
resident positions (before the application of any weighting factors) 
for the hospital during the reference period. This reference level is 
either (1) the resident level of the most recent cost reporting period 
of the hospital for which a cost report has been settled (or sub-
mitted, subject to audit) on or before September 30, 2002 or (2) the 
resident level for the cost reporting period that includes July 1, 
2003, if requested on a timely basis by the hospital subject to audit. 
Upon this timely request at the discretion of the Secretary, a hos-
pital’s reference level will be adjusted to include the number of 
medical residents for the cost reporting period that includes July 
1, 2003. Upon timely request of the hospital, the Secretary will ad-
just the reference resident level to include the number of medical 
residents that were approved in an application to the appropriate 
accrediting organization before January 1, 2002 if the program was 
not in operation by the cost reporting period in question (either 
September 30, 2002 or July 1, 2003 depending upon the hospital’s 
circumstances and the Secretary’s approval). The reduction will 
apply to hospitals that are members of the same affiliated group 
as of July 1, 2003. 

The Secretary is authorized to increase the applicable resident 
limits for hospitals for portions of cost reporting periods occurring 
on or after July 1, 2005 by an aggregate number that does not ex-
ceed the overall reduction in such limits. The Secretary will take 
into account the demonstrated likelihood of the hospital filling the 
positions within the first 3 cost reporting periods beginning on or 
after July 1, 2005 when determining which hospitals would receive 
an increase in their resident levels. The Secretary will establish a 
priority order to distribute the increased resident count first to pro-
grams in hospitals located in rural areas, then to hospitals that are 
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not in large urban areas and finally to other hospitals in a state 
where there is no other training program for a particular specialty. 
The Secretary shall consider giving special consideration to hos-
pitals that train a large share of graduates from historically large 
medical colleges. Increases to limits with the same priority category 
will be determined by the Secretary. Not more than 25 additional 
FTEs will be given to any hospital. These hospitals will be reim-
bursed for DGME for the increase in resident positions at the local-
ity adjusted national average per resident amount. Changes in a 
hospital’s resident count established under this section will affect 
a hospital’s IME adjustment; the IME adjustment will be cal-
culated as if ‘‘c’’ is equal to 0.66 for these additional positions start-
ing for discharges after July 1, 2005. These provisions will not 
apply to reductions in residency programs that occurred as part of 
the voluntary reduction program or will not affect the ability of cer-
tain hospitals to establish new medical residency training pro-
grams. The Secretary is required to submit a report to Congress no 
later than July 1, 2005 on whether to extend the application dead-
line for increases in resident limits. Requirement with respect to 
Federal information policy established by Chapter 35 of Title 44, 
United States Code will not apply to applications under this sec-
tion.

Subtitle D—Other Provisions 

Providing Safe Harbor for Certain Collaborative Efforts that Ben-
efit Medically Underserved Populations (Section 431 of the 
Conference Agreement and Section 412 of the House Bill). 

Present Law 
People who knowingly and willfully offer or pay a kickback, a 

bribe, or rebate directly or indirectly to induce referrals or the pro-
vision of services under a Federal program may be subject to finan-
cial penalties and imprisonment. Certain exceptions or safe harbors 
that are not considered violations of the anti-kickback statute have 
been established. 

House Bill 
Remuneration in the form of a contract, lease, grant, loan or 

other agreement between a public or non-profit private health cen-
ter and an individual or entity providing goods or services to the 
health center would not be a violation of the anti-kickback statute 
if such an agreement would contribute to the ability of the health 
center to maintain or increase the availability or quality of services 
provided to a medically underserved population. The Secretary 
would be required to establish standards, on an expedited basis, re-
lated to this safe harbor that would consider whether the arrange-
ment (1) resulted in savings of Federal grant funds or increased 
revenues to the health center; (2) expanded or limited a patient’s 
freedom of choice; and (3) protected a health care professional’s 
independence regarding the provision of medically appropriate 
treatment. The Secretary would also be able to include other stand-
ards that are consistent with Congressional intent in enacting this 
exception. The Secretary would be required to publish an interim 
final rule in the Federal Register no later than 180 days from en-
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actment that would establish these standards. The rule would be 
effective immediately, subject to change after a public comment pe-
riod of not more than 60 days. The provision would be effective 
upon enactment. 

Senate Bill 
No provision. 

Conference Agreement 
Remuneration in the form of a contract, lease, grant, loan or 

other agreement between a public or non-profit private health cen-
ter and an individual or entity providing goods or services to the 
health center would not be a violation of the anti-kickback statute 
if such an agreement would contribute to the ability of the health 
center to maintain or increase the availability or quality of services 
provided to a medically underserved population. The Secretary 
would be required to establish standards, on an expedited basis, re-
lated to this safe harbor that would consider whether the arrange-
ment (1) results in savings of Federal grant funds or increased rev-
enues to the health center; (2) expands or limits a patient’s free-
dom of choice; and (3) protects a health care professional’s inde-
pendence regarding the provision of medically appropriate treat-
ment. The Secretary would also be able to include other standards 
that are consistent with Congressional intent in enacting this ex-
ception. The Secretary would be required to publish a final regula-
tion establishing these standards no later than 1 year from the 
date of enactment. 

Office of Rural Health Policy Improvement (Section 432 of the Con-
ference Agreement and Section 637 of the Senate Bill). 

Present Law 
Within the Department of Health and Human Services, the Of-

fice of Rural Health Policy advises the Secretary on the effects of 
current policies and proposed statutory, regulatory, administrative, 
and budgetary changes in Medicare and Medicaid program on the 
financial viability of small rural hospitals, the ability of rural areas 
to attract and retain physicians and other health professionals, and 
access to and the quality of health care in rural areas. In addition 
to advising the Secretary, the Office has other responsibilities in-
cluding coordinating the activities within HHS that relate to rural 
health care. 

House Bill 
No provision. 

Senate Bill 
The list of explicit responsibilities of the Office is expanded to 

include administering grants, cooperative agreements, and con-
tracts to provide technical assistance and other activities as nec-
essary to support activities related to improving health care in 
rural areas. The provision would be effective upon enactment. 
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Conference Agreement 
The functions of the Office of Rural Health Policy will be ex-

panded; it will be authorized to administer grants, cooperative 
agreements, and contracts to provide technical assistance and other 
necessary activities to support activities related to improving rural 
health care. The provision is effective on enactment. 

MedPAC Study on Rural Payment Adjustments (Section 433 of 
the Conference Agreement). 

Present Law 
No provision. 

House Bill 
No provision. 

Conference Agreement 
MedPAC will study the effect on specified rural provisions in 

this legislation (specifically, Sections 401 through 405, 411, 416, 
and 504) including total payments, growth in costs, capital spend-
ing and other payment factors. An interim report on changes to the 
critical access hospital program (in Section 405) is due to Congress 
no later than 18 months from the date of enactment. MedPAC’s 
final report on all topics is due to Congress no later than 3 years 
from the date of enactment.

TITLE V—PROVISIONS RELATING TO PART A 

Subtitle A—Inpatient Hospital Services 

Revision of Acute Hospital Payment Updates (Section 501(a) and 
501(b) of the Conference Agreement and Section 501 of the 
House Bill). 

Present Law 
Each year, Medicare’s operating payments to hospitals are in-

creased or updated by a factor that is determined in part by the 
projected annual change in the hospital market basket (MB). Con-
gress establishes the update for Medicare’s inpatient prospective 
payment system (IPSS) for operating costs, often several years in 
advance. Currently, acute hospitals will receive the MB as an up-
date for FY2004 and subsequently. CMS has asked hospital to re-
port on 10 JCAHO/CMS measures, developed by the National Qual-
ity Foundation. For example, whether a patient with an acute myo-
cardial infarction receives aspirin at arrival. As of October 9, 2003, 
420 hospitals (out of the over 5,000 acute care hospitals that bill 
Medicare) had provided CMS with one or more measures. 

House Bill 
Acute hospitals would receive an operating update of the MB 

minus 0.4 percentage points for FY2004 through FY2006. The oper-
ating update would be the MB increase in FY2007 and subse-
quently. The provision would be effective upon enactment. 
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Senate Bill 
No provision. 

Conference Agreement 
An acute hospital will receive an operating update of the MB 

in FY2004. An acute hospital will receive an operating update of 
the MB from FY2005 through FY2007 if it submits data on the 10 
quality indicators established by the Secretary as of November 1, 
2003. The Secretary will specify the form, manner, and time of the 
data submission except that any data collection and editing must 
be done before the start of the fiscal year. For FY2005, the Sec-
retary will provide for a 30-day grace period for the submission of 
the required data. A hospital that does not submit data to the Sec-
retary will receive an update of the MB minus 0.4 percentage 
points for the fiscal year in question. The Secretary will not take 
into account this reduction when computing the applicable percent-
age increase in subsequent years. 

The Secretary is directed to compile and clarify the procedures 
and policies for billing for blood and blood costs in the hospital in-
patient and outpatient settings as well as the operation of the col-
lection of the blood deductible. 

Inpatient rehabilitation facilities (IRF) provide Medicare pa-
tients with rehabilitation services. They are distinguished from 
acute care settings by a number of criteria including that 75 per-
cent of their cases must be in ten categories—stroke, spinal cord 
injury, congenital deformity, amputation, major multiple trauma, 
fracture of femur, brain injury, and polyarthritis, including rheu-
matoid arthritis, neurological disorders, and burns. This criterion 
is commonly referred to as the ‘‘75 percent rule.’’ 

On September 2, 2003, CMS issued proposed changes in 
classifying IRFs. The Conferees are concerned that the rule, as 
written, would have severe consequences for access to inpatient re-
habilitation hospital services. The Conferees concur with the Medi-
care Payment Advisory Commission (MedPAC) finding that further 
analysis should be conducted to identify which conditions are clini-
cally appropriate for inclusion in the calculation of the 75 percent 
rule used to determine eligibility for reimbursement under the in-
patient rehabilitation facility prospective payment system. The 
Conferees direct the GAO to issue a report, in consultation with ex-
perts in the field of physical medicine and rehabilitation to look at 
whether the current list of conditions represents a clinically appro-
priate standard for defining IRF services and, if not, which addi-
tional conditions should be added to the list. During the study pe-
riod, the Committee urges the Secretary to delay implementation 
of the rule and not accept new IRF applications until the report is 
finished. 

GAO Study and Report on Appropriateness of Payments Under the 
Prospective Payment System for Inpatient Hospital Services 
(Section 501(c) of the Conference Agreement and Section 413 
of the Senate Bill). 

Present Law 
No provision. 
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House Bill 
No provision. 

Senate Bill 
GAO would be required to use the most current data available 

to conduct a study to determine (1) the appropriate level and dis-
tribution of Medicare payments in relation to costs to short-term 
general hospitals under the inpatient prospective payment system 
(IPPS) and (2) the need for geographic adjustments to reflect legiti-
mate differences in hospital costs across geographic areas, kinds of 
hospitals, and types of cases. The study, including recommenda-
tions for necessary legislative and administrative action, would be 
due to Congress within 18 months of enactment. 

Conference Agreement 
GAO is required to use the most current data available to con-

duct a study to determine: (1) the appropriate level and distribu-
tion of Medicare payments in relation to costs for short-term gen-
eral hospitals under the inpatient prospective payment system 
(IPPS) and (2) the need for geographic adjustments to reflect legiti-
mate differences in hospital costs across geographic areas, kinds of 
hospitals, and types of cases. The study, including recommenda-
tions for necessary legislative and administrative action, is due to 
Congress within 24 months of enactment.

Revision of the Indirect Medical Education (IME) Adjustment Per-
centage (Section 502 of the Conference Agreement and Section 
418 of the Senate Bill). 

Present Law 
A hospital’s IME payment to a hospital is based on a percent-

age add-on to the PPS rate that is established by a curvilinear for-
mula that currently provides a payment increase of approximately 
5.5% for each 10% increase in the hospital’s intern and resident-
to-bed (IRB) ratio. The following formula is multiplied by a hos-
pital’s base payment rate for each Medicare discharge to determine 
the IME payment: 1.35 X [(1+ IRB)0.405 ¥1]. The multiplier of 1.35 
increases the level of the IME adjustment to the existing target 
level of 5.5%. Congress has periodically changed the multiplier (or 
‘‘c’’) to decrease or increase IME payments to teaching hospitals. 

House Bill 
No provision. 

Senate Bill 
The IME multiplier in 2004 and in 2005 would be 1.36; on or 

after 2005, the multiplier would be 1.355. This would increase pay-
ments to teaching hospitals by $300 million over 10 years. The pro-
vision would apply to discharges on or after October 1, 2003. 

Conference Agreement 
From April 1, 2004 until September 30, 2004, the IME multi-

plier is equal to 1.47; during FY2005, the IME multiplier is 1.42; 
during FY2006, the IME multiplier is 1.37; during FY2007, the 
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IME multiplier is 1.32; and, starting October 1, 2007, the IME mul-
tiplier is equal to 1.35. 

Recognition of New Medical Technologies Under Inpatient Hospital 
Prospective Payment System (Section 503 of the Conference 
Agreement and Section 502 of the House Bill). 

Current Law 
BIPA established that Medicare’s inpatient hospital payment 

system should include a mechanism to recognize the costs of new 
medical services and technologies for discharges beginning on or 
after October 1, 2001. The additional hospital payments can be 
made by the means of a new technology groups, an add-on pay-
ment, a payment adjustment, or other mechanism, but cannot be 
a separate fee schedule and must be budget-neutral. A medical 
service or technology will be considered to be new if it meets cri-
teria established by the Secretary after notice and the opportunity 
for public comment. The Centers for Medicare and Medicaid (CMS) 
published the final regulation implementing these provisions on 
September 7, 2001. This regulation changed the meeting schedule 
for decisions on the creation and implementation of new billing 
codes. (ICD–9–CM codes). The regulation also established that 
technology that provided a substantial improvement to existing 
treatments would qualify for additional payments. The add-on pay-
ment for eligible new technology would occur when the standard di-
agnosis related group (DRG) payment was inadequate; this thresh-
old, which was established as one standard deviation above the 
mean standardized DRG. In these cases, the add-on payment for 
new technology would be the lesser of (a) 50% of the costs of the 
new technology or (b) 50% of the amount by which the costs exceed-
ed the standard DRG payment; however if the new technology pay-
ments are estimated to exceed the budgeted target amount of 1% 
of the total operating inpatient payments, the add-on payments are 
reduced prospectively. 

House Bill 
The Secretary would be required to add new diagnosis and pro-

cedure codes in April 1 of each year but would not be required to 
affect Medicare’s payment or DRG classification until the fiscal 
year that begins after that date. The Secretary would not be able 
to deny a service or technology treatment as a new technology be-
cause the service (or technology) has been in use prior to the 2–
to–3 year period before it was issued a billing code and a sample 
of specific discharges where the service has been used can be iden-
tified. When establishing whether DRG payments are inadequate, 
the Secretary would be required to apply a threshold that is the 
lesser of 75% of the standardized amount (increased to reflect the 
difference between costs and charges) or 75% of one standard devi-
ation for DRG involved. The Secretary would be required to provide 
additional clarification in regulation on the criteria used to deter-
mine whether a new service represents an advance in technology 
that substantially improves the existing diagnosis or treatment. 
The Secretary would be required to deem that a technology provide 
a substantial improvement on an existing treatment if the tech-
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nology in question is a drug or biological that is designated under 
section 506 of the Federal Food, Drug, and Cosmetic Act, approved 
under section 314.510 or 601.41 of Title 21, Code of Federal Regu-
lations, designated for priority review when the marketing applica-
tion was filed, is a medical device for which an exemption has been 
granted under section 520(m) of such Act, or for which priority or 
expedited review has been provided under section 515(d)(5). For 
other technologies that may be substantial improvements, the Sec-
retary would be required to: (1) maintain and update a public list 
of pending applications for specific services and technologies to be 
evaluated for eligibility for additional payment; (2) accept com-
ments recommendations and data from the public regarding wheth-
er a service or technology represents a substantial improvement; 
and (3) provide for a meeting at which organizations representing 
physicians, beneficiaries, manufacturers or other interested parties 
may present comments, recommendations, and data to the clinical 
staff of CMS regarding whether a service or technology represents 
a substantial improvement. These actions would occur prior to the 
publication of the proposed regulation. Before establishing an add-
on payment as the appropriate reimbursement mechanism, the 
Secretary would be directed to identify one or more DRGs and as-
sign the technology to that DRG, taking into account similar clin-
ical or anatomical characteristics and the relative cost of the tech-
nology. The Secretary would assign an eligible technology into a 
DRG where the average cost of care most closely approximates the 
cost of the new technology. In such a case, no add-on payment 
would be made; the application of the budget-neutrality require-
ment with respect to annual DRG reclassifications and recalcula-
tion of associated DRG weights would not be affected. The Sec-
retary would be required to increase the percentage associated with 
add-on payments from 50% to the marginal rate or percentage that 
Medicare reimburses inpatient outlier cases. The provisions would 
not affect the Secretary’s authority to determine whether services 
are medically necessary and appropriate. Funding for this new 
technology would no longer be budget neutral. 

The Secretary would be required to implement these provisions 
to new technology determinations beginning in FY2005. The Sec-
retary would be required to automatically reconsider an application 
as a new technology that was denied for FY2004 as an application 
under these new provisions. If such an application is granted, the 
maximum time period otherwise permitted for such classification 
as a new technology would be extended by 12 months. 

Senate Bill 
No provision. 

Conference Agreement 
The Secretary is required to add new diagnosis and procedure 

codes in April 1 of each year but is not required to affect Medicare’s 
payment or DRG classification until the fiscal year that begins 
after that date. When establishing whether DRG payments are in-
adequate, the Secretary would be required to apply a threshold 
that is the lesser of 75% of the standardized amount (increased to 
reflect the difference between costs and charges) or 75% of one 
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standard deviation for the DRG involved. The Secretary should col-
lect at least 2 years of data before incorporating the technology into 
a permanent group. The Secretary is required to: (1) maintain and 
update a public list of pending applications for specific services and 
technologies to be evaluated for eligibility for additional payment; 
(2) accept comments recommendations and data from the public re-
garding whether a service or technology represents a substantial 
improvement; and (3) provide for a meeting at which organizations 
representing physicians, beneficiaries, manufacturers or other in-
terested parties may present comments, recommendations, and 
data to the clinical staff of CMS regarding whether a service or 
technology represents a substantial improvement. These actions 
will occur prior to the publication of the proposed regulation. Be-
fore establishing an add-on payment as the appropriate reimburse-
ment mechanism, the Secretary is directed to identify one or more 
DRGs and assign the technology to that DRG, taking into account 
similar clinical or anatomical characteristics and the relative cost 
of the technology. The Secretary will assign an eligible technology 
into a DRG where the average cost of care most closely approxi-
mates the cost of the new technology. In such a case, no add-on 
payment would be made; the application of the budget-neutrality 
requirement with respect to annual DRG reclassifications and re-
calculation of associated DRG weights will not be affected. The Sec-
retary should consider increasing the percent of payment associ-
ated with the add-on payments up to the marginal rate used for 
the inpatient outlier. Funding for new technology will no longer be 
budget neutral. 

The Secretary is required to implement these provisions to new 
technology determinations beginning in FY2005. The Secretary is 
required to automatically reconsider an application as a new tech-
nology that was denied for FY2005 as an application under these 
new provisions. If such an application is granted, the maximum 
time period otherwise permitted for such classification as a new 
technology is extended by 12 months. 

Increase in Federal Rate for Hospitals in Puerto Rico (Section 504 
of the Conference Agreement, Section 503 of the House Bill, 
and Section 409 of the Senate Bill). 

Present Law 
Under Medicare’s prospective payment system for inpatient 

services, a separate standardized amount is used to establish pay-
ments for discharges from short-term general hospitals in Puerto 
Rico. BBA 97 provides for an adjustment of the Puerto Rico rate 
from a blended amount based on 25% of the federal national 
amount and 75% of the local amount to a blended amount based 
on a 50/50 split between national and local amounts. 

House Bill 
Hospitals in Puerto Rico would receive Medicare payments 

based on a 50/50 split between federal and local amounts before 
October 1, 2003. From FY2004 through FY2007, an increasing 
amount of the payment rate would be based on federal national 
rates as follows: during FY2004, payment would be 59% national 
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and 41% local; this would change to 67% national and 33% local 
during FY2005 and 75% national and 25% local during FY2006 and 
subsequently. 

Senate Bill 
Hospitals in Puerto Rico would receive Medicare payments 

based on a 50/50 split between national and local amounts until 
September 30, 2003. These hospitals would receive Medicare pay-
ments based on 100% of the federal rate for discharges on or after 
October 1, 2004 and before October 1, 2009. The rate for hospitals 
Puerto Rico would revert to a 50/50 split after October 1, 2009. 

Conference Agreement 
Hospitals in Puerto Rico will receive Medicare payments based 

on a 50/50 split between federal and local amounts before April 1, 
2004. Starting April 1, 2004 through September 30, 2004, payment 
will be based on 62.5% national amount and 37.5% local amount; 
this will change to 75% national and 25% local after October 1, 
2004 and in subsequent years. 

Wage Index Adjustment Reclassification Reform (Section 505 of the 
Conference Agreement and Section 504 of the House Bill). 

Present Law 
Unlike other providers, acute hospitals may apply to the Medi-

care Geographic Classification Review Board (MGCRB) for a 
change in classification from a rural area to an urban area, or reas-
signment from one urban area to another urban area. The MGCRB 
was created to determine whether a hospital should be redesig-
nated to an area with which it has close proximity for purposes of 
using the other area’s wage index. If reclassification is granted, the 
new wage index will be used to calculating Medicare’s payment for 
inpatient and outpatient services. 

Generally, hospitals must demonstrate a close proximity to the 
areas where they seek to be reclassified. This proximity can be es-
tablished if one of two conditions is met: (1) an urban hospital must 
be no more than 15 miles and a rural hospital must be no more 
than 35 miles from the area where it wants to be reclassified; or 
(2) at least 50% of the hospital’s employees reside in the area. A 
rural referral center (RRC) or a sole community hospital (SCH) or 
a hospital that is both a RRC and a SCH does not have to meet 
the proximity test. After establishing appropriate proximity, a hos-
pital may qualify for the payment rate of another area if it proves 
that its incurred costs are comparable to those of hospitals in that 
area under established criteria. To use an area’s wage index, a 
rural hospital must demonstrate that its average hourly wage is 
equal to at least 82% of the average hourly wage of hospitals in the 
area to which it seeks redesignation; an urban hospital must dem-
onstrate that its average hourly wage is at least 84% of such an 
area. Also an urban hospital cannot be reclassified unless average 
hourly wage is at least 108% of the average hourly wage of the 
area in which it is located; this standard is 106% for rural hospitals 
seeking reclassification to an area. 

VerDate jul 14 2003 11:06 Nov 24, 2003 Jkt 090299 PO 00000 Frm 00656 Fmt 6601 Sfmt 6601 E:\HR\OC\HR391.XXX HR391



655

For redesignations starting in FY2003, the average hourly 
wage comparisons used to determine whether a hospital can use 
another area’s wage index are based on 3 years worth of lagged 
data submitted by hospitals as part of their cost report. For in-
stance, FY2003 wage index reclassifications were based on weight-
ed 3-year averages of average hourly wages using data from 
FY1997, FY1998, and FY1999 cost reports. Wage index reclassifica-
tions are effective for 3 years unless the hospital notifies the 
MCGRB and withdraws or terminates its reclassification. 

House Bill 
The Secretary would be required to establish an application 

process and payment adjustment to recognize the commuting pat-
terns of hospital employees. A hospital that qualified for such a 
payment adjustment would have average hourly wages that exceed 
the average wages of the area in which it is located and have at 
least 10% of its employees living in 1 or more areas that have high-
er wage index values. This qualifying hospital would have its wage 
index value increased by the percentage of its total employees who 
live in any area with a higher wage index value. The process would 
be based on the MGCRB reclassification process and schedule with 
respect to data submitted. Such an adjustment would be effective 
for 3 years unless a hospital withdraws or elects to terminate its 
payment. A hospital that receives a commuting wage adjustment 
would not be eligible for reclassification into another area by the 
MCGRB. These commuting wage adjustments would not affect the 
computation of the wage index of the area in which the hospital is 
located or any other area. It would also be exempt from certain 
budget neutrality requirements. The provisions would apply to dis-
charges on or after October 1, 2004. 

Senate Bill 
No provision. 

Conference Agreement 
The Secretary is required to establish a process and payment 

adjustment to recognize the out-migration of hospital employees 
who reside in a county and work in different area with a higher 
wage index. A hospital that receives such a payment adjustment 
will be located in a qualifying county that meets criteria estab-
lished by the Secretary. This criteria will include (1) a threshold 
percentage of the weighted average of the area wage index or indi-
ces for the higher wage index areas; (2) a threshold of not less than 
10 percent for minimum out-migration to a higher wage index area 
or areas and (3) a requirement that the average hourly wage of the 
hospitals in the qualifying county equals or exceeds the average 
hourly wage of all the hospitals in the area where the county is lo-
cated. A qualifying hospital will have its wage index value in-
creased by the percentage of the hospital employees residing in the 
qualifying county who are employed in any area with a higher 
wage value. The adjustment will equal the sum of the products of 
the difference between the wage index value of any higher wage 
area and the qualifying county multiplied by the number of hos-
pital employee who reside in the qualifying county but are em-
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ployed in any higher wage index area. The application process for 
this adjustment is based on the MGCRB reclassification process 
and schedule with respect to data submitted. Such an adjustment 
is effective for 3 years unless a hospital withdraws or elects to ter-
minate its payment. 

The Secretary may require acute hospitals and other hospitals 
as well as critical access hospitals to submit data regarding the lo-
cation of their employee’s residence or the Secretary may use data 
from other sources. A hospital that receives a commuting wage ad-
justment is not eligible for reclassification into another area by the 
MCGRB. The commuting wage adjustment does not affect the com-
putation of the wage index of the area in which the hospital is lo-
cated or any other area. It is also exempt from certain budget neu-
trality requirements. The thresholds and other qualifying criteria 
for the commuting wage adjustment is not subject to judicial re-
view. The provisions apply to discharges on or after October 1, 
2004. In initially implementing this adjustment, the Secretary may 
modify the deadlines otherwise applicable to data submission and 
actions on applications for geographic reclassification. 

Limitation on Charges for Inpatient Hospital Contract Health Serv-
ices Provided to Indians by Medicare Participating Hospitals 
(Section 506 of the Conference Agreement and Section 412 of 
the Senate Bill). 

Present Law 
The Indian Health Service (IHS) provides health care both di-

rectly, through tribes and tribal consortia, and through urban In-
dian organizations. The Indian Health Care Improvement Act (P.L. 
94–437) authorized IHS to collect directly from Medicare, Medicaid, 
and other third party insurers for health services covered by those 
programs. In addition to care provided directly from IHS and tribal 
providers, contract health services are purchased by IHS and the 
tribes from more than 2,000 private providers, if the local facility 
is unable to provide the needed care. These health services are pro-
vided principally for members of tribes who live in contract health 
service delivery areas. Contract support funding across all IHS pro-
grams has been insufficient to cover all IHS and tribal costs. When 
the costs are not reimbursed through appropriations, the tribes and 
IHS use program funds to make up the difference. 

House Bill 
No provision. 

Senate Bill 
The amendment would prohibit hospitals that participate in 

Medicare and that provide Medicare covered inpatient hospital 
services under the contract health services program funded by the 
Indian Health Services from charging more than the Medicare es-
tablished rates for these services. This provision would apply to 
contract health services programs operated by the Indian Health 
Service, an Indian tribe or tribal organization or an urban Indian 
organization. The provision would apply to Medicare participation 
agreements in effect or entered into by a date specified by the Sec-
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retary. In no case would this provision be applicable later than 6 
months from the date of enactment. 

Conference Agreement 
Hospitals that participate in Medicare and that provide Medi-

care covered inpatient hospital services under the contract health 
services program funded by the Indian Health Services and oper-
ated by the Indian Health Service, an Indian tribe, an Indian tribal 
organization, or an urban Indian organization will be paid in ac-
cordance with regulations promulgated by the Secretary regarding 
admission practices, payment methodologies, and rates of pay-
ments. This will include the requirement to accept these rates as 
payment in full. This provision will apply to Medicare participation 
agreements in effect or entered into by a date specified by the Sec-
retary. In no case will this date be later than 1 year after the date 
of enactment. 

Clarifications to Certain Exceptions to Medicare Limits on Physi-
cian Referrals (Section 507 of the Conference Agreement, Sec-
tion 505 of the House Bill and Section 453 of the Senate Bill). 

Present Law 
Physicians are generally prohibited from referring Medicare 

patients to facilities in which they (or their immediate family mem-
ber) have financial interests. Physicians, however, are not prohib-
ited from referring patients to whole hospitals (and several other 
entities) in which they have ownership or investment interests. 

House Bill 
The Medicare Payment Advisory Commission (MedPAC) would 

be required to conduct a study of specialty hospitals compared with 
other similar general acute hospitals including the number and ex-
tent of patients referred by physicians with an investment interest 
in the facility, the quality of care furnished, the impact of the spe-
cialty hospital on the acute general hospital, and the differences in 
the scope of services, Medicaid utilization and the amount of un-
compensated care that is furnished. The report, including rec-
ommendations, would be due to Congress no later than 1 year from 
enactment. 

Senate Bill 
The exception for physician investment and self-referral would 

not extend to specialty hospitals. In this instance, a specialty hos-
pital would be one that is primarily or exclusively engaged in the 
care and treatment of patients with cardiac or orthopedic condi-
tions, those receiving a surgical procedure, or other specialized cat-
egories of patients or cases deemed appropriate. A specialty hos-
pital would not include any hospital that is determined by the Sec-
retary to be in operation, under development as of such date, with 
the same number of beds and physician investors as of June 12, 
2002. The Secretary would consider the following factors in deter-
mining whether a hospital is under development: whether the ar-
chitectural plans have been completed; funding has been received; 
zoning requirements have been met; necessary approvals from ap-
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propriate State agencies have been received and other appropriate 
evidence. 

The rural provider exception would be modified. These rural 
providers would not include specialty hospitals and the Secretary 
would determine, with respect to the entity, that such services 
would not be available in such area but for the ownership or in-
vestment interest. 

Conference Agreement 
For a period of 18 months from the date of enactment, the 

‘‘whole hospital’’ exception would be amended to exclude those cir-
cumstances in which a physician’s ownership interest is in a sub-
section d hospital devoted primarily or exclusively to cardiac, ortho-
pedic surgical, or other specialties designated by the Secretary. 
Specialty hospitals in operation or under development as of Novem-
ber 18, 2003 would be exempt from the provision. Within a period 
of 15 months from the date of enactment MedPAC, in consultation 
with the General Accounting Office (GAO), and HHS would study 
the effects of the whole-hospital exception for physician-ownership 
in specialty hospitals. 

In order to qualify for exception from this provision, a specialty 
hospital must have been in operation or under development (as de-
fined in this bill) as of November 18, 2003. Additionally, in order 
to maintain the exception, a specialty hospital may not increase the 
number of physician investors as of November 18, 2003; change or 
expand the field of specialization it treats; expand beyond the main 
campus; or increase the total number of beds in its facilities by 
more than the greater of 5 beds or 50 percent of the number of 
beds in the hospital as of November 18, 2003. The Secretary shall 
determine what constitutes the number of beds in a hospital that 
is considered under development as of November 18, 2003. The Sec-
retary may evaluate all relevant development plans and documents 
in order to make this determination. 

Long-term acute care hospitals, rehabilitation hospitals, psy-
chiatric hospitals, cancer hospitals, and children’s hospitals are not 
considered to be specialty hospitals for purposes of this section. 
When studying the effects of the whole-hospital exception, 
MedPAC, in consultation with GAO shall undertake a study in ac-
cordance with the legislation. 

Effective Date 
Beginning on the date of enactment, this provision would es-

tablish an 18-month moratorium on physician self-referrals to spe-
cialty hospitals. Hospitals in existence or under development as of 
November 18, 2003 would be exempt from the moratorium. A study 
would be completed within 15 months of date of enactment. 

MedPAC Study and Report Regarding Medicare Disproportionate 
Share Hospital Adjustments (Section 404A of the Senate Bill). 

Present Law 
No provision. 
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House Bill 
No provision. 

Senate Bill 
The Medicare Payment Advisory Commission (MedPAC) would 

be required to conduct a study to determine (1) whether dispropor-
tionate share hospital (DSH) payments should be made in the same 
manner as Medicare’s graduate medical education payments; (2) 
the extent that hospitals receiving Medicaid DSH payments also 
receive Medicare DSH payments; and (3) whether to add uncom-
pensated care costs to the Medicare DSH formula. The report, in-
cluding recommendations, would be due to Congress within 1 year 
from enactment. The provision would be effective upon enactment.

Conference Agreement 
No provision. 

Treatment of Grandfathered Long-Term Care Hospitals (Section 
416/Duplicate Provision 420B of the Senate Bill). 

Present Law 
A hospital-in-a-hospital is a long-term hospital that is phys-

ically located in an acute care hospital and provides inpatient serv-
ices that are paid at a higher rate than would apply if the long 
term hospital were treated by Medicare as an acute care hospital. 
The Centers for Medicare and Medicaid Services (CMS) has estab-
lished certain requirements for a hospital-in-a-hospital to be ex-
cluded from the inpatient prospective payment system and be paid 
as a long-term hospital. For instance, a hospital-within-a-hospital 
has to be able to independently perform certain basic hospital func-
tions. CMS exempted existing hospitals-with-a-hospital (those that 
were in existence on or before September 30, 1995) when these re-
quirements were established. On May 19, 2003, CMS proposed to 
revise the conditions of the hospitals’ exemption; a hospital-within-
a hospital would only be exempt from the existing requirements if 
it continues to operate within the same terms and conditions that 
were in effect as of September 30, 1995. 

House Bill 
No provision. 

Senate Bill 
The Secretary would not be able to impose any special condi-

tions on the operation, size, and number of beds or location of an 
existing long-term hospital in order to continue participating in 
Medicare or Medicaid or to continue being classified as a long-term 
hospital. The Secretary would not be able to adopt a proposed regu-
lation that would implement such conditions or any revision to 
such regulation that have a comparable effect. The provisions 
would apply to cost reporting periods ending on or after December 
31, 2002. 

Conference Agreement 
No provision. 
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Treatment of Certain Entities For Purposes of Payments Under the 
Medicare Program (Section 417 of the Senate Bill). 

Present Law 
Acute care hospitals may apply to the Medicare Geographic 

Classification Review Board (MGCRB) for a change in classification 
from a rural area to an urban area, or reassignment from one 
urban area to another urban area. The MGCRB was created to de-
termine whether a hospital should be redesignated to an area with 
which it has close proximity for purposes of using the other area’s 
standardized amount or wage index, or both. (If, as proposed, the 
standardized amount for all hospitals will equal the amount used 
to pay hospitals in large urban areas, a hospital’s need to reclassify 
to use of another area’s standardized amount will virtually dis-
appear.) If reclassification is granted, the new wage index will be 
used to calculating Medicare’s payment for inpatient and out-
patient services. Hospital reclassifications are established on a 
budget-neutral basis so aggregate inpatient prospective payment 
system expenditures will not increase as a result. 

Generally, hospitals must demonstrate a close proximity to the 
areas where they seek to be reclassified. After establishing appro-
priate proximity, a hospital may qualify for the payment rate of an-
other area if it proves that its incurred costs are comparable to 
those of hospitals in that area. Aside from reclassifications through 
the MGCRB, hospitals have also been reclassified by law. 

House Bill 
No provision. 

Senate Bill 
Starting on or after October 1, 2003, Iredell County and Rowan 

County, North Carolina would be deemed to be located in the Char-
lotte-Gastonia-Rock Hill, North Carolina, South Carolina Metro-
politan Statistical Area for the purpose of Medicare’s inpatient and 
outpatient acute hospital reimbursement. The Secretary would be 
required to adjust the wage index values of all hospitals in North 
Carolina to assure that aggregate payments for hospital inpatient 
operating costs are not greater than they would have been without 
such a change. 

Starting on or after October 1, 2003, Iredell County and Rowan 
County, North Carolina would be deemed to be located in the Char-
lotte-Gastonia-Rock Hill, North Carolina, and South Carolina Met-
ropolitan Statistical Area for the purpose of Medicare’s skilled 
nursing facility (SNF) and home health reimbursement. This 
change will be made in a way to ensure that aggregate payments 
for SNF and home health services in North Carolina are not great-
er than they would have been without such a change. 

Conference Agreement 
No provision. 
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Calculation of Wage Indices for Hospitals (Conference Report Sec-
tion 508 and Section 419 of the Senate Bill). 

Present Law 
Acute hospitals may apply to the Medicare Geographic Classi-

fication Review Board (MGCRB) for a change in classification from 
a rural area to an urban area, or reassignment from one urban 
area to another urban area but no later than February 15, 2004. 
If reclassification is granted, the new wage index will be used to 
calculating Medicare’s payment for inpatient and outpatient serv-
ices. Generally, hospitals must demonstrate a close proximity to 
the areas where they seek to be reclassified. After establishing ap-
propriate proximity, a hospital may qualify for the payment rate of 
another area if it proves that its incurred costs are comparable to 
those of hospitals in that area. The reclassification standards which 
are established by regulation are different for urban than for rural 
hospitals. It is easier for a rural hospital to reclassify to a different 
area. Aside from reclassifications through the MGCRB, hospitals 
have also been reclassified by law. 

House Bill 
No provision. 

Senate Bill 
The Secretary would be able to waive established reclassifica-

tion criteria in calculating the wage index in a state when making 
payments for hospital discharges in FY2004. The provision would 
be effective upon enactment. 

Conference Agreement 
The Secretary shall establish by instruction not later than Jan-

uary 1, 2004 or otherwise a one-time process under which a hos-
pital may appeal the wage index classification otherwise applicable 
to the hospital and select another area within the State (or at the 
discretion of the Secretary to a contiguous state. A qualifying hos-
pital is not eligible for a wage index classification on the basis of 
distance and/or commuting. It also must meet such other criteria, 
such as quality, as the Secretary may specify by instruction or oth-
erwise. The reclassification will be effective for three years begin-
ning with April 1, 2004. Hospitals can waive reclassification under 
this provision during the three year period. The Secretary shall 
limit the additional expenditures to $900 million. 

Subtitle B—Other Provisions 

Payment for Covered Skilled Nursing Facility Services (Section 511 
of the Conference Agreement and Section 511 of the House 
Bill). 

Present Law 
Medicare uses a system of daily rates to pay for care in a 

skilled nursing facility (SNF). There are 44 daily rates categories, 
known as resource utilization groups (RUGs) and each group re-
flects a different case mix and intensity of services, such as skilled 
nursing care and/or various therapy and other services. 
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House Bill 
The per diem RUG payment for a SNF resident with acquired 

immune deficiency syndrome (AIDS) would be increased by 128%. 
This payment increase would not apply on after such date when 
the Secretary certifies that the SNF case mix adjustment ade-
quately compensates for the facility’s increased costs associated 
with caring for a resident with AIDS. The provision would be effec-
tive for services on or after October 1, 2003. 

Senate Bill 
No provision. 

Conference Agreement 
The conference agreement increases the per diem RUG pay-

ment for a SNF resident with acquired immune deficiency syn-
drome (AIDS) by 128% (the BBRA temporary RUG add-on does not 
apply in this case). This payment increase would not apply on after 
such date when the Secretary certifies that the SNF case mix ad-
justment adequately compensates for the facility’s increased costs 
associated with caring for a resident with AIDS. The provision is 
effective for services on or after October 1, 2004. 

Coverage of Hospice Consultation Services (Section 512 of the Con-
ference Agreement and Section 512 of the House Bill). 

Present Law 
Current law authorized coverage of hospice services, in lieu of 

certain other Medicare benefits, for terminally ill beneficiaries who 
elect such coverage. 

House Bill 
Coverage of certain physician’s services for certain terminally 

ill individuals would be authorized. Persons entitled to these serv-
ices would be individuals who have not elected the hospice benefit 
and have not previously received these physician’s services. Cov-
ered services would be those furnished by a physician who is the 
medical director or employee of a hospice program. Services would 
include evaluating the individual’s need for pain and symptom 
management, counseling the individual with respect to end-of-life 
issues and care options, and advising the individual regarding ad-
vanced care planning. Payment for such services would equal the 
amount established for similar services under the physician fee 
schedule, excluding the practice expense component. The provision 
would apply to consultation services provided by a hospice program 
on or after January 1, 2004. 

Senate Bill 
No provision. 

Conference Agreement 
The conference agreement provides coverage of certain physi-

cian’s services for certain terminally ill individuals. Beneficiaries 
entitled to these services are those who have not elected the hos-
pice benefit and have not previously received these physician’s 
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services. Covered services are those furnished by a physician who 
is the medical director or employee of a hospice program. The cov-
ered services are: evaluating the beneficiary’s need for pain and 
symptom management, including the individual’s need for hospice 
care; counseling the beneficiary with respect to end-of-life issues 
and care options, and advising the beneficiary regarding advanced 
care planning. Payment for such services equals the amount estab-
lished for similar services under the physician fee schedule, exclud-
ing the practice expense component. The provision would apply to 
consultation services provided by a hospice program on or after 
January 1, 2005.

Increase for Hospitals with Disproportionate Indigent Care Reve-
nues (Section 420A of the Senate Bill). 

Present Law 
Certain hospitals receive additional Medicare payments be-

cause they serve a disproportionate share of poor Medicare and 
Medicaid patients measured by a formula that incorporates the 
proportion of the hospital’s Medicare inpatient days provided to 
poor Medicare beneficiaries (those who receive Supplemental Secu-
rity Income or SSI) added to the proportion of total hospital days 
provided to Medicaid recipients. A few urban hospitals receive dis-
proportionate share hospital (DSH) payments under the Pickle 
Amendment (named after former Representative Pickle from 
Texas) which establishes an alternative formula that considers the 
proportion of a hospital’s patient care revenues that are received 
from state and local indigent care funds. If a hospital receives at 
least 30% of its patient care revenue from these indigent care 
funds, it qualifies as a ‘‘Pickle’’ hospital and will get a 35% increase 
in its Medicare operating payments. The Pickle hospitals receive a 
capital DSH adjustment of 14.16%. The capital adjustment is cal-
culated with the presumption that other urban hospitals would 
have had a DSH patient share percentage of 65.4% in order to re-
ceive a 35% operating DSH adjustment. If so, 65.4% DSH adjust-
ment entered into the capital formula (a complicated calculation in-
volving ‘‘e is the natural antilog of 1’’) would equal 14.16%. 

House Bill 
No provision. 

Senate Bill 
Hospitals that qualify for the DSH adjustment under the Pick-

le amendment would receive a DSH operating and capital adjust-
ment of 40% for discharges on or after October 1, 2003. The provi-
sion would be effective upon enactment. 

Conference Agreement 
No provision. 
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Equitable Treatment for Children’s Hospitals (Section 450J of the 
Senate Bill). 

Present Law 
Outpatient hospital prospective payment contains a permanent 

‘‘hold harmless’’ for cancer hospitals and children’s hospitals. Under 
this hold harmless, payments to these hospitals cannot fall below 
what these hospitals would have received under the payment sys-
tem in place before PPS. 

House Bill 
No provision. 

Senate Bill 
The provision would modify the hold harmless that certain 

children’s hospitals receive. To receive the hold harmless a chil-
dren’s hospital would be required to be located in a state with an 
inpatient PPS waiver (Maryland is the only state that continues its 
waiver under 1814(b)(3)) and to have an outpatient PPS payment 
that is less than either what the hospital would have received 
under the previous payment system or the hospital’s reasonable op-
erating and capital costs. A children’s hospital meeting these cri-
teria would receive payment reflecting the greater difference be-
tween the outpatient PPS amount and the greater of either the 
previous payment system amount or the reasonable costs. The pro-
vision would be effective for services furnished on or after October 
1, 2003. 

Conference Agreement 
No provision.

TITLE VI—PROVISIONS RELATING TO PART B 

Subtitle A—Provisions Relating to Physicians’ Services 

Revision of Updates for Physicians’ Services (Section 601 of the 
Conference Agreement, Section 601 of the House Bill, and Sec-
tions 464/Duplicative Provisions 622 and 629 of the Senate 
Bill). 

Present Law 
Medicare pays for services of physicians and certain non-physi-

cian practitioners on the basis of a fee schedule. The fee schedule, 
in place since 1992, is intended to relate payments for a given serv-
ice to the actual resources used in providing that service. The fee 
schedule assigns relative values to services. These relative values 
reflect physician work (i.e., the time, skill, and intensity it takes 
to provide the service), practice expenses, and malpractice costs. 
The relative values are adjusted for geographic variations in costs. 
The adjusted relative values are then converted into a dollar pay-
ment amount by a conversion factor. 

The law provides a specific formula for calculating the annual 
update to the conversion factor. The intent of the formula is to 
place a restraint on overall increases in spending for physicians’ 
services. Several factors enter into the calculation of the formula. 
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These include: (1) the sustainable growth rate (SGR), which is es-
sentially a target for Medicare spending growth for physicians’ 
services; (2) the Medicare economic index (MEI), which measures 
inflation in the inputs needed to produce physicians’ services; and 
(3) an adjustment that modifies the update, which would otherwise 
be allowed by the MEI, to bring spending in line with the SGR tar-
get. The SGR target is not a limit on expenditures. Rather, the fee 
schedule update reflects the success or failure in meeting the tar-
get. If expenditures exceed the target, the update for a future year 
is reduced. 

The annual percentage update to the conversion factor equals 
the MEI, subject to an adjustment (known as the update adjust-
ment factor) to match target spending for physicians services under 
the SGR system. (During a transition period, 2001–2005, an addi-
tional adjustment is made to achieve budget neutrality.) The up-
date adjustment sets the conversion factor at a level so that pro-
jected spending for the year will meet allowed spending by the end 
of the year. Allowed spending for the year is calculated using the 
SGR. However, in no case can the update adjustment factor be less 
than minus 7% or more than plus 3%. 

The update adjustment factor is the sum of: (1) the prior year 
adjustment component, and (2) the cumulative adjustment compo-
nent. The prior year adjustment component is determined by: (1) 
computing the difference between allowed expenditures for physi-
cians’ services for the prior year and the amount of actual expendi-
tures for that year; (2) dividing this amount by the actual expendi-
tures for that year; and (3) multiplying that amount by 0.75. The 
cumulative adjustment component is determined by: (1) computing 
the difference between allowed expenditures for physicians’ services 
from April 1, 1996 through the end of the prior year and the 
amount of actual expenditures during such period; (2) dividing that 
difference by actual expenditures for the prior year as increased by 
the SGR for the year for which the update adjustment factor is to 
be determined; and (3) multiplying that amount by 0.33. Use of 
both the prior year adjustment component and the cumulative ad-
justment component allows any deviation between cumulative ac-
tual expenditures and cumulative allowed expenditures to be cor-
rected over several years rather than a single year. 

The law also specifies a formula for calculating the SGR. It is 
based on changes in four factors: (1) estimated changes in fees; (2) 
estimated change in the average number of Part B enrollees (ex-
cluding Medicare+Choice beneficiaries); (3) estimated projected 
growth in real gross domestic product (GDP) growth per capita; 
and (4) estimated change in expenditures due to changes in law or 
regulations. This system is designed to adjust for how well actual 
expenditures meet SGR target expenditures. 

Provisions in the Consolidated Appropriations Resolution of 
2003 (P.L. 108–7) permitted redeterminations of SGR for prior 
years. As a result, the conversion factor for 2003 was increased 
1.6% over the 2002 level. Other aspects of the formula for the an-
nual payment rate were not addressed. CMS reports an update fac-
tor of ¥4.5% for 2004. 
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House Bill 
The update to the conversion factor for 2004 and 2005 would 

be not less than 1.5% and would be exempt from the budget neu-
trality adjustment. This modification would not be treated as a 
change in law and regulation in SGR determination. 

The formula for calculating the sustainable growth rate would 
be modified. The GDP factor would be based on the annual average 
change over the preceding 10 years (a 10-year rolling average). 
This calculation would replace the current GDP factor which meas-
ures the 1-year change from the preceding year. The 10-year rolling 
average calculation of the GDP would apply to computations of the 
SGR starting in 2003. 

Senate Bill 
The provision expresses a sense of the Senate that Medicare 

beneficiary access to quality care may be compromised if Congress 
does not prevent cuts in 2004 and following years that stem from 
the sustainable growth rate (SGR) formula. 

The provision provides a sense of the Senate that the reduc-
tions in Medicare’s physician fee schedule are untenable if not de-
stabilizing, primarily caused by the sustainable growth rate cal-
culation, and that CMS should use its discretion to make certain 
exclusions and adjustments to the calculation. 

Conference Agreement 
The update to the conversion factor for 2004 and 2005 will not 

be not less than 1.5% and will be exempt from the budget neu-
trality adjustment, instead of ¥4.5% in 2004 and a smaller reduc-
tion in 2005. This modification would not be treated as a change 
in law and regulation in SGR determination. 

The formula for calculating the sustainable growth rate will be 
modified. The GDP factor will be based on the annual average 
change over the preceding 10 years (a 10-year rolling average).
This calculation will replace the current GDP factor which meas-
ures the 1-year change from the preceding year. The 10-year rolling 
average calculation of the GDP will apply to computations of the 
SGR starting in 2003. 

Treatment of Physicians’ Services furnished in Alaska (Section 602 
of the Conference Agreement and Section 450K of the Senate 
Bill). 

Current Law 
Physicians who provide services to Medicare beneficiaries are 

paid based on a physician fee schedule, which has three compo-
nents: the relative value for the service, a geographic adjustment 
factor and a conversion factor. The geographic adjustment factor is 
the sum of three geographic practice cost indices (GPCIs), namely 
a work GPCI, a practice expense GPCI, and a malpractice GPCI. 
An area with costs above the national average would have a GPCI 
greater than 1.00; an area with costs below the national average 
would have a GPCI less than 1.00. 
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House Bill 
No provision. 

Senate Bill 
For calendar year 2004, physicians providing Medicare services 

in Alaska would be paid 90 percent of the Veterans Affairs (VA) fee 
schedule for physician services that was used for fiscal year 2001. 
For calendar year 2005, this payment amount would be increased 
by the update amount for the Medicare physician fee schedule for 
2005. If no VA fee schedule amount existed for a physician service, 
the payment amount would be the sum of the Medicare payment 
amount plus 90% of the percentage difference between the Medi-
care fee schedule and the VA fee schedule (on a claims-weighted 
basis). The provision would be effective for services furnished on or 
after January 1, 2004 and before January 1, 2006. 

Conference Agreement 
In calendar years 2004 and 2005, for physician services pro-

vided in Alaska, the Secretary is required to increase geographic 
practice cost indices to a level of 1.67 for each of the work, practice 
expense and malpractice cost indices. 

Inclusion of Podiatrists, Dentists, and Optometrists under Private 
Contracting Authority (Section 603 of the Conference Agree-
ment and Section 604 of the House Bill). 

Present Law 
Private contracting allows a physician and Medicare bene-

ficiary not to submit a claim for a service which would otherwise 
be covered and paid for by Medicare. Under private contracting, 
physicians can bill patients at their discretion without being sub-
ject to upper payment limits specified by Medicare. If a physician 
decides to enter into a private contract with a Medicare beneficiary, 
that physician must agree to forego any reimbursement by Medi-
care for all Medicare beneficiaries for 2 years. The patient is not 
subject to the 2-year limit and is able to receive services from other 
physicians who do not have such private contracts and have Medi-
care pay for the services. Both physicians and practitioners may 
enter private contracts. In this instance, a physician is limited to 
a doctor of medicine and osteopathy; chiropractors, podiatrists, den-
tists, and optometrists are not included. Practitioners are physician 
assistants, nurse practitioners, clinical nurse specialists, certified 
registered nurse anesthetists, certified nurse midwives, clinical 
psychologists, and clinical social workers. 

House Bill 
Doctors of dental surgery or of dental medicine and doctors of 

podiatric medicine would be able to enter into private contracts 
with Medicare beneficiaries. The provision would be effective upon 
enactment. 

Senate Bill 
No provision. 
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Conference Agreement 
Doctors of dental surgery or of dental medicine, doctors of 

podiatric medicine, and doctors of optometry will be able to enter 
into private contracts with Medicare beneficiaries. The provision 
will be effective upon enactment. 

GAO Study on Access to Physicians’ Services (Section 604 of the 
Conference Agreement and Sections 602(a) and 602(b) of the 
House Bill). 

GAO Study on Beneficiary Access to Physicians’ Services 

Present Law 
Periodic analyses by the Physician Payment Review Commis-

sion, and subsequently MedPAC, as well as CMS showed that ac-
cess to physicians’ services generally remained good for most bene-
ficiaries through 1999. Detailed data are not available for a subse-
quent period; however, several surveys have showed a decline in 
the percentage of physicians accepting new Medicare patients. 

House Bill 
GAO would be required to conduct a study on access of Medi-

care beneficiaries to physician’s services under Medicare. The study 
would include an assessment of beneficiaries’ use of services 
through an analysis of claims data. It would also examine changes 
in use of physicians’ services over time. Further, it would examine 
the extent to which physicians are not accepting new Medicare 
beneficiaries as patients. GAO would be required to submit a re-
port to Congress on this study within 18 months of enactment. The 
report would determine whether data from claims submitted by 
physicians indicate potential access problems for beneficiaries in 
certain geographic areas. The report would determine whether ac-
cess by beneficiaries to physicians’ services has improved, remained 
constant, or deteriorated over time. 

The Secretary would be required to request the Institute of 
Medicine to conduct a study on the adequacy of the supply of physi-
cians (including specialists) in the country and the factors that af-
fect supply. The Secretary would be required to submit the results 
of the study in a report to Congress no later than 2 years of the 
date of enactment. 

Senate Bill 
No provision. 

Conference Agreement 
GAO is required to conduct a study on access of Medicare 

beneficiaries to physicians’ services under Medicare. The study will 
include an assessment of beneficiaries’ use of physician services 
through an analysis of claims data. It will also examine changes in 
use of physicians’ services over time. Further, it will examine the 
extent to which physicians are not accepting new Medicare bene-
ficiaries as patients. GAO is required to submit a report to Con-
gress on this study within 18 months of enactment. The report will 
determine whether data from claims submitted by physicians indi-
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cate potential access problems for beneficiaries in certain geo-
graphic areas. The report will also determine whether access by 
beneficiaries to physicians’ services has improved, remained con-
stant, or deteriorated over time. 

Collaborative Demonstration-based Review of Physician Practice 
Expense Geographic Adjustment Data (Section 605 of the Con-
ference Report and Section 421 of the Senate Bill). 

Present Law 
No provision. 

House Bill 
No provision. 

Senate Bill 
For services furnished after January 1, 2004, the Secretary 

would be required to increase the value of any work geographic 
index that is below .980 to .980. The values for work index would 
be raised to 1.0 for services furnished in 2005, 2006, and 2007. The 
practice expense and malpractice geographic indices in low value 
localities areas would be raised to 1.00 for services furnished in 
2005 through 2008. 

Conference Agreement 
The Secretary is required to review and consider alternative 

data sources than those currently used to establish the geographic 
index for the practice expense component under Medicare’s physi-
cian fee schedule no later than January 1, 2005. The Secretary will 
collaborate with State and other appropriate organizations rep-
resenting physicians, and other appropriate persons. The Secretary 
will select 2 physician payment localities for this evaluation; one of 
the localities will be a rural area and one will be a statewide local-
ity that includes both urban and rural areas. The Secretary will 
submit a report to Congress including recommendations on alter-
native data sources, including their accuracy and validity, the fea-
sibility of using the alternative data, and the estimated impact of 
using these data for the practice expense adjustment. The report 
is due no later than January 1, 2006. 

MedPAC Report on Payment for Physicians’ Services (Section 606 
of the Conference Agreement and Section 603 of the House 
Bill). 

Present Law 
Medicare pays for physicians’ services on the basis of a fee 

schedule. The fee schedule assigns relative values to services. 
These relative values reflect physician work, practice expenses and 
malpractice expenses. Resource-based practice expense relative val-
ues were phased-in beginning in 1999. Beginning in 2002, the val-
ues were totally resource-based. 

Certain services have a professional component and a technical 
component. The technical component does not include a relative 
value for physician work. A global value includes both the profes-
sional and technical components. The physician must bill for the 
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global value if the physician furnishes both the professional compo-
nent and the technical component. 

House Bill 
MedPAC would be required to report to Congress on the effects 

of refinements to the practice expense component of payments for 
physicians’ services after full implementation of the resource-based 
payment in 2002. The report is to examine the following by spe-
cialty: (1) the effect of refinements on payments for physicians 
services; (2) interaction of the practice expense component with 
other components of and adjustments to payment for physicians’ 
services; (3) appropriateness of the amount of compensation by rea-
son of such refinements; (4) effect of such refinements on access to 
care by Medicare beneficiaries to physicians’ services; and (5) effect 
of such refinements on physician participation under the Medicare 
program. The report would be due within 1 year of enactment. 
MedPAC would also be required to study the extent to which in-
creases in the volume of physician services improves beneficiaries’ 
health and well-being. MedPAC would be required to analyze the 
trends in components included in the sustainable growth rate cal-
culation; the growth in volume of physician services provided to 
Medicare beneficiaries in comparison to other populations; the ex-
tent to which coverage determinations and new technology has af-
fected growth in volume; the effect of demographic changes on vol-
ume; the effect of shifts in sites of services; and the extent to which 
the impact of law and regulations is taken into account. 

Senate Bill 
No provision. 

Conference Agreement 
MedPAC is required to report to Congress on the effects of re-

finements to the practice expense component of payments for physi-
cians’ services after full implementation of the resource-based pay-
ment in 2002. The report will examine the following by specialty: 
(1) the effect of refinements on payments for physicians’ services; 
(2) the interaction of the practice expense component with other 
components of and adjustments to payment for physicians’ services; 
(3) the appropriateness of the amount of compensation by reason 
of such refinements; (4) the effect of such refinements on access to 
care by Medicare beneficiaries to physicians’ services; and (5) the 
effect of such refinements on physician participation under the 
Medicare program. The report is due within 1 year of enactment. 
MedPAC is also required to study the extent to which increases in 
the volume of physician services improves beneficiaries’ health and 
well-being. MedPAC is required to analyze the trends in compo-
nents included in the sustainable growth rate calculation; the 
growth in volume of physician service provided to Medicare bene-
ficiaries in comparison to other populations; the extent to which 
coverage determinations and new technology has affected growth in 
volume; the effect of demographic changes on volume; the effect of 
shifts in sites of services; and the extent to which the impact of law 
and regulations is taken into account. The report is due within 1 
year of enactment. 
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GAO Report Section (Section 605(b) of the House Bill). 

Present Law 
No provision. 

House Bill 
As part of the previously mandated study of geographic dif-

ferences in physician payments, GAO would be required to evalu-
ate (1) whether a sound economic basis for raising the geographic 
work adjustment exists; (2) the effect of such adjustment of physi-
cian location and retention including differences in recruitment cost 
and physician mobility; and the appropriateness of establishing a 
floor of 1.00 on the work geographic adjustment. GAO would be re-
quired to submit the report to Congress and the Secretary by Sep-
tember 1, 2004. 

Senate Bill 
No provision. 

Conference Agreement 
No provision. 

GAO Study and Report on the Propagation of Concierge Care (Sec-
tion 447 of the Senate Bill). 

Present Law 
No provision. 

House Bill 
No provision. 

Senate Bill 
GAO would be required to conduct a study on concierge care 

provided to Medicare beneficiaries and its affect on their access to 
Medicare covered services and submit a report to Congress, includ-
ing recommendations, no later than 12 months from enactment. In 
this instance, concierge care would be an arrangement where a 
physician or practitioner charges an individual seeking care a 
membership fee or other fee or requires the purchase of an item or 
service as a prerequisite for providing the care. The provision 
would be effective upon enactment. 

Conference Agreement 
No provision. 

Subtitle B—Preventive Services 

Coverage of An Initial Preventive Physical Examination (Section 
611 of the Conference Agreement and Section 611 of the House 
Bill). 

Present Law 
Medicare covers a number of preventive services. However, it 

does not cover routine physical examinations. 
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House Bill 
Medicare coverage of an initial preventive physical examina-

tion would be authorized. The physical examination would be de-
fined as physicians’ services consisting of a physical examination 
with the goal of health promotion and disease detection. It would 
include items and services (excluding clinical laboratory tests) con-
sistent with the recommendations of the United States Preventive 
Services Task Force as determined by the Secretary. A covered ini-
tial preventive physical examination would be one performed no 
later than 6 months after the individual’s initial coverage date 
under Part B. Initial preventive physical exams would be included 
in the definition of physicians’ services for purposes of the physi-
cian fee schedule. The Part B deductible and coinsurance would be 
waived for initial preventive physical exams. The provision would 
apply to services furnished on or after January 1, 2004 for those 
individuals whose coverage begins on or after such date. 

Senate Bill 
No provision. 

Conference Agreement 
Medicare coverage of an initial preventive physical examina-

tion is authorized, subject to deductible and beneficiary cost shar-
ing. The physical examination is defined as physicians’ services 
consisting of a physical examination (including measurement of 
height, weight, and blood pressure, and an electrocardiogram) with 
the goal of health promotion and disease detection. The examina-
tion includes education, counseling, and referral with respect to 
specific screening services and other preventive services, but does 
not include clinical laboratory tests. The screening and preventive 
services are certain vaccines, screening mammography, screening 
pap smear and screening pelvic exam, prostate cancer screening 
tests, colorectal cancer screening tests, diabetes outpatient self 
management, bone mass measurement, screening for glaucoma, 
medical nutrition therapy, cardiovascular screening blood tests and 
diabetes screening tests. A covered initial preventive physical ex-
amination is performed no later than 6 months after the individ-
ual’s initial coverage date under Part B. Initial preventive physical 
exams are included in the definition of physicians services for pur-
poses of the physician fee schedule. The provision applies to serv-
ices furnished on or after January 1, 2005, but only for those indi-
viduals whose coverage begins on or after such date. 

The Conference encourages the United States Preventive Serv-
ices Task Force to examine aortic aneurysm screening using 
ultrasound. Aortic aneurysms are a leading cause of death in the 
United States, and many in the medical community believe that 
most, if not all, of the approximately 15,000 known deaths each 
year would be prevented with appropriate screening. 
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Coverage of Cardiovascular Screening Blood Tests (Section 612 of 
the Conference Agreement, Section 612 of the House Bill, and 
Section 450D of the Senate Bill). 

Present Law 
Medicare covers a number of preventive services. However, it 

does not cover cardiovascular screening tests. 

House Bill 
Medicare coverage of cholesterol and blood lipid screening 

would be authorized. The screening would be defined as diagnostic 
testing of cholesterol and other lipid levels of the blood for the pur-
pose of early detection of abnormal cholesterol and other lipid lev-
els. The Secretary would be required to establish standards regard-
ing the frequency and type of these screening tests, but not more 
often than once every 2 years. The provision would apply to serv-
ices furnished on or after January 1, 2005. 

Senate Bill 
Medicare coverage of cardiovascular screening tests would be 

authorized. The screening would be defined as diagnostic testing 
for the early detection of cardiovascular disease including tests for 
cholesterol levels, lipid levels of the blood, and other appropriate 
tests for cardiovascular disease. The Secretary would be required 
to consult with appropriate organizations and to establish stand-
ards regarding the frequency and type of these screening tests, but 
not more often than once every 2 years. The provision would apply 
to services furnished on or after January 1, 2005. 

Conference Agreement 
Medicare coverage of cardiovascular screening blood tests is 

authorized. The screening is defined as a blood test for the early 
detection of cardiovascular disease (or abnormalities associated 
with an elevated risk of cardiovascular disease) including tests for 
cholesterol levels and other lipid or triglyceride levels as well as 
such other indications associated with the presence of (or an ele-
vated risk for) cardiovascular disease as the Secretary may approve 
for all individuals or for some individuals determined to be at risk 
for such disease. These indications may include indications meas-
ured by non-invasive testing. The Secretary cannot approve an in-
dication for any individual unless a blood test for such is rec-
ommended by the United States Preventive Services Task Force. 
The Secretary is required to consult with appropriate organizations 
and to establish standards regarding the frequency and type of 
these screening tests, but the frequency may not be more often 
than once every 2 years. The provision applies to services furnished 
on or after January 1, 2005. 

Coverage of Diabetes Screening Tests (Section 613 of the Con-
ference Agreement and Section 630 of the House Bill). 

Present Law 
On July 1, 1998, Medicare began covering diabetes self-man-

agement training services. These educational and training services 
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are provided on an outpatient basis by physicians or other certified 
providers who have experience in diabetes self-management train-
ing services. Blood testing strips and home blood glucose monitors 
are used by diabetics to measure blood glucose levels to determine 
if these levels are being maintained adequately. Medicare covers 
blood testing strips and blood glucose monitors for all individuals 
with diabetes regardless of whether they are insulin-dependent. 
The Secretary is also required to consult with appropriate organi-
zations to establish outcome measures to assess improvements in 
the health status of individuals with diabetes. Based on this infor-
mation, the Secretary will make recommendations to Congress on 
changes to Medicare’s coverage of services for these beneficiaries. 
Medicare does not presently cover laboratory diagnostic tests and 
other services that are used to screen for diabetes. 

House Bill 
Diabetes screening tests and services would be included as a 

covered medical service. In this instance, diabetes screening tests 
would include fasting plasma glucose tests and other appropriate 
tests provided to an individual at risk for diabetes. Individuals at 
risk for diabetes would have any or a combination of the following 
conditions: (1) have a family history of diabetes; (2) are overweight 
with a body mass index greater than or equal to 25 kg/m2; (3) are 
habitually physically inactive; (4) are a member of a high-risk eth-
nic or racial group; (5) have previously been identified with an ele-
vated impaired fasting glucose; (6) have hypertension; (7) have 
dyslipidemia; (8) have a history of gestational diabetes mellitus or 
have delivered a baby weighing more than 9 pounds; or (9) have 
polycystic ovary syndrome. The Secretary would be required to es-
tablish standards, in consultation with appropriate organizations 
regarding the frequency of screening tests except the tests would 
not be covered more often that twice in the 12-month period fol-
lowing the date of the individual’s most recent diabetes screening 
test. The provision would apply to tests furnished on or after 90 
days from enactment. 

Senate Bill 
No provision. 

Conference Agreement
Diabetes screening tests furnished to an individual at risk for 

diabetes for the purpose of early detection of diabetes are included 
as a covered medical service. In this instance, diabetes screening 
tests include fasting plasma glucose tests as well as other tests and 
modifications to those tests deemed appropriate by the Secretary 
after consultation with appropriate organizations. Individuals at 
risk for diabetes have any or a combination of the following condi-
tions: (1) hypertension; (2) dyslipidemia; (3) obesity, with a body 
mass index greater than or equal to 30 kg/m2; (4) previous identi-
fication of an elevated impaired fasting glucose; (5) previous identi-
fication of impaired glucose tolerance or (6) a risk factor of at least 
2 of the following characteristics: overweight with a body mass 
index of greater than 25, but less than 30, kg/m2; a family history 
of diabetes; a history of gestational diabetes mellitus or delivery of 
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a baby weighing more than 9 pounds; or age of 65 years or more. 
The Secretary is required to establish standards, in consultation 
with appropriate organizations regarding the frequency of screen-
ing tests except the tests will not be covered more often that twice 
in the 12-month period following the date of the individual’s most 
recent diabetes screening test. The provision applies to tests fur-
nished starting January 1, 2005. 

Improved Payment for Certain Mammography Services (Section 
614 of the Conference Agreement, Section 614 of the House 
Bill, and Section 445 of the Senate Bill). 

Present Law 
Screening mammography coverage includes the radiological 

procedure as well as the physician’s interpretation of the results of 
the procedure. The usual Part B deductible is waived for tests. Pay-
ment is made under the physician fee schedule. 

Certain services paid under fee schedules or other payment 
systems including ambulance services, services for patients with 
end-stage renal disease paid under the ESRD composite rate, pro-
fessional services of physicians and non-physician practitioners 
paid under the physician fee schedule, and laboratory services paid 
under the clinical diagnostic laboratory fee schedule are excluded 
from Medicare’s outpatient prospective payment system (OPPS). 

House Bill 
Unilateral and bilateral diagnostic mammography as well as 

screening mammography services would be excluded from OPPS. 
The Secretary would be required to provide an appropriate adjust-
ment to the physician fee schedule for the technical component of 
the diagnostic mammography based on the most recent cost data 
available. This adjustment would be applied to services provided on 
or after January 1, 2004. 

Senate Bill 
Unilateral and bilateral diagnostic mammography as well as 

screening mammography services would be excluded from OPPS. 
The Secretary would be required to provide an appropriate adjust-
ment to the physician fee schedule for the technical component of 
the diagnostic mammography based on the most recent cost data 
available. This adjustment would be applied to services provided on 
or after January 1, 2005. 

Conference Agreement 
Screening mammography and diagnostic mammography will be 

excluded from OPPS. This provision will apply to screening mam-
mography services furnished on or after the date of enactment and 
will apply to diagnostic mammography services furnished on or 
after January 1, 2005. 
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Waiver of Deductible for Colorectal Cancer Screening Tests (Sec-
tion 613 of the House Bill). 

Present Law 
Covered colorectal screening tests for prevention purposes in-

clude (1) an annual fecal-occult blood test for individuals age 50 
and older; (2) flexible sigmoidoscopy every 4 years for individuals 
age 50 and older; (3) colonoscopy for high-risk individuals every 2 
years and for other individuals every 10 years; and (4) screening 
barium enemas every 4 years for individuals age 50 and older who 
are not at high risk of developing colorectal cancer or every 2 years 
for high risk individuals. Payment is made according to the appli-
cable payment system for the provider performing the test. 

Unless otherwise specified, Part B services are subject to bene-
ficiary cost sharing amounts, including an annual deductible and 
coinsurance amount. Colorectal screening tests are subject to the 
deductible and coinsurance. 

House Bill 
The Part B deductibles would be waived for colorectal cancer 

screening tests. The provision would apply to items and services 
furnished on or after January 1, 2004. 

Senate Bill 
No provision. 

Conference Agreement 
No provision. 

Subtitle C—Other Provisions 

Hospital Outpatient Department (HOPD) Payment Reform (Section 
621 of the Conference Report, Section 621(a) of the House Bill, 
and Section 436 of the Senate Bill). 

Payment for Drugs (Section 621(a) of the Conference Agreement, 
Sections 621(a) and 621(d) of the House Bill, and Section 436 
of the Senate Bill). 

Present Law 
Under hospital outpatient department (HOPD) prospective 

payment system (OPPS), the unit of payment is the individual 
service or procedure as assigned to one of about 570 ambulatory 
payment classifications (APCs) groups. Services are classified into 
APCs based on their Healthcare Common Procedure Coding Sys-
tem (HCPCS), a standardized coding system used to identify prod-
ucts, supplies, and services for claims processing and payment pur-
poses. To the extent possible, integral services and items including 
drugs are bundled or packaged within each APC. For instance, an 
APC for a surgical procedure will include operating and recovery 
room services, anesthesia and surgical supplies. Medicare’s pay-
ment for HOPD services is calculated by multiplying the relative 
weight associated with an APC by a geographically adjusted con-
version factor. The conversion factor is updated on a calendar year 
schedule and the annual updates are based on the hospital market 
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basket (MB). Currently, the CY2004 HOPD update will equal the 
projected change in the MB. 

Medicare pays for covered outpatient drugs in one of three 
ways: (1) as a transitional pass-through payment; (2) as a separate 
APC payment; or (3) as packaged APC payment with other serv-
ices. 

Transitional pass-through payments are supplemental pay-
ments to cover the incremental cost associated with new medical 
devices, drugs and biologicals that are inputs to an existing service. 
The additional payment for a given item is established for 2 or 3 
years and then the costs are incorporated into the APC relative 
weights. BBRA specified that pass-through payments would be 
made for current orphan drugs, as designated under section 526 of 
the Federal Food, Drug, and Cosmetic Act; current cancer therapy 
drugs, biologicals, and brachytherapy; current radiophamaceutical 
drugs and biological products; and new drugs and biological agents. 

Generally, CMS has established that a pass-through payment 
for an eligible drug is based on the difference between 95% of its 
average wholesale price and the portion of the otherwise applicable 
APC payment rate attributable to the existing drug, subject to a 
budget neutrality provision. The pass-through amount for new 
drugs with a substitute drug recognized in a separate drug APC 
payment is the difference between 95% of new drug’s AWP and the 
payment rate for the comparable dose of the associated drugs APC. 

CMS imputes the hospital costs for these drugs to establish the 
beneficiary copayment amounts as well as to project the amount of 
pass-through spending in order to calculate the uniform reduction 
to payments under the budget neutrality constraint. This imputed 
value is calculated by multiplying the average wholesale price 
(AWP) for the drug by the applicable cost-to-charge ratio which 
varies by the class of drug. For CY2003, the average ratio of cost 
to AWP for sole-source drugs manufactured by one entity is 0.71, 
for multiple source drugs is 0.68, and for multiple source drugs 
with generic competitors is 0.43. There is enormous variation with-
in a category from close to zero to above 100% of AWP. 

Current drugs and biologicals that have been in transitional 
pass-through status on or prior to January 1, 2000 were removed 
from that payment status effective January 1, 2003. CMS estab-
lished separate APC payments for certain of these drugs, including 
orphan drugs, blood and blood products, and selected higher cost 
drugs in CY2003. CMS established a threshold of $150 per claim 
line for a drug to qualify for a separate APC payment as a higher-
cost drug. Other drugs that had qualified for a transitional pass-
through payment were packaged in to procedural APCs. For exam-
ple, in some instances, brachytherapy seeds (radioactive isotopes 
used in cancer treatments) were packaged into payments for 
brachytherapy procedures. Essentially, the payment rates for these 
drug-related APCs are based on a relative weight calculated in the 
same way as procedural APCs are calculated. However, the cost to 
charge ratios are from only one department. 

House Bill 
Under Section 621(a), starting for services furnished on or 

after January 1, 2004, certain covered OPD drugs would be paid 
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no more than 95% of AWP or be less than the transition percentage 
of the AWP from CY2004 through CY2006. In subsequent years, 
payment would be equal to average price for the drug in the area 
and year established by the competitive acquisition program under 
1847A. The covered OPD drugs affected by this provision are 
radiopharmceuticals and outpatient drugs that were paid on a 
pass-through basis on or before December 31, 2002. These would 
not include drugs for which pass-through payments are first made 
on or after January 1, 2003 or those drugs for which a temporary 
HCPCS code has not been assigned. Drugs for which a temporary 
HCPCS code has not been assigned would be reimbursed at 95% 
of the AWP. 

The transition percentage to AWP for sole-source drugs manu-
factured by one entity is 83% in CY2004, 77% in CY2005, and 71% 
in CY2006. The transition percentage to AWP for innovator mul-
tiple source drugs is 81.5% in CY2004, 75% in CY2005, and 68% 
in CY2006. The transition percentage to AWP for multiple source 
drugs with generic drug competitors is 46% in CY2004 through 
CY2006. Generally, a multiple source drug is a covered drug for 
which there are 2 or more therapeutically equivalent drug prod-
ucts. An innovator multiple source drug is a multiple source drug 
that was originally marketed under an original new drug applica-
tion approved by the Food and Drug Administration (FDA). A sole 
source drug is not a multiple source drug. The additional expendi-
tures resulting from these provisions would not be subject to the 
budget neutrality requirement. 

Starting in CY2004, the Secretary would be required to lower 
the threshold for establishing a separate APC group for higher 
costs drugs from $150 to $50 per administration. These separate 
drug APC groups would not be eligible for outlier payments. Start-
ing in CY2004, Medicare’s transitional pass-through payments for 
drugs and biologicals covered under a competitive acquisition con-
tract would reflect the amount paid under that contract, not 95% 
of AWP. 

Under Section 621(d), the Secretary would be required to study 
the hospital acquisition costs related to covered outpatient drugs 
that cost $50 per administration and more that are reimbursed 
under the HOPD–PPS. The study would encompass a representa-
tive sample of urban and rural hospitals. The report including rec-
ommendations on the usefulness of the cost data and frequency of 
subsequent data collection efforts would be due to Congress no 
later than January 1, 2006. The report would also discuss whether 
the data is appropriate for making adjustments to payments made 
under the competitive acquisition contract established by section 
1847A and whether separate estimates can be made for overhead 
costs including handling and administering drugs. The provision 
would be effective upon enactment. 

Senate Bill 
A new payment mechanism for certain drugs and biologicals 

provided in hospital outpatient departments (OPD) would be estab-
lished from January 1, 2005 and before January 1, 2007. The drugs 
and biologicals would be those for which hospitals received transi-
tional pass-through payments prior to January 1, 2005 and those 
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that would have been paid in such a manner but for the application 
of this provision or those that are assigned to drug specific APCs 
on or after the date of enactment. Payments made under this provi-
sion would be exempt from the budget neutrality requirement in 
FY2005 and FY2006. 

In 2005, these drugs or biologicals furnished as part of a cur-
rent OPD service would be paid as follows: a single source or or-
phan product would be paid at 94% of the AWP existing on May 
1, 2003; a multiple source drug would be paid at 91% of the AWP 
existing on May 1, 2003; and a multiple source drug with generic 
equivalents would be paid at 71% of AWP on May 1, 2003. Drugs 
and biologicals that were furnished as part of other OPD services 
would be paid using the same applicable percentage of the AWP 
that would have been determined on May 1, 2003 if payment could 
have been made on that date. For 2006, these payment amounts 
would be increased by the percentage increase in the consumer 
price index for all urban consumers for the 12-month period ending 
in June of the previous year. 

The Secretary would be required to contract with an eligible 
organization (a private nonprofit organization) to conduct a study 
to determine the hospital acquisition, pharmacy services, and han-
dling costs for each of the drugs paid in this fashion. The study 
would be required to be accurate with 3% of the true mean hospital 
acquisition and handling costs for each drug and biological at the 
95% confidence level; begin not later than January 1, 2005; and be 
updated annually. Each year, beginning January 1, 2006, the Sec-
retary would be required to submit a report to Congress, including 
recommendations, on the drug costs. These drug costs would be 
used in determining the payment amounts for each drug and bio-
logical provided as part of a covered OPD service furnished on or 
after January 1, 2007. 

Conference Agreement 
Starting for services furnished on or after January 1, 2004, 

specified covered OPD drugs would be paid based on a percentage 
of the reference average wholesale price for the drug. The percent-
age of the reference price for sole-source drugs manufactured by 
one entity can be no less than 88% and no greater than 95% in 
CY2004 and no less than 83% and no greater than 95% in CY2005. 
The percentage of the reference price for innovator multiple source 
drugs can be no greater than 68% in CY2004 and CY2005. The per-
centage of the reference price for noninnovator multiple source 
drugs can be no greater than 46% in CY2004 and CY2006. The ref-
erence average wholesale price is the average wholesale price for 
the drug as of May 1, 2003. 

A sole source drug is biological product approved under a bio-
logics license application under section 351 of the Public Health 
Services Act or a single source drug produced or distributed under 
an original new drug application approved by the Food and Drug 
Administration (FDA) which includes a drug product marketed by 
appropriate cross-licensed producers or distributors as established 
in Section 1927(k)(7)(A)(iv) of the Social Security Act (the Act); an 
innovator multiple source drug is a multiple source drug that was 
originally marketed under an original new drug application ap-

VerDate jul 14 2003 06:29 Nov 24, 2003 Jkt 090299 PO 00000 Frm 00681 Fmt 6601 Sfmt 6601 E:\HR\OC\HR391.XXX HR391



680

proved by FDA as established in Section 1927(k)(7)(A)(ii) of the 
Act; and, a noninnovator multiple source drug is a multiple source 
drug that is not an innovator multiple source drug as established 
in 1927(k)(7)(A)(iii) of the Act. A biological includes any product 
that the Centers for Medicare and Medicaid services has deter-
mined to be a biological under section 1861(t)(1) of the Act. 

It is the intent of the Conference that products eligible for the 
transitional payment under the hospital outpatient department sec-
tion include all products paid by Medicare on a pass-through list 
as a drug or biologic prior to December 31, 2002, or as a radio-
pharmaceutical product as a pass-through product are in a sepa-
rate ambulatory payment classification (APC). This section clarifies 
that radiopharmaceuticals are drugs under the hospital outpatient 
department section and that the term ‘‘specified covered outpatient 
drug’’ includes radiopharmaceuticals. 

In subsequent years, payment will be equal to the average ac-
quisition cost for the drug for that year (which may vary by hos-
pital group taking into account hospital volume or other hospital 
characteristics) or if hospital acquisition cost data are not avail-
able, the average price for the drug in the year other than 
radiopharmacuticals established under Sections 1842(o), 1847A or 
1847B as calculated and adjusted by the Secretary. The covered 
OPD drugs affected by this provision are outpatient drugs that 
were paid on a pass-through basis on or before December 31, 2002. 
These would not include drugs for which pass-through payments 
are first made on or after January 1, 2003; those drugs for which 
a temporary HCPCS code has not been assigned; or, during 2004 
and 2005, orphan drugs. Drugs for which a temporary HCPCS code 
has not been assigned will be reimbursed at 95% of the AWP. Or-
phan drugs during this 2 year time period will be paid at an 
amount specified by the Secretary. 

GAO is required to conduct an acquisition cost survey for each 
specified covered drug in 2004 and 2005. The surveys (those done 
by GAO and then subsequently by the Secretary) will be based on 
a large sample of hospitals that is sufficient to generate a statis-
tically significant estimate of the average hospital acquisition cost 
for each specified covered outpatient drug. No later than April 1, 
2005, GAO will furnish this survey data to the Secretary to use in 
setting payment rates for 2006. GAO will evaluate the 2006 pay-
ment rates and submit a report to Congress on their appropriate-
ness no later than 30 days after the date the Secretary promul-
gates the proposed rule setting forth these rates. 

Upon completion of their surveys, GAO will submit rec-
ommendations regarding the survey methodology and survey fre-
quency to the Secretary for subsequent surveys. The Secretary will 
conduct periodic surveys to determine the hospital acquisition costs 
for each specified covered outpatient drug to set subsequent pay-
ment rates. GAO will report to Congress on the justification for the 
size of the sample used in order to assure the validity of the esti-
mates; the extent of variation in hospital acquisition costs among 
hospitals based on the volume of covered OPD services or other rel-
evant characteristics. 

MedPAC will submit a report to the Secretary on the payment 
adjustment to ambulatory payment classifications for specified cov-
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ered outpatient drugs that takes into account overhead and related 
expenses (such as pharmacy services and handling costs). The re-
port will include (1) a description and analysis of the available 
data; (2) a recommendation as to whether the payment adjustment 
should be made; and (3) if such an adjustment should be made, a 
recommendation regarding the appropriate methodology. The Sec-
retary is authorized to adjust the weights for ambulatory payment 
classification based on such a recommendation. 

The additional expenditures that result from the previous 
changes will not be taken into account in establishing the conver-
sion, weighting and other adjustment factors for 2004 and 2005, 
but will be taken into account in subsequent years. 

For drugs and biologicals furnished in 2004 and 2005, the Sec-
retary is required to lower the threshold for establishing a separate 
APC group for higher costs drugs from $150 to $50 per administra-
tion. These separate drug APC groups are not be eligible for outlier 
payments. Starting in CY2004, Medicare’s transitional pass-
through payments for drugs and biologicals covered under a com-
petitive acquisition contract will equal the average price for the 
drug or biological for all competitive acquisition areas calculated 
and adjusted by the Secretary for that year. 

Special Payment for Brachytherapy (Section 421(b) of the Con-
ference Report, Section 621(b) of the House Bill and Section 
450A of the Senate Bill). 

Present Law 
Current drugs and biologicals that have been in transitional 

pass-through status on or prior to January 1, 2000 were removed 
from that payment status effective January 1, 2003. The Center for 
Medicare and Medicaid Services (CMS) established separate APC 
payments for certain of these drugs, including orphan drugs, blood 
and blood products, and selected higher cost drugs in CY2003. CMS 
established a threshold of $150 per claim line for a drug to qualify 
for a separate APC payment as a higher-cost drug. Essentially, the 
payment rates for these drug-related APCs are based on a relative 
weight calculated in the same way as procedural APCs are cal-
culated. Other drugs that had qualified for a transitional pass-
through payment were packaged in to procedural APCs. For exam-
ple, in some instances, brachytherapy seeds (radioactive isotopes 
used in cancer treatments) were packaged into payments for 
brachytherapy procedures. Essentially, the payment rates for these 
drug-related APCs are based on a relative weight calculated in the 
same way as procedural APCs are calculated. 

House Bill 
From January 1, 2004 through December 31, 2006, Medicare’s 

payments for brachytherapy devices would equal the hospital’s 
charges adjusted to cost. The Secretary would be required to create 
separate APCs to pay for these devices that reflect to the number, 
isotope, and radioactive intensity of such devices. This would in-
clude separate groups for palladium-103 and iodine-125 devices. 
GAO would be required to study the appropriateness of payments 
for brachytherapy devices and submit a report including rec-
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ommendations to Congress no later than January 1, 2005. The pro-
vision would be effective upon enactment. 

Senate Bill 
The Secretary would be required to conduct a 3-year dem-

onstration project that would exclude brachytherapy devices from 
the OPPS and paid on the basis of the hospital’s charges for each 
device, adjusted to cost. The Secretary would be required to create 
separate, additional groups of covered HOPD services for 
brachytherapy devices to reflect the number, isotope, and radio-
active intensity of such devices. The Secretary would be required 
to assure that aggregate payments under this project would not ex-
ceed what otherwise would have been spent. The project would 
begin 90 days after the date of enactment. The Secretary would be 
required to submit a report on the evaluation of patient outcomes 
and cost effectiveness of the project to Congress no later than Jan-
uary 1, 2007. 

Conference Agreement 
The provision would require the Secretary to make payment 

for each brachytherapy device furnished under the hospital out-
patient prospective payment system equal to the hospital’s charges 
for the brachytherapy device adjusted to cost for all brachytherapy 
devices furnished on or after January 1, 2004 and before January 
1, 2007. Charges for such devices will not be included in deter-
mining any outlier payment. 

The provision also would require the Secretary to create and 
use ambulatory payment classification (APC) groups that classify 
brachytherapy devices separately from all the other services and 
items paid for under the hospital outpatient prospective payment 
system. The Secretary must reflect the number, the radioactive iso-
tope and the radioactive intensity of the brachytherapy devices fur-
nished to each patient, including the use of separate APCs for 
brachytherapy devices made from palladium-103 and iodine-125. 

Limitation of Application of Functional Equivalence Test (Section 
622 of the Conference Agreement, Section 621(c) of the House 
Bill, and Section 437 of the Senate Bill). 

Present Law 
In the November, 1 2002 Federal Register, CMS established a 

new concept of functional equivalence for drugs to an existing 
treatment. The transitional pass-through rate for a drug was re-
duced to zero starting for services in 2003. 

House Bill 
The Secretary would be prohibited from applying a functional 

equivalence standard or any similar standard in order to deem a 
particular drug or biological to be similar or functionally equivalent 
to another drug unless the Commissioner of the Food and Drug Ad-
ministration establishes such a standard and certifies that the two 
products are functionally equivalent. The Secretary would be able 
to implement this standard after applicable rulemaking require-
ments. 
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This provision would apply to the application of a functional 
equivalent on or after the date of enactment. The provision pro-
hibits the application of this standard to a drug or biological prior 
to June 13, 2003. 

Senate Bill 
The Secretary would be prohibited from publishing regulations 

that apply a functional equivalence standard to a drug or biological 
for transitional pass-through payments under OPPS. This prohibi-
tion would apply to the application of the functional equivalence 
standard on or after the date of enactment, unless such application 
was made prior to enactment and the Secretary applies such stand-
ard to the drug only for the purposes of transitional pass-through 
payments. This provision would not affect the Secretary authority 
to deem a particular drug to be identical to another drug if the 2 
products are pharmaceutically equivalent and bioequivalent, as de-
termined by the Commissioner of the Food and Drug Administra-
tion. 

Conference Agreement 
The Secretary is prohibited from publishing regulations, pro-

gram memorandum local medical review policies or any other guid-
ance (including the HOPD–PPS payment rate rules) that apply a 
functional equivalence or similar standard to a drug or biological 
for transitional pass-through payments under OPPS. This prohibi-
tion applies to the application of the functional equivalence stand-
ard on or after the date of enactment, unless such application was 
made prior to enactment and the Secretary applies such standard 
to the drug only for the purposes of transitional pass-through pay-
ments. This provision does not affect the Secretary’s authority to 
deem a particular drug to be identical to another drug if the 2 
products are pharmaceutically equivalent and bioequivalent, as de-
termined by the Commissioner of the Food and Drug Administra-
tion. 

Payment for Renal Dialysis Services (Section 623 of the Conference 
Agreement, Section 623 of the House Bill, Section 432(b)(5) of 
the Senate Bill). 

Present Law 
Dialysis facilities providing care to beneficiaries with end-stage 

renal disease (ESRD) receive a fixed prospectively determined pay-
ment amount (the composite rate) for each dialysis treatment, re-
gardless of whether services are provided at the facility or in the 
patient’s home. The composite rate includes the dialysis costs but 
excludes separately billable drugs and biologicals and laboratory 
services. Providers receive 95% of the AWP for separately billable 
injectable medications other than erythropoietin (EPO) adminis-
tered during treatments at the facility. Medicare pays separately 
for EPO which is used to treat anemia for persons with chronic 
renal failure who are on dialysis. Congress has set Medicare’s pay-
ment for (EPO) at $10 per 1,000 units whether it is administered 
intravenously or subcutaneously in dialysis facilities or in patients’ 
homes. 
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BBRA increased the composite rates by 1.2% for dialysis serv-
ices furnished in both 2000 and 2001. BIPA subsequently increased 
the 2001 update to 2.4%. The composite rate has not been in-
creased since then. 

Prior to BIPA, an increase in the composite rate would trigger 
an opportunity for facilities to request an exception to the com-
posite rate in order to receive higher payments. BIPA prohibited 
the Secretary from granting new exceptions to the composite rate 
(after applications received after July 1, 2001). 

In 2003, Secretary announced a demonstration project estab-
lishing a disease-management program that will allow organiza-
tions experienced with treating end-stage renal disease (ESRD) pa-
tients to develop financing and delivery approaches to better meet 
the needs of beneficiaries with ESRD. CMS is soliciting a variety 
of types of organizations to coordinate care to patients with ESRD, 
encourage the provision of disease-management services for these 
patients, collect clinical performance data and provide incentives 
for more effective care. 

House Bill 
The provision would increase the ESRD composite payment 

rate by 1.6% for 2004. 
The prohibition on exceptions contained in BIPA section 

422(a)(2) would not apply to pediatric ESRD facilities as of October 
1, 2002. Pediatric facilities would be defined as a renal facility with 
50% of its patients under 18 years old. The provision would be ef-
fective upon enactment. 

The provision would require the Secretary to establish an advi-
sory board for the ESRD disease management demonstration. The 
advisory board would be comprised of representatives of patient or-
ganizations, clinicians, the Medicare Payment Advisory Commis-
sion (MedPAC), the National Kidney Foundation, the National In-
stitute of Diabetes and Digestive and Kidney Diseases of the Na-
tional Institutes of Health, ESRD networks, Medicare contractors 
to monitor quality of care, providers of services and renal dialysis 
facilities furnishing ESRD services, economists, and researchers. 
The provision would be effective upon enactment. 

Senate Bill 
The composite rate for dialysis services furnished during 2004 

would be increased by an amount to ensure that the sum of the 
total amount of the composite rate payments plus the payments 
that are billed separately for drugs and biologicals (but not EPO) 
would equal the composite rate payments plus payments made for 
separately billed drugs and biologicals (not including EPO) as if the 
drug pricing provisions of this legislation were not enacted. During 
2005, the ESRD composite rate would be increased by 0.05% and 
further increased by 1.6%. During 2006, the ESRD composite rate 
of the previous year would be increased by 0.05% and then further 
increased by 1.6%. During 2007 and subsequently, the composite 
ESRD rate of the previous year would be increased by 0.05%. In 
any year after 2004, the Secretary would be required to provide for 
additional increases in the composite rate to account for any pay-
ment reductions for separately administered drugs and biologicals 
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(but not EPO) in the same manner as in 2004. These payment 
amounts, methods or adjustments would not be subject to adminis-
trative or judicial review under the statutory appeals processes as 
established by Senate section 1869 of the SSA, by the Provider Re-
imbursement Review Board established by Senate section 1878 of 
the SSA, or otherwise. The provision would be effective upon enact-
ment. 

Conference Agreement 
The conference agreement increases the composite rate for 

renal dialysis by 1.6% for 2005. 
The prohibition on exceptions contained in BIPA section 

422(a)(2) does not apply to pediatric ESRD facilities as of October 
1, 2002. Pediatric ESRD facilities are defined as renal facilities 
with 50% of their patients under 18 years old. The provision is ef-
fective upon enactment. 

The Inspector General of HHS is required to conduct 2 studies 
regarding drugs and biologicals (including erythropoietin) furnished 
to ESRD patients and billed separately to Medicare by ESRD facili-
ties. The first study will address existing drugs and biologicals—
those for which a billing code exists prior to January 1, 2004—and 
is required to be submitted to the Secretary by April 1, 2004. The 
second study is of new drugs and biologicals—those for which a 
billing code does not exist prior to January 1, 2004—and is due to 
the Secretary by April 1, 2006. Each study is required to determine 
the difference, or spread, between the Medicare payment amount 
to ESRD facilities for drugs and biologicals, and the facilities’ ac-
quisition costs for the drugs and biologicals which are separately 
billed by the facilities. The studies are also to estimate the rates 
of growth of expenditures for these drugs and biologicals. 

The conference agreement requires the Secretary to establish 
a basic case-mix adjusted prospective payment system for dialysis 
services. The basic case-mix adjusted system is required to begin 
for services furnished on January 1, 2005. The system is required 
to adjust for a limited number of patient characteristics (the case-
mix). 

The basic case-mix adjusted system is composed of two compo-
nents: (1) those services which currently comprise the composite 
rate (including the 1.6% increase in 2005), and (2) the spread on 
separately billed drugs and biologicals (including erythropoietin 
and as determined by the Inspector General reports). 

Drugs and biologicals (including erythropoietin) currently 
billed separately, will continue to be billed separately under the 
basic case-mix adjusted system at acquisition costs. They cannot be 
bundled into the new system. 

In addition, the Secretary is also required to adjust the basic 
case-mix adjusted system payment rates by a geographic index. If 
the geographic index is different from the one used with the com-
posite rate, then the Secretary is required to phase-in the applica-
tion over a multi-year period. 

Overall, spending for ESRD services included under the basic 
case-mix adjusted system is required to result in the same aggre-
gate amount of expenditures as would occur if the current system 
continued in 2005. 
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The system would be updated in 2006 for growth in drug 
spending for the portion of the basic case-mix adjusted payment 
amount that is represented by what is current spread on separately 
billed drugs and biologicals. However, the provision does not pro-
vide for an update to the composite rate portion of the base rate 
in 2006 and forward. The increase for drug growth for the spread 
component would be adjusted downward by its proportionate share 
(of the spread and composite rate components) and the resulting in-
crease applied to the sum. An adjustment would be made in 2007 
for the spread calculated for new drugs and biologicals (those for 
which a billing code does not exist prior to January 1, 2004) using 
the 2006 Inspector General study. 

Payments for separately billed drugs and biologicals will be 
95% of the AWP for 2004 and acquisition costs in 2005, and, begin-
ning in 2006 the Secretary has the authority to apply a payment 
methodology he determines appropriate which may include the av-
erage sales price payment methodology (under the new section 
1847A found in section 303(c) of the conference agreement) or ac-
quisition costs. 

No administrative or judicial review is permitted of the case-
mix system, the relative weights, payment amounts, the geographic 
adjustment factor, or the update of the basic case-mix adjusted sys-
tem portion related to drug spending growth applied to spread, or 
in the determination of the difference between Medicare payment 
amounts and acquisition costs for separately billed drugs and 
biologicals. 

By October 1, 2005, the Secretary is required to report to Con-
gress on the elements and features for the design and implementa-
tion of a fully case-mix adjusted, bundled prospective payment sys-
tem for services furnished by ESRD facilities, including to the ex-
tent feasible, drugs, clinical laboratory tests, and other items that 
are separately billed by ESRD facilities. The report is required to 
include a description of the methodology to be used for the estab-
lishment of payment rates including the bundle of items and serv-
ices, case-mix, wage index, rural area payment adjustments, other 
adjustments, and update framework. 

The Secretary is required to establish a 3-year demonstration 
project of the fully case-mix adjusted payment system for ESRD 
services, beginning January 1, 2006. The fully case-mix adjusted 
system is to include a case-mix system for patient characteristics 
identified in the report and to bundle separately billed drugs and 
biologicals and related clinical laboratory tests into the payment 
rates. The Secretary is required to ensure that sufficient numbers 
of providers of dialysis services and ESRD facilities participate in 
the demonstration, but not to exceed 500. The Secretary is required 
to ensure that urban, rural, not-for-profit, for-profit, independent, 
and specialty providers and facilities are included in the dem-
onstration. During the demonstration, the Secretary is required to 
increase payment rates that would otherwise apply by 1.6% for di-
alysis services furnished by demonstration participants. In carrying 
out the demonstration, the Secretary is required to establish an ad-
visory board comprised of representatives of: patient organizations; 
individuals with expertise in ESRD services, such as clinicians, 
economists, and researchers; the Medicare Payment Advisory Com-
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mission, the National Institutes of Health, network organizations; 
Medicare contractors to monitor quality of care; and providers of 
services and renal dialysis facilities. The advisory panel is required 
to terminate December 31, 2008. Appropriations are authorized 
from the Medicare trust funds in the amount of $5 million in FY 
2006 to conduct this demonstration. 

1-Year Moratorium on Therapy Caps; Provisions Relating to Report 
(Section 624 of the Conference Agreement and Section 624 of 
the House Bill). 

Present Law 
Medicare provides that therapy patients must be under the 

care of a physician; a plan of treatment must be developed by the 
physician or therapist; and the plan must be periodically reviewed 
by the physician. 

BBA 97 established annual payment limits per beneficiary for 
all outpatient therapy services provided by non-hospital providers. 
The limits applied to services provided by independent therapists 
as well as to those provided by comprehensive outpatient rehabili-
tation facilities (CORFs) and other rehabilitation agencies. There 
are 2 beneficiary limits. The first is a $1,500 per beneficiary annual 
cap for all outpatient physical therapy services and speech lan-
guage pathology services. The second is a $1,500 per beneficiary 
annual cap for all outpatient occupational therapy services. Begin-
ning in 2002, the amount would increase by the Medicare Economic 
Index (MEI), rounded to the nearest multiple of $10. The limits did 
not apply to outpatient services provided by hospitals. BBRA 99 
suspended application of the therapy limits in 2000 and 2001. 
BIPA extended the suspension through 2002. The therapy caps be-
came effective in September 2003. 

BBA 97 required the Secretary to report to Congress by Janu-
ary 1, 2001, on recommendations on a revised coverage policy of 
outpatient physical therapy and occupational therapy services 
based on a classification of individuals by diagnostic category and 
prior use of services, in both inpatient and outpatient settings, in 
place of uniform dollar limitations. BIPA required the Secretary to 
conduct a study on the implications of eliminating the ‘‘in the 
room’’ supervision requirement for Medicare payment for physical 
therapy assistants who are supervised by physical therapists and 
the implications of this requirement on the physical therapy cap. 
A report on the study was due within 18 months of enactment. 

House Bill 
Application of the therapy caps would be suspended in 2004. 

The Secretary would be required to submit the reports required by 
BBA 97 and BIPA by December 31, 2002. The Secretary would be 
required to request the Institute of Medicine to identify conditions 
or diseases that should justify conducting an assessment of the 
need to waive the therapy caps. The Secretary would be required 
to submit to Congress a preliminary report on the conditions and 
diseases identified by July 1, 2004. A final report, including rec-
ommendations, would be due by October 1, 2004. 
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Senate Bill 
No provision. 

Conference Agreement 
Application of the therapy caps is suspended as of the date of 

enactment through calendar year 2005. The implementation of this 
provision shall not be deemed to have any retroactive impact upon 
beneficiaries who exceeded their caps prior to the date of enact-
ment. The Secretary is required to submit the reports required by 
BBA 97 and BIPA by March 31, 2004 relating to the alternatives 
to a single annual dollar cap on outpatient therapy and the utiliza-
tion patterns for outpatient therapy. The GAO is required to iden-
tify conditions or diseases that may justify waiving the application 
of the therapy caps and report to Congress by October 1, 2004. The 
report is required to include a recommendation of criteria, with re-
spect to the conditions and diseases, under which a waiver of the 
therapy caps would apply. 

Waiver of Part B Late Enrollment Penalty for Certain Military Re-
tirees; Special Enrollment Period (Section 625 of the Con-
ference Agreement, Section 627 of the House Bill, and Section 
439 of the Senate Bill). 

Present Law 
A late enrollment penalty is required to be imposed on bene-

ficiaries who do not enroll in Medicare part B upon becoming eligi-
ble for Medicare. 

House Bill 
Congress enacted TRICARE for Life, which re-established 

TRICARE health care coverage as a wraparound to Medicare for 
military retirees, age 65 and older. To take advantage of the 
TRICARE for Life program, military retirees must be enrolled in 
Medicare Part B. There is a late enrollment penalty for military re-
tirees who do not enroll in Medicare Part B upon becoming eligible 
for Medicare. This provision would waive the late enrollment pen-
alty for military retirees, 65 and older, who enroll(ed) in the 
TRICARE for Life program from 2001–2004. 

The Secretary would also be required to provide a special Part 
B enrollment period for these military retirees beginning as soon 
as possible after enactment and ending December 31, 2004. The 
provision would apply to premiums for months beginning January 
2004. The Secretary would be required to rebate premium penalties 
paid for months on or after January 2004 for which a penalty does 
not apply as a result of this provision, but for which a penalty was 
collected. 

Senate Bill 
Beginning January 2005, the provision would waive the late 

enrollment penalty for certain military retirees who enrolled in 
Part B during 2002, 2003, 2004 or 2005. A special enrollment pe-
riod, beginning 1 year after enactment and ending December 31, 
2005 would be provided. 
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Conference Agreement 
Congress enacted TRICARE for Life, which re-established 

TRICARE health care coverage as a wraparound to Medicare for 
military retirees, age 65 and older. To take advantage of the 
TRICARE for Life program, military retirees must be enrolled in 
Medicare Part B. The provision waives the late enrollment penalty 
for military retirees who did not enroll in Medicare Part B upon 
becoming eligible for Medicare. The waiver applies to the late en-
rollment penalty for military retirees, 65 and over, who enroll(ed) 
in the TRICARE for Life program from 2001 to 2004. 

The Secretary is required to provide a special Part B enroll-
ment period for these military retirees beginning as soon as pos-
sible after enactment and ending December 31, 2004. The provision 
applies to premiums for months beginning January 2004. The Sec-
retary is required to rebate premium penalties paid for months on 
or after January 2004 for which a penalty does not apply as a re-
sult of this provision, but for which a penalty was collected. 

Payments for Services Furnished in Ambulatory Surgical Centers 
(Section 626 of the Conference Agreement and Section 625 of 
the House Bill). 

Present Law 
Medicare uses a fee schedule to pay for the facility services re-

lated to a surgery provided in an ambulatory surgery center (ASC). 
The associated physician services (surgery and anesthesia) are re-
imbursed under the physician fee schedule. CMS maintains the list 
of approved ASC procedures which is required to be updated every 
2 years. The Secretary is required to update ASC rates based on 
a survey of the actual audited costs incurred by a representative 
sample of ASCs every 5 years beginning no later than January 1, 
1995. Between revisions, the rates are to be updated annually on 
a calendar year schedule using the CPI–U. From FY1998 through 
FY2002, the update was established as the CPI–U minus 2.0 per-
centage points, but not less than zero. 

In June 1998, CMS issued a proposed notice which would have 
implemented a prospective payment system (PPS) for ASCs. The 
Balanced Budget Refinement Act of 1999 required that full imple-
mentation of the proposed ASC rates be phased in over a 3-year 
period. The Benefits Improvement and Protection Act of 2000 
(BIPA) delayed implementation of the PPS before January 1, 2002. 
BIPA also required that CMS use 1999 or later cost survey data 
in the PPS. A final rule implementing the new payment system for 
ASCs has not yet been issued. 

House Bill 
The reduction in the update would be extended. ASCs would 

get an increase calculated as the CPI–U minus 2.0 percentage 
points (but not less than zero) in each of the fiscal years from 2004 
through 2008. 

Senate Bill
No provision. 
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Conference Agreement 
In FY2004, starting April 1, 2004, the ASC update will be the 

CPI–U (estimated as of March 31, 2003 minus 3.0 percentage 
points. In FY2005, the last quarter of calendar year 2005, and each 
of the calendar years 2006 through 2009 the update will be 0%. 
Upon implementation of the new ASC payment system, the Sec-
retary will no longer be required to update ASC rates based on a 
survey of the actual audited costs incurred by a representative 
sample of ASCs every 5 years. Subject to GAO’s recommendations 
(discussed subsequently), the Secretary will implement a revised 
payment system for surgical services furnished in an ASC. This 
payment system will be designed to be budget neutral in the year 
it is implemented; the amount of aggregate expenditures for such 
services under the new system will be the same as would have oc-
curred under the old system. The new system will be implemented 
so that it is first effective on or after January 1, 2006 and not later 
than January 1, 2008. There will be no administrative or judicial 
review of the ASC classification system, relative weights, payment 
amounts and any geographic adjustment factor. GAO will conduct 
a comparative study of the relative costs of procedures furnished in 
ASCs to those furnished in hospital outpatient departments under 
OPPS. The study will examine the accuracy of the ambulatory pay-
ment categories with respect to the procedures furnished in the 
ASCs. GAO will submit recommendations and consider ASC data 
with respect to: (1) the appropriateness of using groups and rel-
ative weights established for the outpatient hospital PPS as the 
basis of the new ASC payment system; (2) if such weights are ap-
propriate, whether the ASC payments should be based on a uni-
form percentage of such weights, whether the percentages should 
vary, or whether the weights should be revised for certain proce-
dures or types of services; and (3) the appropriateness of a geo-
graphic adjustment in the ASC payment system and if appropriate, 
the labor and non-labor shares of such payment. 

Payment for Certain Shoes and Inserts under the Fee Schedule for 
Orthotics and Prosthetics (Section 627 of the Conference 
Agreement, and Section 626 of the House Bill). 

Present Law 
Subject to specified limits and under certain circumstances, 

Medicare will pay for extra-depth shoes with inserts or custom 
molded shoes with inserts for an individual with severe diabetic 
foot disease. Coverage is limited to one of the following within a 
calendar year: (1) one pair of custom-molded shoes (including in-
serts provided with such shoes) and two additional pairs of inserts, 
or (2) one pair of extra-depth shoes (not including inserts provided 
with such shoes) and three pairs of inserts. An individual may sub-
stitute modifications of custom-molded or extra-depth shoes instead 
of obtaining one pair of inserts, other than the initial pair of in-
serts. Footwear must be fitted and furnished by a podiatrist or 
other qualified individual such as a pedorthist, orthotist, or pros-
thetist. The certifying physician may not furnish the therapeutic 
shoe unless the physician is the only qualified individual in the 
area. 
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Payment is made on a reasonable charge basis, subject to 
upper limits established by the Secretary. These limits are based 
on 1988 amounts that were set forth in Section 1833(o) of the Act 
and then adjusted by the same percentage increases allowed for 
DME fees except that if the updated limit is not a multiple of $1, 
it is rounded to the nearest multiple of $1. The Secretary or a car-
rier may establish lower payment limits than established by stat-
ute if shoes and inserts of an appropriate quality are readily avail-
able at lower amounts. 

Although updates in payment for diabetic shoes are related to 
that used to increase the DME fee schedule, the shoes are not sub-
ject to DME coverage rules or the DME fee schedule. In addition, 
diabetic shoes are neither considered DME nor orthotics, but a sep-
arate category of coverage under Medicare Part B. 

House Bill 
Payment for diabetic shoes would be limited by the amount 

that would be paid if they were considered to be a prosthetic or 
orthotic device. The Secretary would be able to establish lower pay-
ment limits than these amounts if shoes and inserts of an appro-
priate quality are readily available at lower amounts. The Sec-
retary would be required to establish a payment amount for an in-
dividual substituting modifications to the covered shoe that would 
assure that there is no net increase in Medicare expenditures. The 
provision would apply to items furnished on or after January 1, 
2004. 

Senate Bill 
No provision. 

Conference Agreement 
Payment for diabetic shoes is limited under the conference 

agreement by the amount that would be paid if they were consid-
ered to be a prosthetic or orthotic device. The Secretary may estab-
lish lower payment limits than these amounts if shoes and inserts 
of an appropriate quality are readily available at lower amounts. 
The Secretary is required to establish a payment amount for an in-
dividual substituting modifications to the covered shoe that would 
assure that there is no net increase in Medicare expenditures. The 
provision applies to items furnished on or after January 1, 2005. 

Payment for Clinical Diagnostic Laboratory Tests (Section 628 of 
the Conference Agreement, Section 431 of Senate Bill). 

Present Law 
Medicare payment for clinical diagnostic laboratory test is 

made using a fee schedule. The fee schedule is updated on a cal-
endar year basis using the CPI–U. BBA 97 froze the fee schedule 
from 1998 through 2002. The update for 2003 was equal to the full 
CPI–U increase. No beneficiary cost-sharing is imposed. 

House Bill 
No provision. 
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Senate Bill
Medicare would pay all clinical laboratories 80% of the applica-

ble fee schedule amount. Hospital-based and physician office and 
independent laboratories would be able to charge beneficiaries a 
20% coinsurance amount. The Medicare Part B deductible would 
apply to clinical diagnostic laboratory tests furnished across all set-
tings; except for those tests provided by sole community hospitals 
(see Senate Section 427). The provision would apply to tests fur-
nished on or after January 1, 2004. 

Conference Agreement 
The conference agreement does not provide for any updates to 

the clinical diagnostic laboratory test fee schedule for 2004 through 
2008. 

Indexing Part B Deductible to Inflation (Section 629 of the Con-
ference Agreement, Section 628 of the House Bill, Section 433 
of the Senate Bill). 

Present Law 
Under Part B, Medicare generally pays 80 percent of the ap-

proved amount for covered services after the beneficiary pays an 
annual deductible of $100. The Part B deductible has been set at 
$100 since 1991. 

House Bill 
Starting for January 1, 2004, the Medicare Part B deductible 

would be increased by the same percentage as the Part B premium 
increase. Specifically, the annual percentage increase in the month-
ly actuarial value of benefits payable from the Federal Supple-
mentary Medical Insurance Trust Fund would be used as the up-
date. The amount would be rounded to the nearest dollar. The pro-
vision would be effective upon enactment. 

Senate Bill 
The Medicare Part B deductible would be set at $100 through 

2005 and then increased to $125 in 2006. Effective January 1 of 
subsequent years, the deductible would be increased annually by 
the percentage change in the CPI–U for the previous year ending 
in June. The amount would be rounded to the nearest dollar. The 
provision would be effective upon enactment. 

Conference Agreement 
The Medicare Part B deductible will remain $100 through 

2004. The deductible will be $110 for 2005, and in subsequent 
years the deductible will be increased by the same percentage as 
the Part B premium increase. Specifically, the annual percentage 
increase in the monthly actuarial value of benefits payable from 
the Federal Supplementary Medical Insurance Trust Fund will be 
used as the update. The deductible amount will be rounded to the 
nearest dollar. The provision is effective upon enactment. 

In 1966, Medicare’s $50 Part B deductible equaled about 45 
percent of Part B charges. Today’s $100 deductible equals about 
three percent of such charges. Indexing the Part B deductible to 
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grow at the same rate as total Part B spending per beneficiary 
would maintain the deductible at 3 percent of such charges over 
time. 

An unchanged Part B deductible is a benefit increase over 
time, as costs of medical care rise. Beneficiaries pay about 25 per-
cent of this benefit increase, through increased Part B premiums; 
taxpayers finance the remaining 75 percent. The Part B deductible 
has increased only three times since the beginning of Medicare, 
when it was $50. The deductible has since been increased to $60 
in 1973, $75 in 1982, and $100 in 1991. About one-half of bene-
ficiaries are insulated from Part B deductibles through Medigap, 
Medicaid, or employer-sponsored supplemental insurance that cov-
ers the Part B deductible. The Part B deductible has increased only 
three times since Medicare began in 1965, when it was $50. It was 
raised to $60 in 1973, $75 in 1982, and $100 in 1991. 

5-year Authorization of Reimbursement for All Medicare Part B 
Services Furnished by Certain Indian Hospitals and Clinics 
(Section 630 of the Conference Agreement and Section 450C of 
the Senate Bill). 

Present Law 
Medicare covers specified Part B services provided by a hos-

pital or ambulatory care clinic (whether provider-based or free-
standing) that is operated by the Indian Health Service, by an In-
dian tribe, or by a tribal organization. These services include physi-
cians’ services, health practitioners (physician assistant, nurse 
practitioner, or clinical nurse specialist; certified registered nurse 
anesthetist; certified nurse-midwife; clinical social worker; clinical 
psychologist; and a registered dietitian or nutrition professional) 
and outpatient physical therapy services provided by physical or oc-
cupational therapists. 

House Bill 
No provision. 

Senate Bill 
The provision would expand covered Medicare Part B items 

and services provided in hospitals or ambulatory care clinics 
(whether provider-based or freestanding) that are operated by the 
Indian Health Service or by an Indian tribe or tribal organization. 
All covered Part B items and services would be paid when provided 
in a hospital or ambulatory care clinic operated by the Indian 
Health Service or by an Indian tribe or tribal organization. The 
provision would apply to items and services furnished on or after 
October 1, 2004. 

Conference Agreement 
The conference agreement provides a 5-year expansion of the 

items and services covered under Medicare Part B when furnished 
in Indian hospitals and ambulatory care clinics. The conference 
agreement applies to items and services furnished on or after Janu-
ary 1, 2005. 
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Conforming Changes Regarding Federally Qualified Health Centers 
(Section 420 of the Senate Bill). 

Present Law
Medicare pays federally qualified health centers (FQHCs) for 

their services on a reasonable cost basis. 

House Bill 
No provision. 

Senate Bill 
Medicare would exclude the costs incurred by a FQHC for pro-

viding services and receiving payments through a contract with an 
eligible entity operating a Medicare prescription drug plan. The 
provision would be effective upon enactment. 

Conference Agreement 
No provision. 

Reimbursement for Total Body Orthotic Management for Certain 
Nursing Home Patients (Section 450B of the Senate Bill). 

Present Law 
Orthotics are rigid devices, often called braces, which are ap-

plied to the outside of the body as a means of support for a weak 
or deformed body member or restricting or eliminating motion in 
a diseased or injured part of the body. They are categorized into 
one of three groups of devices: custom fitted, which require alter-
ations to a prefabricated product; custom fabricated, which are 
made for a specific patient from his/her individual measurements; 
and molded to patient model, which are created from a cast of the 
patient’s body part. Examples of orthotics include spinal body jack-
ets, hip abductors, and knee braces. Add-ons, such as straps and 
linings, are billed separately. Suppliers of orthotics include certified 
orthotists, medical equipment companies, and physicians’ offices. 

Orthotics (e.g., leg, arm, back, and neck braces) are covered 
Part B benefits when furnished in an institutional setting, such as 
in a hospital or skilled nurses facility, while durable medical equip-
ment (DME) is not covered in those settings. Medicare considers a 
brace as an orthotic device when it can be used independently of 
DME. On the other hand, if a brace must be used in conjunction 
with, or is an accessory of, a DME item, then the brace is consid-
ered an item of DME. Orthotic devices include braces that are part 
of a bracing system even if the system depends on attachment to 
an external structure or frame. 

At one point, the Centers for Medicare and Medicaid (CMS) in 
HCFA Ruling, No. 96–1, declared that bracing systems should be 
characterized as DME rather than orthotics. That ruling was 
deemed invalid because it made a substantive change in Medicare 
coverage rules and was not properly promulgated. Although the 
braces in a bracing system are attached to an external frame, they 
perform the functions of braces and the external frame is assistive 
in nature rather than determinative of the system’s classification. 
Since the patients who need bracing systems typically are cared for 
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in the nursing home environment, the classification of the bracing 
systems is crucial because orthotics are covered when furnished to 
nursing home patient, while DME is not. However, under the Bene-
fits Improvement and Protection Act of 2000 (BIPA) (Pub. L. No. 
106–554), no payment may be made for prosthetics and certain cus-
tom-fabricated orthotics unless they are furnished by a qualified 
practitioner and fabricated by a qualified practitioner or a qualified 
supplier at an approved facility. Affected custom-fabricated 
orthotics are items requiring education, training, and experience to 
custom-fabricate and that are on a list to be published by the Sec-
retary. 

House Bill 
No provision. 

Senate Bill 
The Secretary would be required to issue product codes that 

qualified practitioners and suppliers may use to receive Medicare 
reimbursement for qualified total body orthotic management de-
vices no later than 60 days from enactment. These medically pre-
scribed devices would consist of custom fitted individual braces 
with adjustable points at the hip, knee, ankle, elbow and wrists 
when the braces are attached to a frame that is integral to the de-
vice and the frame serves no purpose without the braces. The de-
vice would be designed to improve function, retard the progression 
of musculoskeletal deformity or restrict, eliminate, or assist in the 
functioning of the upper or lower extremities for a beneficiary who 
is in the full time care of a skilled nursing facility who requires 
such care for medical reasons. The provision would be effective 
upon enactment. 

Conference Agreement 
No provision. 

Medicare Coverage of Self Injected Biologicals (Section 450E of the 
Senate Bill). 
Although Medicare does not currently provide an outpatient 

prescription drug benefit, coverage of certain outpatient drugs and 
biologicals is specifically authorized by statute. For example, under 
Medicare Part B, outpatient prescription drugs and biologicals are 
covered if they are usually not self-administered and are provided 
incident to a physician’s services. Generally, Medicare will cover an 
outpatient drug as usually self-administered if it is delivered by 
intramuscular injection, but not if it is injected subcutaneously. 

House Bill 
No provision. 

Senate Bill 
From January 1, 2004 and before January 1, 2006, Medicare 

would cover self-injected biologicals that are approved by the Food 
and Drug Administration and that are prescribed as complete re-
placements for drugs or biologicals that are currently covered in 
physicians’ offices or as hospital services provided to outpatients 
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that are usually self-administered and provided incident to a physi-
cian’s services. Medicare would cover self-injected drugs that are 
used to treat multiple sclerosis. The provision would apply to drugs 
and biologicals furnished on or after January 1, 2004 and before 
January 1, 2006. 

Conference Agreement 
No provision. 

Requiring the Internal Revenue Service to Deposit Installment 
Agreement and Other Fees in the Treasury as Miscellaneous 
Receipts (Section 450G of the Senate Bill). 

Present Law 
The Secretary of the Treasury was granted the authority by 

Senate Section 3 of the Administrative Provisions of the Internal 
Revenue Service of Public Law 103–286, the Treasury, Postal Serv-
ice and General Government Appropriations Act of 1995 to estab-
lish new fees (if the fee is authorized by another law) or raise fees 
for services provided by the Internal Revenue Service to supple-
ment appropriations made available to the Internal Revenue Serv-
ice. The fees must be based on the costs of providing the specific 
services (to the persons paying the fees), and the Secretary must 
report quarterly to the Congress on the collection of such fees and 
how they are spent. 

House Bill 
No provision. 

Senate Bill 
The Secretary of the Treasury must deposit any fees collected 

under the authority provided by Senate Section 3 of the Adminis-
trative Provisions of the Internal Revenue Service of Public Law 
103–286, the Treasury, Postal Service and General Government 
Appropriations Act of 1995 into the Treasury as miscellaneous re-
ceipts. The fees collected are only available to the Internal Revenue 
Service if authority is provided in advance in an appropriations 
Act. The provision would be effective upon enactment. 

Conference Agreement 
No provision. 

Medicare Coverage of Kidney Disease Education Services (Section 
456 of the Senate Bill). 

Present Law 
No provision. 

House Bill 
No provision. 

Senate Bill 
Kidney disease education services would be covered under 

Medicare. The services covered would be those: furnished to an in-
dividual with kidney disease who will require dialysis or a kidney 
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transplant; furnished upon the referral of the physician managing 
the individual’s kidney condition; and designed to provide com-
prehensive information regarding the management of 
comorbidities, the prevention of uremic complications, and each op-
tion for renal replacement therapy (including peritoneal diaylsis, 
hemodialysis and transplantation) and to ensure that the indi-
vidual has the opportunity to actively participate in the choice of 
therapy. Kidney disease education services would be paid using the 
physician fee schedule on an assignment-related basis (thus prohib-
iting balance billing) outside the ESRD composite rate. 

The Secretary would be required to ensure (and to monitor im-
plementation to ensure) that each beneficiary who is entitled to 
kidney disease education services under Medicare receives such 
services in a timely manner that ensures that the beneficiary re-
ceives the maximum benefit of the services. 

The Secretary would be required to report to Congress annu-
ally on the number of Medicare beneficiaries who are entitled to 
these education services and who received these services. In addi-
tion, the report would include any recommendations for legislative 
and administrative action as the Secretary determines appropriate. 
The first report would be due April 1, 2004. The provision would 
apply to services furnished on or after January 1, 2004. 

Conference Agreement 
No provision. 

Subtitle D—Additional Demonstrations, Studies and Other 
Provisions 

Demonstration Project for Coverage of Certain Prescription Drugs 
and Biologics (Section 641 of the Conference Agreement and 
Section 631 of the House Bill). 

Present Law 
No provision. 

House Bill 
The Secretary would be required to conduct a 2-year dem-

onstration project in 3 states covering more than 10,000 patients 
under Part B of the Medicare program that would pay for drugs 
and biologicals that are prescribed as replacements for existing cov-
ered drugs that are furnished incident to a physician’s professional 
service which are not usually self-administered including oral 
anticancer chemotherapeutic agents. The project would not extend 
beyond December 31, 2005 and would not cost more than $100 mil-
lion. The Secretary would be required to submit an evaluation to 
Congress concerning patient access and outcomes as well as the 
project’s cost effectiveness. The Secretary would also be required to 
examine any cost savings attributed to reduced physicians’ services 
and hospital outpatient department services for the administration
of the biological. The demonstration project would begin 90 days 
from enactment and would end no later than December 31, 2005. 

Senate Bill 
No provision. 
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Conference Agreement 
The conference agreement requires the Secretary to conduct a 

2-year demonstration project in 6 states covering more than 50,000 
patients under Medicare Part B that pays for drugs and biologics 
that are prescribed as replacements for existing covered drugs that 
are furnished incident to a physician’s professional service which 
are not usually self-administered, including oral anticancer 
chemotherapeutic agents. The project is required to provide for 
cost-sharing applicable with respect to the drugs or biologics in the 
same manner as the cost-sharing applicable under part D for 
standard prescription drug coverage. The project is not permitted 
to cost more than $500 million. No less than 40 percent of the 
funding shall be for oral cancer. The Secretary is required to sub-
mit an evaluation to Congress concerning patient access and out-
comes as well as the project’s cost effectiveness. The Secretary is 
also required to examine any cost savings attributed to reduced 
physicians’ services and hospital outpatient department services for 
the administration of the biological. The demonstration project is 
required to begin 90 days following enactment and end no later 
than December 31, 2005. 

The managers intend that this provision of the demonstration 
will provide immediate Part B coverage for all immunomodulating 
drugs and biologicals used when treating multiple sclerosis. Cov-
erage will be extended without regard to whether there is medical 
or other supervision with respect to the administration of such 
drug or biological, and include the biological administered via 
intramuscular injection currently covered under Section 
1861(s)(2)(A) or (B) of the Social Security Act. 

Extension of Coverage of Intravenous Immune Globulin (IVIG) for 
the Treatment of Primary Immune Deficiency Diseases in the 
Home (Section 642 of the Conference Agreement and Section 
629 of the House Bill). 

Present Law 
Intravenous immune globulin (IVIG) is a blood product pre-

pared from the pooled plasma of donors. It has been used to treat 
a variety of autoimmune diseases, including mucocutaneous blis-
tering diseases. It has fewer side effects than steroids or immuno-
suppressive agents. Effective October 1, 2002, IVIG is covered for 
the treatment of certain conditions including pemphigus vulgaris, 
pemphigus foliaceus, and epidermolysis bullosa acquisita for the 
following specific patient subpopulations: (1) patients who have 
failed conventional therapy; (2) patients in whom conventional 
therapy is otherwise contraindicated; and (3) patients with rapidly 
progressive disease in whom a clinical response could not be af-
fected quickly enough using conventional agents. IVIG for the 
treatment of autoimmune mucocutaneous blistering diseases must 
be used only for short term therapy and not as a maintenance ther-
apy. Contractors have discretion to define what constitutes a fail-
ure of conventional therapy and what constitutes short-term ther-
apy. 
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House Bill 
Intravenous immune globulin for the treatment of primary im-

mune deficiency diseases in the home would be included as a cov-
ered medical service. Intravenous immune globulin would be de-
fined as an approved pooled plasma derivative for the treatment in 
the patient’s home of a patient with a diagnosed primary immune 
deficiency disease, if a physician determines administration of the 
derivative in the patient’s home is medically appropriate. This 
would not include items or services related to the administration 
of the derivative. Intravenous immune globulin would be paid at 80 
percent of the lesser of actual charge or the payment amount. This 
provision would apply to items furnished on or after January 1, 
2004. 

Senate Bill 
No provision. 

Conference Agreement 
The conference agreement includes intravenous immune glob-

ulin for the treatment in the home of primary immune deficiency 
diseases as a covered medical service under Medicare. Intravenous 
immune globulin is defined as an approved pooled plasma deriva-
tive for the treatment, in the patient’s home, of a patient with a 
diagnosed primary immune deficiency disease, if a physician deter-
mines administration of the derivative in the patient’s home is 
medically appropriate. Items or services related to the administra-
tion of the derivative are not included in the definition. Intra-
venous immune globulin is to be paid at 80 percent of the lesser 
of actual charge or the payment amount. This provision applies to 
items furnished on or after January 1, 2004. 

MedPAC Study of Coverage of Surgical First Assisting Services of 
Certified Registered Nurse First Assistants (Section 643 of the 
Conference Agreement and Section 450I of the Senate Bill). 

Present Law 
Surgical first assisting services are not separately covered 

services of Medicare and certified registered nurse first assistants 
are not able to bill the Medicare program directly for their services. 
Their services are paid by surgeons who are paid under the Medi-
care physician fee schedule. 

House Bill 
No provision. 

Senate Bill 
The Secretary would be required to conduct a 3–year dem-

onstration in 5 states that would pay for ‘‘surgical first assisting 
services’’ to Medicare beneficiaries furnished by a certified reg-
istered nurse first assistant. These services would consist of assist-
ing a physician with surgery and related preoperative, 
intraoperative, and postoperative care furnished by a certified reg-
istered nurse first assistant. Payment would be 80% of the lesser 
of: the actual charge for the services or 85% of the physician fee 
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schedule amount. Aggregate payments for the demonstration would 
be required not to exceed the amount that would have been paid 
if this demonstration project had not been implemented. The Sec-
retary would be required to report to Congress on the evaluation 
of patient outcomes and on the cost-effectiveness of the demonstra-
tion by January 1, 2007. The demonstration is required to begin 90 
days after enactment. 

Conference Agreement 
The conference agreement requires that MedPAC study the 

feasibility and advisability of Medicare Part B payment for surgical 
first assisting services furnished to Medicare beneficiaries by a cer-
tified registered nurse first assistant. MedPAC is required to sub-
mit the report by January 1, 2005 and to include recommendations 
for legislation or administrative action. 

MedPAC Study of Payment for Cardio-Thoracic Surgeons (Sec-
tion 644 of the Conference Agreement). 

Present Law 
Cardio-thoracic surgeons are paid under the Medicare physi-

cian fee schedule for their services. 

House Bill 
No provision. 

Senate Bill 
No provision. 

Conference Agreement 
The conference agreement requires the MedPAC to study the 

practice expense relative values in the Medicare physician fee 
schedule for the specialty of thoracic surgery to determine whether 
such values adequately take into account the attendant costs of 
nurse assistants at surgery. The study is required to be submitted 
to Congress by January 1, 2005 and to include recommendations 
for legislative or administrative action. 

Study on Coverage of Outpatient Vision Services Furnished by Vi-
sion Rehabilitation Professionals Under Part B (Section 645 of 
the Conference Agreement and Section 446 of the Senate Bill). 

Present Law 
Medicare does not cover routine eye care or related services 

and will not pay for eyeglasses; most contact lenses; eye examina-
tions for the purpose of prescribing, fitting, or changing eyeglasses 
or contact lenses; and most procedures performed to determine the 
refractive state of the eyes. 

Medicare pays for prosthetic devices (other than dental) which 
replace all or part of an internal body organ (including contiguous 
tissue) when furnished incident to physicians’ services or on a phy-
sician’s order. The law specifically provides coverage for one pair of 
conventional eyeglasses or contact lenses furnished subsequent to 
each cataract surgery with insertion of an intraocular lens. 
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The Rehabilitation Act of 1973 as amended prohibits discrimi-
nation in programs conducted by federal agencies, in programs re-
ceiving federal financial assistance, in federal employment and em-
ployment practices of federal contractors. The act provides much of 
the basis for the Americans with Disabilities Act including its 
standards for determining employment discrimination. 

House Bill 
No provision. 

Senate Bill 
Medicare Part B would cover vision rehabilitation services fur-

nished to a beneficiary who is diagnosed with certain vision impair-
ments. These vision impairments would be vision loss that con-
stitutes a significant limitation of visual capability that cannot be 
corrected by conventional means and that is manifested by one or 
more of the following conditions: (1) best corrected visual acuity of 
less than 20/60 or significant central field defect; (2) significant pe-
ripheral field defect including homonymous or heteronymous bilat-
eral visual field defect or generalized contraction or constriction of 
field; (3) reduced peak contrast sensitivity; and (4) other appro-
priate diagnoses or indications. Covered services would be estab-
lished by a plan of care developed by a qualified physician or quali-
fied occupational therapist whose plan of care is periodically re-
viewed by a qualified physician. These services would be provided 
in an appropriate setting by a qualified physician, qualified occupa-
tional therapist, or vision rehabilitation professional under the gen-
eral supervision of a qualified physician using a plan of care estab-
lished and reviewed by the qualified physician. A qualified physi-
cian would be an ophthalmologist or a doctor of optometry. A vision 
rehabilitation professional would include an orientation and mobil-
ity specialist, a rehabilitation teacher, or a low vision therapist who 
is appropriately licensed and certified under prevailing state laws 
with appropriate education and training. 

Medicare would pay for the services under the physician fee 
schedule. These services would not be paid under the hospital out-
patient department prospective payment system. Payment would 
be made to the qualified physician or the facility (such as a reha-
bilitation agency, a clinic, or other facility) through which services 
are furnished under the plan care if there is a contractual arrange-
ment between the vision rehabilitation specialist and the facility 
where the facility submits the bill for the services. Medicare’s cov-
erage of vision rehabilitation services would not be taken into ac-
count for any purpose under the Rehabilitation Act of 1973. 

The Secretary would be required to publish an interim final 
rule in the Federal Register no later than 180 days from the date 
of enactment; the regulation, although effective immediately, would 
be subject to at least a 60-day public comment period. The Sec-
retary would be required to consult with qualified professional and 
consumer groups including the National Vision Rehabilitation Co-
operative, the Association for Education and Rehabilitation of the 
Blind and Visually Impaired, the Academy for Certification of Vi-
sion Rehabilitation and Education Professionals, the American 
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Academy of Ophthalmology, the American Occupational Therapy 
Association, and the American Optometric Association. 

Conference Agreement 
The conference agreement requires the Secretary to study the 

feasibility and advisability of: (1) providing for payment for vision 
rehabilitation services furnished by vision rehabilitation profes-
sionals, and (2) implementing a demonstration project for vision 
care PPO networks to furnish and pay for conventional eyeglasses 
subsequent to each cataract surgery with the insertion of intra ocu-
lar lens. The Secretary is urged to examine any licensure or certifi-
cation difficulties faced by vision rehabilitation professionals. The 
report is due to Congress by January 1, 2005 and is to include rec-
ommendations for legislation or administrative action. In reviewing 
reimbursement for vision rehabilitation professionals, the report 
shall examine payments through qualified physicians to vision re-
habilitation professionals for either directly supervised services or 
services delivered under generalized supervision. 

Medicare Health Care Quality Demonstration Programs (Section 
646 of the Conference Agreement and Section 441 of the Sen-
ate Bill). 

Present Law 
No provision. 

House Bill 
No provision. 

Senate Bill 
The Secretary would be required to establish a 5-year dem-

onstration program that examines the health delivery factors which 
encourage the delivery of improved patient care quality including: 
(1) incentives to improve the safety of care provided to bene-
ficiaries; (2) appropriate use of best practice guidelines; (3) reduc-
tion of scientific uncertainty through examination of service vari-
ation and outcomes measurement; (4) encouragement of shared de-
cision making between providers and patients; (5) the provision of 
incentives to improve safety, quality, and efficiency; (6) appropriate 
use of culturally and ethnically sensitive care; and (7) related fi-
nancial effects associated with these changes. The participants 
would include appropriate health care groups including physician 
groups, integrated health care delivery systems, or regional coali-
tions. These health care groups may implement alternative pay-
ment systems that encourage the delivery of high quality care and 
streamline documentation and reporting requirements. They may 
also offer benefit packages distinct from those that are currently 
available under Medicare Parts A and B and under the Part C 
Medicare Advantage plan. To qualify for this demonstration, health 
care groups must meet Secretary-established quality standards; im-
plement quality improvement mechanisms that integrate commu-
nity-based support, primary care, and referral care; encourage pa-
tient participation in decisions; among other requirements. 
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The Secretary may waive Medicare and Peer Review and Ad-
ministrative Simplification (Title XI) requirements as necessary 
and may direct agencies within Health and Human Services (HHS) 
to evaluate, analyze, support, and assist in the demonstration 
project. The demonstration program would be subject to budget-
neutrality requirements. The Secretary would not be permitted to 
implement the program before October 1, 2004. 

Conference Agreement 
The conference agreement requires the Secretary to establish 

a 5-year demonstration program that examines the health delivery 
factors which encourage the delivery of improved patient care qual-
ity including: (1) incentives to improve the safety of care provided 
to beneficiaries; (2) appropriate use of best practice guidelines; (3) 
reduction of scientific uncertainty through examination of service 
variation and outcomes measurement; (4) encouragement of shared 
decision making between providers and patients; (5) the provision 
of incentives to improve safety, quality, and efficiency; (6) appro-
priate use of culturally and ethnically sensitive care; and (7) re-
lated financial effects associated with these changes. Health care 
groups that may participate are physician groups, integrated 
health care delivery systems, and regional coalitions. These health 
care groups may implement alternative payment systems that en-
courage the delivery of high quality care and streamline docu-
mentation and reporting requirements. They may also offer benefit 
packages distinct from those that are currently available under 
Medicare Parts A and B and under the Part C Medicare Advantage 
plan. 

To qualify for this demonstration, health care groups must 
meet Secretary-established quality standards; implement quality 
improvement mechanisms that integrate community-based support, 
primary care, and referral care; encourage patient participation in 
decisions; among other requirements. The Secretary may waive 
Medicare and Peer Review and Administrative Simplification (Title 
XI) requirements as necessary and may direct agencies within 
Health and Human Services (HHS) to evaluate, analyze, support, 
and assist in the demonstration project. The demonstration pro-
gram is subject to budget-neutrality requirements. 

GAO Study on Coverage of Marriage and Family Therapist Serv-
ices and Mental Health Counselor Services Under Part B of 
the Medicare Program (Section 647 of the Conference Agree-
ment and Section 448 of the Senate Bill). 

Present Law 
Medicare’s Part B payment for outpatient mental health serv-

ices is limited to 62.5% of covered expenses incurred in any cal-
endar year in connection with the treatment of a mental, psycho-
neurotic, or personality disorder of an individual who is not an in-
patient of a hospital at the time such expenses are incurred. The 
term ‘‘treatment’’ does not include brief office visits for the sole 
purpose of monitoring or changing drug prescriptions used in the 
treatment of such disorders or partial hospitalization services that 
are not directly provided by the physician. This 62.5% payment 
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limitation applies to outpatient mental health treatments furnished 
by physicians, comprehensive outpatient rehabilitation facilities 
(CORFs), physician assistants, clinical psychologists, and clinical 
social workers. Items and supplies furnished by physicians or other 
mental health practitioners in connection with treatment are also 
subject to the limitation. The limitation is applied only to thera-
peutic services (e.g., psychotherapy) and to follow-up diagnostic 
services performed to evaluate the progress of a course of treat-
ment. Charges for initial diagnostic services (i.e., psychiatric test-
ing and evaluation used to diagnose the patient’s illness) are not 
subject to this limitation. The 62.5% limitation is subject to Part 
B deductible and coinsurance requirements.

Medicare covers outpatient hospital partial hospitalization 
services connected with the treatment of mental illness. Partial 
hospitalization services are covered only if the individual would 
otherwise require inpatient psychiatric care. The 62.5% payment 
limitation does not apply to partial hospitalization services, except 
for services that are directly provided by a physician. Under this 
benefit, Medicare covers: (A) individual and group therapy with 
physicians or psychologists (or other authorized mental health pro-
fessionals); (B) occupational therapy; (C) services of social workers, 
trained psychiatric nurses, and other staff trained to work with 
psychiatric patients; (D) drugs and biologicals furnished for thera-
peutic purposes that cannot be self-administered; (E) individualized 
activity therapies that are not primarily recreational or diver-
sionary; (F) family counseling (for treatment of the patient’s condi-
tion); (G) patient training and education; and (H) diagnostic serv-
ices. Partial hospitalization services are also covered in community 
mental health centers. Family counseling services with members of 
the household are covered only where the primary purpose of such 
counseling is the treatment of the patient’s condition. 

House Bill 
No provision. 

Senate Bill 
Medicare would cover marriage and family therapist services 

and mental health counselor services for the diagnosis and treat-
ment of mental illness. The therapists would be legally authorized 
to provide such services under State law and would provide serv-
ices that would be otherwise covered if furnished by a physician or 
furnished incident to a physician’s professional service. No facility 
or other provider would charge or be paid for these services. The 
amount of payment would be 80% of the lesser of the actual charge 
or 75% of the amount paid to a psychologist. These services would 
be subject to assignment. These services would be excluded from 
the skilled nursing facility prospective payment system. Rural 
health clinics, federally qualified health centers, hospice programs 
would be authorized to provide such services. Marriage and family 
therapists would be authorized to develop post hospital discharge 
plans for patients. The provisions would apply to services furnished 
on or after January 1, 2004. 
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Conference Agreement 
The conference agreement requires the GAO to study the feasi-

bility and advisability of providing Medicare Part B coverage of 
marriage and family therapist services and mental health coun-
selors and of the appropriate settings and payment methodologies 
of such services. Recommendations for legislation or administrative 
actions are also required to be included in the study. The report is 
required to be submitted to Congress no later than January 1, 
2005. 

MedPAC Study on Direct Access to Physical Therapy Services (Sec-
tion 648 of the Conference Agreement, Section 624 of the 
House bill and Section 449 of the Senate bill). 

Present Law 
No provision. 

House Bill 
GAO would be required to conduct a study on access to phys-

ical therapist services in States authorizing access to such services 
without a physician referral compared to States that require such 
a physician referral. The study would: (1) examine the use of and 
referral patterns for physical therapist services for patients age 50 
and older in states that authorize such services without a physician 
referral and in states that require such a referral; (2) examine the 
use of and referral patterns for physical therapist services for pa-
tients who are Medicare beneficiaries; (3) examine the physical 
therapist services within the facilities of the Department of De-
fense; and (4) analyze the potential impact on beneficiaries and on 
Medicare expenditures of eliminating the need for a physician re-
ferral for physical therapist services under the Medicare program. 
GAO would be required to submit a report to Congress on the 
study within one year of enactment. 

Senate Bill 
The Secretary would be required to establish a 3-year dem-

onstration project in at least 5 states to examine the costs and pa-
tient satisfaction associated with allowing Medicare fee-for-service 
beneficiaries direct access to outpatient physical therapy services 
and comprehensive outpatient rehabilitation facility (CORF) serv-
ices. In this instance, the beneficiary would not be required to be 
under the care of or referred by a physician to receive physical 
therapy services. Also, a physician or qualified physical therapist 
would be permitted to certify, recertify, establish and periodically 
review the beneficiary’s plan of care. To the extent possible, the 
demonstration project would be conducted on a statewide basis. 
The project would be required to be established not later than 1 
year after the date of enactment. The Secretary would be allowed 
to terminate the operation of a project at a site if, based on actual 
data, Medicare expenditures are greater than they otherwise would 
be without implementation of the demonstration project. The Sec-
retary would be able to waive Medicare requirements as necessary 
and appropriate. The Secretary would be required to conduct in-
terim and final evaluations of the project which would be sub-
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mitted to the Congressional committees of jurisdiction no later 
than the end of the second year of operation and no later than 180 
days after the end of the project. This provision would be effective 
upon enactment. 

Conference Agreement 
The conference agreement requires MedPAC to study the feasi-

bility and advisability of allowing Medicare beneficiaries in fee-for-
service direct access to outpatient physical therapy services and 
those physical therapy services that are furnished as comprehen-
sive rehabilitation facility services. For the purposes of the study, 
direct access is defined as access to physical therapy services with-
out the requirement that beneficiaries be under the care of, or re-
ferred by, a physician. Further, the services provided are not re-
quired to be under the supervision of a physician. Finally, either 
a physician or a qualified physical therapist could satisfy any re-
quirement for certification, recertification and establishment and 
review of a plan of care. This study, together with recommenda-
tions for legislation or administrative actions, must be submitted to 
Congress no later than January 1, 2005. 

Demonstration Project for Consumer Directed Chronic Outpatient 
Services (Section 648 of the Conference Report and Section 736 
of the House bill) 

Present Law
No provision. Medicare coverage requires that a beneficiary 

need medically necessary care. In general, Medicare pays the pro-
vider that delivers skilled health care services. 

House Bill 
The Secretary would be required to establish no fewer than 3 

demonstration projects that evaluate methods to improve the qual-
ity of care provided to Medicare beneficiaries with chronic condi-
tions and that reduce expenditures that would otherwise be made 
on their behalf by Medicare. The methods would be required to in-
clude permitting beneficiaries to direct their own health care needs 
and services. In designing the demonstrations, the Secretary would 
be required to evaluate practices used by group health plans and 
practices under State Medicaid programs that permit patients to 
self-direct the provision of personal care services and to determine 
the appropriate scope of personal care services that would apply 
under the demonstration projects. 

The Secretary would be required to establish the demonstra-
tions within 2 years of enactment. Demonstrations would be re-
quired to be located in an urban area, a rural area, and an area 
that has a Medicare population with a diabetes rate that signifi-
cantly exceeds the national average rate. The Secretary would be 
required to evaluate the clinical and cost effectiveness of the dem-
onstrations. Reports to Congress would be required biannually be-
ginning 2 years after the demonstrations begin. 

Senate Bill 
No provision. 
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Conference Agreement 
The conference agreement requires the Secretary to establish 

no fewer than 3 demonstration projects that evaluate methods to 
improve the quality of care provided to Medicare beneficiaries with 
chronic conditions and that reduce expenditures that would other-
wise be made on their behalf by Medicare. The methods are re-
quired to include permitting beneficiaries to direct their own health 
care needs and services. In designing the demonstrations, the Sec-
retary is required to evaluate practices used by group health plans 
and practices under State Medicaid programs that permit patients 
to self-direct the provision of personal care services and to deter-
mine the appropriate scope of personal care services that apply 
under the demonstration projects. 

The Secretary is required to establish the demonstrations with-
in 2 years of enactment. Demonstrations are required to be located 
in an urban area, a rural area, and an area that has a Medicare 
population with a diabetes rate that significantly exceeds the na-
tional average rate. The Secretary is required to evaluate the clin-
ical and cost effectiveness of the demonstrations. Reports to Con-
gress are required biannually beginning 2 years after the dem-
onstrations begin. 

Medicare Care Management Performance Demonstration (Section 
649 of the Conference Report and Section 736 of the House 
Bill). 

Current Law 
No provision. 

House Bill 
No provision. 

Senate Bill 
The Secretary would be required to establish a 3-year dem-

onstration program to promote continuity of care, help stabilize 
medical conditions, prevent or minimize acute exacerbations of 
chronic conditions, and reduce adverse health outcomes before Oc-
tober 1, 2004. Six sites would be designated for the demonstration, 
3 in urban areas and at least 1 in a rural area. One site would be 
required to be located in Arkansas. Any Medicare beneficiary en-
rolled in part B who has at least 4 complex medical conditions and 
is unable to manage their own care or has a functional limitation 
and resides in a demonstration area may participate in the pro-
gram if the beneficiary identifies a principal care physician who 
agrees to manage the complex clinical care of the beneficiary under 
the demonstration. 

Each principal care physician who agrees to manage the com-
plex clinical care of a beneficiary eligible to participate would be re-
quired to agree to: (1) serve as the primary contact of the bene-
ficiary in accessing items and services under Medicare; (2) main-
tain medical information related to care and services furnished by 
other health care providers including clinical reports, medication 
and treatments prescribed by other physicians, hospital and hos-
pital outpatient services, skilled nursing home care, home health 
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care, and medical equipment services; (3) monitor and advocate for 
the continuity of care of the beneficiary and the use of evidence-
based guidelines; (4) promote self-care and family care giver in-
volvement where appropriate; (5) have appropriate staffing ar-
rangements to conduct patient self-management and other care co-
ordination activities as specified by the Secretary; refer the bene-
ficiary to community service organizations and coordinate the serv-
ices of such organizations with the care provided by health care 
providers; and (7) meet such other complex care management re-
quirements as the Secretary may specify. 

The Secretary would pay each principal care physician a 
monthly complex care management fee developed by the Secretary. 
The fee would be the full payment for all the functions performed 
by the principal care physician including any functions performed 
by other qualified practitioners acting on behalf of the physician, 
appropriate staff under the supervision of the physician, and any 
other person under a contract with the physician, including any 
person who conducts patient self-management and caregiver edu-
cation. Aggregate payments by Medicare could not exceed the 
amount that would otherwise have been paid if the demonstration 
program had not been implemented. The Secretary would be re-
quired to report to Congress on the demonstration program 6 
months after its completion. 

Conference Agreement 
The Secretary would be required to establish a 3-year dem-

onstration program to promote continuity of care, help stabilize 
medical conditions, prevent or minimize acute exacerbations of 
chronic conditions, and reduce adverse health outcomes. Four sites 
would be designated for the demonstration: with at least two in 
urban areas and one in a rural area. One of the demonstration 
sites would be in a state with a medical school with a geriatrics de-
partment that manages rural outreach sites and is capable of man-
aging patients with multiple chronic conditions, one of which is de-
mentia. Any Medicare beneficiary enrolled in part A and B who has 
one or more chronic medical conditions specified by the Secretary 
(one of which may be a cognitive impairment) and is unable to 
manage their own care or has a functional limitation and resides 
in a demonstration area may participate in the program if the ben-
eficiary identifies a principal care physician who agrees to manage 
the complex clinical care of the beneficiary under the demonstra-
tion. 

The conferees encourage CMS to work with Agency for 
Healthcare Research and Quality (AHRQ) to provide grants to as-
sist physicians in carrying out the health information technology 
aspect of the demonstration. In particular, the grants should focus 
on issues involving clinical decision support tools, clinical remind-
ers, and improved communication between patients, providers and 
payors. AHRQ is currently working to provide grant programs in 
this area. 
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Demonstration of Coverage of Chiropractic Services under Medi-
care (Section 440 of the Senate Bill). 

Present Law 
No specific provision with respect to a demonstration project. 

Medicare covers limited chiropractic services, specifically manual 
manipulation for correction of a dislocated or misaligned vertebra 
or subluxation. 

House Bill 
No provision. 

Senate Bill 
The Secretary would be required to establish a 3-year dem-

onstration program at 6 sites to evaluate the feasibility and desir-
ability of covering additional chiropractic services under Medicare. 
These projects may not be implemented before October 1, 2004. The 
chiropractic services included in the demonstration shall include, at 
a minimum, care for neuromusculoskeletal conditions typical 
among eligible beneficiaries as well as diagnostic and other services 
that a chiropractor is legally authorized to perform. An eligible 
beneficiary participating in the demonstration project, including 
those enrolled in Medicare +Choice or Medicare Advantage plans, 
would not be required to receive approval by physician or other 
practitioner in order to receive chiropractic services under the dem-
onstration project. 

The Secretary would be required to consult with chiropractors, 
organizations representing chiropractors, beneficiaries and organi-
zations representing beneficiaries in establishing the demonstra-
tion projects. Participation by eligible beneficiaries would be on a 
voluntary basis. The 6 sites would be equally split between rural 
and urban areas; at least one of the sites would be in a health pro-
fessional shortage area. The Secretary would be required to evalu-
ate the demonstration projects to determine (1) whether the partici-
pating beneficiaries used fewer Medicare covered services than 
those who did not participate; (2) the cost of providing such chiro-
practic services under Medicare; (3) the quality of care and satisfac-
tion of participating beneficiaries; and (4) other appropriate mat-
ters. 

The Secretary would be required to submit a report, including 
recommendations, to Congress on the evaluation no later than 1 
year after the demonstration projects conclude. The Secretary 
would waive Medicare requirements as necessary. The demonstra-
tion program would be subject to a budget-neutrality requirement. 
Appropriations from the Federal Supplementary Insurance Trust 
Fund are authorized as necessary to conduct this demonstration. 
The provision would be effective upon enactment. 

Conference Agreement 
The Secretary would be required to establish a 2–year dem-

onstration program at 4 sites to evaluate the feasibility and desir-
ability of covering additional chiropractic services under Medicare. 
These projects may not be implemented before October 1, 2004. The 
chiropractic services included in the demonstration shall include, at 
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a minimum, care for neuromusculoskeletal conditions typical 
among eligible beneficiaries as well as diagnostic and other services 
that a chiropractor is legally authorized to perform by the State or 
jurisdiction where treatment occurs. An eligible beneficiary partici-
pating in the demonstration project, including those enrolled in 
Medicare +Choice or Medicare Advantage plans, would not be re-
quired to receive approval by physician or other practitioner in 
order to receive chiropractic services under the demonstration 
project. 

The Secretary would be required to consult with chiropractors, 
organizations representing chiropractors, beneficiaries and organi-
zations representing beneficiaries in establishing the demonstra-
tion projects. Participation by eligible beneficiaries would be on a 
voluntary basis. The 4 sites would be equally split between rural 
and urban areas; at least one of the sites would be in a health pro-
fessional shortage area. The Secretary would be required to evalu-
ate the demonstration projects to determine (1) whether the partici-
pating beneficiaries used fewer Medicare covered services than 
those who did not participate; (2) the cost of providing such chiro-
practic services under Medicare; (3) the quality of care and satisfac-
tion of participating beneficiaries; and (4) other appropriate mat-
ters. 

The Secretary would be required to submit a report, including 
recommendations, to Congress on the evaluation no later than 1 
year after the demonstration projects conclude. The Secretary 
would waive Medicare requirements as necessary. The demonstra-
tion program would be subject to a budget-neutrality requirement. 
Appropriations from the Federal Supplementary Insurance Trust 
Fund are authorized as necessary to conduct this demonstration. 

Demonstration Project to Examine What Weight Loss Weight Man-
agement Services Can Cost-Effectively Reach the Same Result 
as the NIH Diabetes Primary Prevention Trial Study: A 50 
Percent Reduction in the Risk for Type 2 Diabetes for Individ-
uals Who Have Impaired Glucose Tolerance and Are Obese 
(Section 450I of the Senate Bill). 

Present Law 
No provision regarding the demonstration. Medicare covers 

medical nutrition therapy services for beneficiaries with diabetes or 
a renal disease who (1) have not received diabetes outpatient self-
management training services within a time period to be deter-
mined by the Secretary, (2) are not receiving maintenance dialysis, 
and (3) meet other criteria to be established by the Secretary. Nu-
trition therapy services are nutritional diagnostic, therapy, and 
counseling services for the purpose of disease management. The 
services must be provided by a registered dietitian or nutritional 
professional pursuant to a referral by a physician. Payment is 
based on the lower of actual charges or 85% of the physician fee 
schedule on an assignment-related basis.

House Bill 
No provision. 
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Senate Bill 
The Secretary would be required to establish a demonstration 

project that would examine the cost effectiveness and health bene-
fits of providing group weight loss management services for Medi-
care beneficiaries who are obese and have impaired glucose toler-
ance. Group weight loss management services are those furnished 
to beneficiaries who have been diagnosed and referred by a physi-
cian for assessment and treatment based on individual needs or a 
specific program or method that has demonstrated efficacy to 
produce and maintain weight loss through results published in 
peer-reviewed scientific journals. The program would be required to 
provide assessment of current body weight and recording of weight 
status at each meeting session; provision of a healthy eating plan; 
provision of an activity plan; provision of a behavior modification 
plan; and a weekly group support meeting. 

Expenditures would be constrained by 2 limitations: the costs 
of group weight loss management services could not exceed the an-
nual cost per recipient of the medical nutritional therapy benefit 
and the total amount of payments made under the demonstration 
could not exceed $2.5 million for each fiscal year of the project. 
Medical nutrition therapy services that would be furnished under 
the demonstration project would be covered under part B of Medi-
care and payment would be 80% of the lesser of the actual charge 
for the services or 85% of the applicable physician fee schedule 
amount. Group weight loss management professionals would be 
paid by Medicare on an assignment-related basis and balance bill-
ing would not be permitted. 

The demonstration project would be conducted for 2 years at 
sites designated by the Secretary. The Secretary would be required 
to give preference to sites located in rural areas or areas that have 
a high concentration of Native Americans with type 2 diabetes. The 
Secretary would be required to submit interim reports on this dem-
onstration project to the Committee on Ways and Means and the 
Committee on Finance. A final report to both Committees would be 
due 6 months after the date the demonstration project concludes. 
The provision would be effective upon enactment. 

Conference Agreement 
No provision. 

TITLE VII—PROVISIONS RELATING TO PARTS A AND B 

Subtitle A—Home Health Services 

Update in Home Health Services (Section 701 of the Conference 
Agreement and Section 701 of the House Bill). 

Present Law 
Home health service payments are increased on a federal fiscal 

year basis that begins in October. The FY 2004 statutory update 
will be the full increase in the market basket index. The prospec-
tive payment system provides for outlier payment B payments for 
extraordinarily costly cases B with the total amount of outlier pay-
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ment (the outlier pool) not exceeding 5 percent of estimated total 
home health prospective payments. 

House Bill 
This provision would increase home health agency payments 

by the home health market basket percentage increase minus 0.4 
percentage points for 2004 through 2006. The update for subse-
quent years would be the full market basket percentage increase. 
The provision would also change the time frame for the update 
from the federal fiscal year to a calendar year basis. The home 
health prospective payment rates would not increase for the Octo-
ber 1 through December 31, 2003 period. 

Senate Bill 
No provision. 

Conference Agreement 
The conference agreement changes the time frame for the 

home health update from the federal fiscal year to a calendar year 
basis beginning with 2004. Home health agency payments are in-
creased by the full market basket percentage for the last quarter 
of 2003 (October, November, and December) and for the first quar-
ter of 2004 (January, February, and March). The update for the re-
mainder of 2004 and for 2005 and 2006 is the home health market 
basket percentage increase minus 0.8 percentage points. The size 
of the outlier pool for home health prospective payment may not 
exceed 3 percent of the total payment projected under the payment 
system beginning January 1, 2004, total payments are not in-
creased to account for the difference. 

Demonstration Project to Clarify the Definition of Homebound (Sec-
tion 702 of the Conference Agreement, Section 704 of the 
House Bill, and Section 450 of the Senate Bill). 

Present Law 
Home health services are covered only if the Medicare bene-

ficiary is confined to the home, needs skilled nursing care on an 
intermittent basis or needs physical or occupational therapy or 
speech-language pathology services, has had a plan of care estab-
lished that is periodically reviewed by a physician, and is under a 
physician’s care. Any absence of a beneficiary from the home for 
purposes of receiving health care treatment, including regular ab-
sences for participating in therapeutic, psychosocial, or medical 
treatment in an adult daycare program does not disqualify an indi-
vidual from being considered confined to the home (or homebound). 
Further, any other absence of a beneficiary from the home cannot 
disqualify an individual from being considered homebound if the 
absence is of infrequent or of relatively short duration. Absence 
from the home to attend a religious service is considered an ab-
sence of infrequent or short duration. 

House Bill
The Secretary would be required to conduct a 2-year dem-

onstration project where beneficiaries with chronic conditions 
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would be deemed to be homebound in order to receive home health 
services under Medicare. A beneficiary would have to have been 
certified by a physician to have a permanent and severe condition 
that will not improve; to permanently need assistance with at least 
3 out of the 5 activities of daily living (eating, toileting, transfer-
ring, bathing, and dressing); to permanently require skilled nursing 
services (not including medication management); to need either an 
attendant during the day to monitor and treat the beneficiary’s 
medical condition or daily skilled nursing; and to require techno-
logical assistance or the assistance of another person to leave the 
home. 

The Secretary would be required to select 3 states in which to 
conduct the demonstration in the northeast, midwest and western 
regions of the United States. Up to 15,000 beneficiaries would be 
permitted to participate. Data would be required to be collected re-
garding the quality of care, patient outcomes, and additional costs, 
if any to Medicare. The demonstration would be required to begin 
within 6 months of enactment. Within 1 year of completing the 
demonstration, the Secretary would be required to report to Con-
gress on whether the subject of the demonstration adversely af-
fected the provision of home health services under Medicare or di-
rectly caused an unreasonable increase of expenditures under 
Medicare; specific data showing any increase in expenditures di-
rectly attributable to the demonstration project; and specific rec-
ommendations to exempt permanently and severely disabled home-
bound beneficiaries from restrictions on the length, frequency, and 
purpose of their absences from the home to qualify for home health 
services without incurring additional unreasonable costs to Medi-
care. The provision would be effective upon enactment. 

Senate Bill 
The Secretary would be required to conduct a 2-year dem-

onstration project where beneficiaries with chronic conditions 
would be deemed to be homebound in order to receive home health 
services under Medicare. A beneficiary would have to have been 
certified by a physician to have a permanent and severe condition 
that will not improve; to permanently need assistance with at least 
3 out of the 5 activities of daily living (eating, toileting, transfer-
ring, bathing, and dressing); to permanently require skilled nursing 
services (not including medication management); to need either an 
attendant during the day to monitor and treat the beneficiary’s 
medical condition or daily skilled nursing; and to require techno-
logical assistance or the assistance of another person to leave the 
home. 

The Secretary would be required to select 3 states in which to 
conduct the demonstration in the northeast, midwest and western 
regions of the United States. Up to 15,000 beneficiaries would be 
permitted to participate. Data would be required to be collected re-
garding the quality of care, patient outcomes, and additional costs, 
if any to Medicare. The demonstration would be required to begin 
within 6 months of enactment. Within 1 year of completing the 
demonstration, the Secretary would be required to report to Con-
gress on whether the subject of the demonstration adversely ef-
fected the provision of home health services under Medicare or di-
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rectly caused an unreasonable increase of expenditures under 
Medicare; specific data showing any increase in expenditures di-
rectly attributable to the demonstration project; and specific rec-
ommendations to exempt permanently and severely disabled home-
bound beneficiaries from restrictions on the length, frequency, and 
purpose of their absences from the home to qualify for home health 
services without incurring additional unreasonable costs to Medi-
care. The provision would be effective upon enactment. 

Conference Agreement 
The Secretary is required to conduct a 2-year demonstration 

project where beneficiaries enrolled in Medicare Part B with speci-
fied chronic conditions would be deemed to be homebound in order 
to receive home health services under Medicare. A beneficiary is el-
igible to be deemed to be homebound if the beneficiary: (1) has 
been certified by a physician to have a permanent and severe con-
dition that is not expected to improve; (2) permanently needs as-
sistance with at least 3 out of the 5 activities of daily living (eating, 
toileting, transferring, bathing, and dressing); (3) permanently re-
quires skilled nursing services (not including medication manage-
ment); (4) needs either an attendant during each day to monitor 
and treat the beneficiary’s medical condition or to assist the bene-
ficiary with activities of daily living; (5) requires technological as-
sistance or the assistance of another person to leave the home; and 
(6) does not regularly work in a paid position full-time or part-time 
outside the home. 

The Secretary is required to select 3 states in the northeast, 
midwest and western regions of the United States in which to con-
duct the demonstration. Up to 15,000 beneficiaries can participate. 
Data must be collected regarding the quality of care, patient out-
comes, and additional costs, if any to Medicare. The demonstration 
is required to begin within 6 months of enactment. Within 1 year 
of completing the demonstration, the Secretary is required to report 
to Congress on: whether the subject of the demonstration adversely 
effected the provision of home health services under Medicare or 
has directly caused an unreasonable increase of expenditures under 
Medicare; specific data showing any increase in expenditures di-
rectly attributable to the demonstration project; and specific rec-
ommendations to exempt permanently and severely disabled home-
bound beneficiaries from restrictions on the length, frequency, and 
purpose of their absences from the home to qualify for home health 
services without incurring additional unreasonable costs to Medi-
care. Payment for the costs of carrying out the demonstration 
project will be made from the Part B Trust Fund. The provision is 
effective upon enactment. 

Demonstration Project for Medical Adult Day Care Services (Sec-
tion 703 of the Conference Agreement, Section 732 of the 
House Bill, Section 454 of the Senate Bill). 

Present Law 
No provision 
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House Bill 
Subject to earlier provisions, the Secretary would be required 

to establish a demonstration project under which a home health 
agency, directly or under arrangement with a medical adult day 
care facility, provide medical adult day care services as a substitute 
for a portion of home health services otherwise provided in a bene-
ficiary’s home. Such services would have to be provided as part of 
a plan for an episode of care for home health services established 
for a beneficiary. Payment for the episode would equal 95% of the 
amount that would otherwise apply. In no case would the agency 
or facility be able to charge the beneficiary separately for the med-
ical adult day care services. The Secretary would reduce payments 
made under the home health prospective payment system to offset 
any amounts spent on the demonstration project. The 3-year dem-
onstration project would be conducted in not more than 5 sites 
(which can include multiple facilities) in states that license or cer-
tify providers of medical adult day care services, as selected by the 
Secretary. Participation of up to 15,000 Medicare beneficiaries 
would be on a voluntary basis. 

When selecting participants, the Secretary would give pref-
erence to home health agencies that are currently licensed to fur-
nish medical adult day care services and have furnished such serv-
ices to Medicare beneficiaries on a continuous basis for a prior 2-
year period. A medical adult day care facility would (1) have been 
licensed or certified by a State to furnish medical adult day care 
services for a continuous 2-year period; (2) have been engaged in 
providing skilled nursing services or other therapeutic services di-
rectly or under arrangement with a home health agency; and (3) 
would meet quality standards and other requirements as estab-
lished by the Secretary. The Secretary would be able to waive nec-
essary Medicare requirements except that beneficiaries must be 
homebound in order to be eligible for home health services. 

The Secretary would be required to evaluate the project’s clin-
ical and cost effectiveness and submit a report to Congress no later 
than 30 months after its commencement. The report would include: 
(1) an analysis of patient outcomes and comparative costs relative 
to beneficiaries who receive only home health services for the same 
health conditions and (2) recommendations concerning the exten-
sion, expansion, or termination of the project. The provision would 
be effective upon enactment. 

Senate Bill 
Subject to earlier provisions, the Secretary would be required 

to establish a demonstration project under which a home health 
agency, directly or under arrangement with a medical adult day 
care facility, provide medical adult day care services as a substitute 
for a portion of home health services otherwise provided in a bene-
ficiary’s home. Such services would have to be provided as part of 
a plan for an episode of care for home health services established 
for a beneficiary. Payment for the episode would equal 95% of the 
amount that would otherwise apply. In no case would the agency 
or facility be able to charge the beneficiary separately for the med-
ical adult day care services. The Secretary would reduce payments 
made under the home health prospective payment system to offset 
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any amounts spent on the demonstration project. The 3-year dem-
onstration project would be conducted in not more than 5 sites in 
states that license or certify providers of medical adult day care 
services, as selected by the Secretary. Participation of up to 15,000 
Medicare beneficiaries would be on a voluntary basis. 

When selecting participants, the Secretary would give pref-
erence to home health agencies that are currently licensed to fur-
nish medical adult day care services and have furnished such serv-
ices to Medicare beneficiaries on a continuous basis for a prior 2-
year period. A medical adult day care facility would (1) have been 
licensed or certified by a State to furnish medical adult day care 
services for a continuous 2-year period; (2) have been engaged in 
providing skilled nursing services or other therapeutic services di-
rectly or under arrangement with a home health agency; and (3) 
would meet quality standards and other requirements as estab-
lished by the Secretary. The Secretary would be able to waive nec-
essary Medicare requirements except that beneficiaries must be 
homebound in order to be eligible for home health services. 

The Secretary would be required to evaluate the project’s clin-
ical and cost effectiveness and submit a report to Congress no later 
than 30 months after its commencement. The report would include: 
(1) an analysis of patient outcomes and comparative costs relative 
to beneficiaries who receive only home health services for the same 
health conditions and (2) recommendations concerning the exten-
sion, expansion, or termination of the project. The provision would 
be effective upon enactment. 

Conference Agreement 
Subject to earlier provisions in the conference agreement, the 

conference agreement requires the Secretary to establish a dem-
onstration project under which a home health agency, directly or 
under arrangement with a medical adult day care facility, provides 
medical adult day care services as a substitute for a portion of 
home health services otherwise provided in a beneficiary’s home. 
Such services would be provided as part of a plan for an episode 
of care for home health services established for a beneficiary. Pay-
ment for the episode will equal 95% of the amount that would oth-
erwise apply subject to budget neutrality provisions. The agency or 
facility is prohibited from charging the beneficiary separately for 
the medical adult day care services. The Secretary is required to 
reduce payments made to medical adult day care facilities under 
the demonstration to offset excess spending. The 3-year demonstra-
tion project is to be conducted in not more than 5 sites in states 
that license or certify providers of medical adult day care services, 
as selected by the Secretary. Participation of up to 15,000 Medicare 
beneficiaries is on a voluntary basis. 

When selecting participants, the Secretary is required to give 
preference to home health agencies that are currently licensed to 
furnish medical adult day care services and have furnished such 
services to Medicare beneficiaries on a continuous basis for a prior 
2-year period. A medical adult day care facility is one that: (1) has 
been licensed or certified by a State to furnish medical adult day 
care services for a continuous 2-year period; (2) has been engaged 
in providing skilled nursing services or other therapeutic services 
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directly or under arrangement with a home health agency; and (3) 
would meet quality standards and other requirements as estab-
lished by the Secretary. The Secretary is able to waive necessary 
Medicare requirements except that beneficiaries must be home-
bound in order to be eligible for home health services. 

The Secretary is required to evaluate the project’s clinical and 
cost effectiveness and submit a report to Congress no later than 6 
months after completion of the demonstration. The report is re-
quired to include: (1) an analysis of patient outcomes and compara-
tive costs relative to beneficiaries who receive only home health 
services for the same health conditions, and (2) recommendations 
concerning the extension, expansion, or termination of the project. 
The provision is effective upon enactment. 

Temporary Suspension of OASIS Requirement for Collection of 
Data on Non-Medicare and Non-Medicaid Patients (Section 704 of 
the Conference Agreement, Section 954 in the House Bill, Section 
630 in the Senate Bill). 

Present Law 
Medicare is required to monitor the quality of home health 

care and services for all patients as part of the survey process with 
a standardized, reproducible assessment instrument. The purpose 
of the monitoring is to determine whether the agency is helping all 
patients achieve and maintain the highest functional capacity that 
is possible as is reflected in the care plan the home health agency 
has developed for the patient. Medicare has implemented this re-
quirement using the Outcomes and Assessment Information Set 
(OASIS). The OASIS data are used for Medicare payment (under 
home health prospective payment) and for quality improvement 
purposes for all patients. 

House Bill 
The requirement that home health agencies must collect 

OASIS data on private pay (non-Medicare, non-Medicaid) patients 
would be suspended until after the Secretary (1) reported to Con-
gress on the benefits of these data, the value of the data compared 
to the administrative burden of data collection in small agencies, 
and the use of the OASIS information by both large and small 
agencies and then (2) published final regulations regarding the col-
lection and use of non-Medicare/non-Medicaid OASIS data. The 
provision would not prohibit home health agencies from collecting 
OASIS data on private pay patients for the agencies’ own use. 

Senate Bill 
Same provision. 

Conference Agreement 
The conference agreement suspends the requirement that 

home health agencies must collect OASIS data on private pay (non-
Medicare, non-Medicaid) until the Secretary (1) reports to Congress 
on the benefits of these data, the value of the data compared to the 
administrative burden of data collection in small agencies, and the 
use of the OASIS information by both large and small agencies, 
and then (2) publishes final regulations regarding the collection 
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and use of OASIS. The provision does not prohibit home health 
agencies from collecting OASIS data on private pay patients for the 
agencies’ own use. 

MedPAC Study of Medicare Margins of Home Health Agencies 
(Section 705 of the Conference Agreement and Section 703 of 
the House Bill). 

Present Law 
No provision. 

House Bill 
The provision would require MedPAC to study payment mar-

gins of home health agencies paid under the Medicare home health 
prospective payment system. The study would examine whether 
systematic differences in payment margins were related to dif-
ferences in case mix, as measured by home health resource groups 
(HHRGs). MedPAC would be required to submit a report to Con-
gress on the study within 2 years of enactment. 

Senate Bill 
No provision. 

Conference Agreement 
The conference agreement requires MedPAC to study payment 

margins of home health agencies paid under the Medicare home 
health prospective payment system, using cost reports filed by 
agencies. The study is required to examine whether systematic dif-
ferences in payment margins are related to differences in case mix, 
as measured by home health resource groups (HHRGs), among 
agencies. MedPAC is required to submit a report to Congress on 
the study within 2 years of enactment. 

Coverage of Religious Nonmedical Health Care Institution 
Services Furnished In the Home. (Section 706 of the Conference 
Report). 

Present Law 
No provision 

House Bill 
No provision 

Conference Report 

A religious nonmedical health care institution can provide home 
health services to individuals that meet the criteria laid out in 
1821. 
Increase in Medicare Payment for Certain Home Health Serv-

ices (Section 451/Duplicative Provisions 459 and 463 of the Senate 
Bill). 

Present Law 
Home health PPS provides payment for a 60-day episode of 

care furnished to a Medicare beneficiary. Medicare’s payment is ad-
justed to reflect the type and intensity of care furnished and area 
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wages as measured by the hospital wage index. BIPA increased 
PPS payments by 10% for home health services furnished in the 
home of beneficiaries living in rural areas during the 2-year period 
beginning April 1, 2001, through March 31, 2003, without regard 
to certain budget-neutrality provisions applying to home health 
PPS. The temporary additional payment was not included in the 
base for determination of payment updates. 

Home health PPS is required to make payments for extraor-
dinarily costly cases. The total amount of the outlier payment may 
not exceed 5% of the total payment estimated to be made for the 
fiscal year. 

House Bill 
No provision. 

Senate Bill
A 10% additional payment for home health care services fur-

nished in a rural area during FY 2005 and FY 2006 would be pro-
vided without regard to certain budget-neutrality requirements. 
The total amount of outlier payments would be reduced to no more 
than 3% of total payments in FY 2004 and 4% for FYs 2005 and 
2006. The provision would be effective for services furnished on or 
after October 1, 2003. 

Conference Agreement 
No provision. 

Limitation on Reduction in Area Wage Adjustment Factors under 
the Prospective Payment System for Home Health Services 
(Section 452 of the Senate Bill). 

Present Law 
Home health agencies are paid under Medicare using the pro-

spective payment system. In calculating payment, the portion of 
the base payment amount that is attributable to wages and wage 
related costs is required to be adjusted for those costs. The Sec-
retary is required to calculate an area wage adjustment factor that 
is actually used to adjust the base payment amount. The factors 
change annually as new wage data are reported and areas change 
in relative costliness. 

House Bill 
No provision. 

Senate Bill 
The provision would limit any reduction in the home health 

area wage adjustment factor for fiscal years 2005 and 2006. Any 
reduction could be no more than 3% less than the area wage ad-
justment factor applicable to home health services for the area in 
the previous year. The provision would be effective upon enact-
ment. 

Conference Agreement 
No provision. 

VerDate jul 14 2003 06:29 Nov 24, 2003 Jkt 090299 PO 00000 Frm 00721 Fmt 6601 Sfmt 6601 E:\HR\OC\HR391.XXX HR391



720

Subtitle B—Graduate Medical Education 

Extension of Update Limitation on High Cost Programs (Section 
711 of the Conference Agreement and Section 711 of the House 
Bill). 

Present Law 
Medicare pays hospitals for its share of direct graduate med-

ical education (DGME) costs in approved programs using a count 
of the hospital’s number of full-time equivalent residents and a 
hospital-specific historic cost per resident, updated for inflation. 
BBRA changed Medicare’s methodology for calculating DGME pay-
ments to teaching hospitals to incorporate a national average 
amount based on FY1997 hospital specific per resident amounts. 
Starting in FY2001, hospitals received no less than 70% of a geo-
graphically adjusted national average amount. BIPA increased this 
floor to 85% of the locality adjusted, updated, and weighted na-
tional PRA starting for cost report periods beginning during 
FY2002. Hospitals with per resident amounts above 140% of the 
geographically adjusted national average amount had payments 
frozen at current levels for FY2001 and FY2002, and in FY2003–
FY2005 would receive an update equal to the Consumer Price 
Index (CPI) increase minus 2 percentage points. Currently, hos-
pitals with per resident amounts between 85% and 140% of the 
geographically adjusted national average would continue to receive 
payments based on their hospital-specific per resident amounts up-
dated for inflation. 

House Bill 
The hospitals with per resident amounts above 140% of the 

geographically adjusted national average amount would not get an 
update from FY2004 through FY2013. 

Senate Bill 
No provision. 

Conference Agreement 
Hospitals with per resident amounts about 140% of the geo-

graphically adjusted national average amount would not get an up-
date from FY2004 through FY2013. 

Exception to the Initial Residency Period for Geriatric Residency or 
Fellowship Programs (Section 712 of the Conference Agree-
ment and Section 410 of the Senate Bill). 

Present Law 
Medicare counts residents in their initial residency period (the 

lesser of the minimum number of years required for board eligi-
bility in the physician’s specialty or 5 years) as 1.0 FTE. Residents 
whose training has extended beyond their initial residency period 
count as 0.5 FTE. Residents in certain specialties are allowed addi-
tional years in their initial residency period. 

Geriatrics is a subspecialty of family practice, internal medi-
cine and psychiatry. A 1-year fellowship is required for certification 
in geriatrics, following an initial residency in one of those three 
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areas. The certifying boards agreed to reduce the minimum fellow-
ship requirement from 2 years to 1 year, beginning with the 1998 
exam. Those physicians interested in an academic career in geri-
atrics are encouraged to pursue 2-year and 3-year fellowships. 

House Bill 
No provision. 

Senate Bill 
The Secretary would be required to promulgate interim final 

regulations after notice and comment that establish a 2-year excep-
tion to the initial residency program for certain geriatric training 
programs. The regulations would be effective for cost reporting pe-
riods on or after October 1, 2003. The provision would be effective 
upon enactment. 

Conference Agreement 
The conference agreement clarifies that Congress intended to 

provide an exception to the initial residency period for geriatric fel-
lowship programs to accommodate programs that require 2 years 
of training to initially become board eligible in the geriatric spe-
cialty. The Secretary is required to promulgate interim final regu-
lations after notice and comment consistent with this intent after 
notice and subject to public comment. The regulations will be effec-
tive for cost reporting periods on or after October 1, 2003. The con-
ferees also clarify that under section 1886(h) (5)(F), the initial resi-
dency period for any residency for which the ACGME requires a 
preliminary or general clinical year of training is to be determined 
in the resident’s second year of training. 

The Conference Committee is pleased that the Secretary has 
published a proposed rule, on January 12, 2001, to provide Medi-
care payment for clinical psychology internship training programs. 
The Committee notes that Congress has consistently urged the Sec-
retary to initiate payment for the training of clinical psychologists 
since 1997 and still awaits a final rule. 

The Committee is concerned that delay in the rules will mean 
that hospitals and institutions will continue to reduce or eliminate 
psychology training programs as has been occurring in recent years 
to the detriment of Medicare beneficiaries. The Committee directs 
implementation of the rule within six months of the date of enact-
ment of the law to which this report is attached. The Committee 
notes that clinical psychologists provide valuable and unique serv-
ices to Medicare beneficiaries during their training. Regarding 
their training, clinical psychologists are distinguishable from other 
health care professionals in that they are the only doctoral level 
mental health professionals fully participating in Medicare whose 
clinical training is not currently reimbursed. In addition, their clin-
ical internship training is entirely controlled, administered, super-
vised, evaluated, and certified by the hospital or institution, sepa-
rately accredited, and distinct from any university training they re-
ceive. Clinical psychologists are hospital-based in the final stages 
of their training function in a parallel status to medical interns and 
residents, not medical nursing or health professional students. 
Where a clinical psychologist has clearly finished his or her edu-
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cational curriculum and is training solely in the hospital setting, 
it is the intention of Congress that the hospital be reimbursed if 
that training is hospital-based. 

Authority to Include Costs of Training of Psychologists in Pay-
ments to Hospitals Under Medicare (Section 408 of the Senate). 

Present Law 
Medicare pays hospitals for its share of direct costs associated 

with approved hospital-based training programs for nurses and cer-
tain other allied health professionals including inhalation thera-
pists, nurse anesthetists, occupational and physical therapists. 
Medicare will not pay for such costs associated with psychologists’ 
training. 

House Bill 
No provision. 

Senate Bill 
Medicare would reimburse its share of the reasonable costs of 

approved education activities of psychologists under the allied 
health professional training provisions. The provision would apply 
for cost reporting periods beginning on or after October 1, 2004. 

Conference Agreement 
No provision. 

Clarification of Congressional Intent Regarding the Counting of 
Residents in a Nonprovider Setting and a Technical Amend-
ment Regarding the 3-year Rolling Ratio and the IME Ratio 
(Section 411 of the Senate Bill). 

Present Law 
Medicare has different resident limits for counting residents its 

indirect medical education (IME) adjustment and for reimburse-
ment for a teaching hospital’s direct medical education (DGME) 
costs. Generally, a hospital’s IME adjustment depends on a hos-
pital’s teaching intensity as measured by the ratio of the number 
of interns and residents per bed (the IRB ratio). Prior to BBA 1997, 
the number of residents that could be counted for IME purposes in-
cluded only those in the hospital inpatient and outpatient depart-
ments. Effective October 1, 1997, under certain circumstances, a 
hospital may now count residents in non-hospital sites for the pur-
poses of IME. Medicare’s DGME payment to teaching hospital is 
based on its updated cost per resident (subject to a locality adjust-
ment and certain payment corridors), the weighted number of ap-
proved full-time-equivalent (FTE) residents, and Medicare’s share 
of inpatient days in the hospital. Medicare counts residents in their 
initial residency period (the lesser of the minimum number of years 
required for board eligibility in the physician’s specialty or 5 years) 
as 1.0 FTE. Residents whose training has extended beyond their 
initial residency period count as 0.5 FTE. Residents in certain spe-
cialties are allowed additional years in their initial residency pe-
riod. Residents who are graduates from foreign medical schools do 
not count unless they pass certain exams. 
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Generally, the resident counts for both IME and DGME pay-
ments are based on the number of residents in approved allopathic 
and osteopathic teaching programs that were reported by the hos-
pital for the cost reporting period ending in calendar year 1996. 
The DGME resident limit is based on the unweighted resident 
counts. It may differ from the IME limit because in 1996 residents 
training in non-hospital sites were eligible for DGME payments but 
not for IME payments. Hospitals that established new training pro-
grams before August 5, 1997 are partially exempt from the cap. 
Other exceptions apply to certain hospitals including those with 
new programs established after that date. Hospitals in rural areas 
(and non-rural hospitals operating training programs in rural 
areas) can be reimbursed for 130% of the number of residents al-
lowed by their cap. Under certain conditions, an affiliated group of 
hospitals under a specific arrangement may combine their resident 
limits into an aggregate limit. 

Subject to these resident limits, a teaching hospital’s IME and 
DGME payments are based on a 3-year rolling average of resident 
counts, that is, the resident count will be based on the average of 
the resident count in the current year and the 2 preceding years. 
The rolling average calculation includes podiatry and dental resi-
dents. If a hospital is above its limit, the count for the purposes 
of the rolling average is the FTE cap. In addition to the resident 
limit, BBA 1997 also places a limit on the IRB ratio itself. A hos-
pital’s IRB ratio used to calculate its IME adjustment for the cur-
rent payment year cannot exceed its IRB ratio from the imme-
diately preceding cost reporting period. 

CMS has published regulations that limit Medicare’s graduate 
medical payments when existing residents are transferred from a 
non-hospital entity to a teaching hospital, particularly when the 
non-hospital entity has historically paid for the training costs with-
out hospital funding. CMS seeks to limit reimbursement to those 
residents that rotate from a hospital setting to non-hospital sites 
in order to (1) encourage hospitals to broaden physician training in 
ways that will encompass different primary care settings; and (2) 
prevent cost shifting from existing support within the community 
to Medicare. 

House Bill 
No provision. 

Senate Bill 
The Secretary would be required to reimburse teaching hos-

pitals for residents in non-hospital locations, when hospitals incur 
all, or substantially all, the costs of the training in that site start-
ing from the effective date of a written agreement between the hos-
pital and the entity owning or operating the non-hospital site. The 
effective date of the written agreement would be determined ac-
cording to generally accepted accounting principles. The Secretary 
would not be able to take into account the fact that the hospital 
costs incurred are lower than actual Medicare reimbursement. 
Starting for FY2004, dental and podiatric residents would be re-
moved from the 3-year rolling average calculation for IME and 
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DGME reimbursements. The provision would be effective upon en-
actment. 

Conference Agreement 
For 12 months as of January 1, teaching hospitals can count 

residents in non-hospital locations regardless of the financial ar-
rangement between the hospital and the teaching physician at the 
nonhospital clinic site participating in a family practice program. 
Provisions regarding the payment of IME and DME for training in 
non-hospital sites that were included in the Balanced Budget Act 
of 1997 Congress were intended to encourage placement of resi-
dents in rural and other underserved areas and in ambulatory sites 
that are more in alignment with the types of practice they would 
have upon practice. The purpose was two-fold: to increase access to 
care by increasing the numbers of residents training in those set-
tings, and to increase the likelihood of physicians placing them-
selves in practice in rural and underserved areas. 

For programs established after January 1, 2002, the Secretary 
shall clarify in future regulation its definition of reasonableness of 
payment for supervisory physicians. 

The Secretary shall initiate a study on the training of residents 
in non-hospital settings, and the use of volunteer faculty in those 
settings. The study is due within six months of enactment. The 
study shall include the following: 

Examination of the effect of the change in the BBA that al-
lowed payment by Medicare for graduate medical education in non-
hospital settings, to include whether access and numbers of physi-
cians placing in rural and underserved areas has increased. 

Examination of programs on a national level regarding evi-
dence of possible misuse of federal money with respect to volun-
teering supervisory physicians. 

A determination whether supervisory physicians are freely vol-
unteering their time. 

A description of what incentives are available in each state 
that are offered to physicians who volunteer their time as super-
visory physicians (eg. CME credit hours, hospital privileges, etc.) 

Subtitle C—Chronic Care Improvement 

Voluntary Chronic Care Improvement Under Traditional Fee-For-
Service (Section 721 of the Conference Agreement, Section 721 
of the House Bill, and Section 442 of the Senate Bill). 

Present Law 
No provision. 
A hearing was held by the Ways and Means Committee, 

Health Subcommittee on February 25, 2003 on the importance of 
providing chronic care management in fee-for-service Medicare. 
Statistics from the Robert Wood Johnson Foundation state 84% of 
Medicare beneficiaries have one or more chronic conditions and ac-
count for 95% of Medicare spending. With Americans living longer 
due to advances in medical procedures and increased availability to 
medications, Medicare costs will continue to escalate. Thus, chronic 
care programs should be implemented in both traditional fee-for-
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service and private plans to target these individuals, improve 
health outcomes and save money. 

The Centers for Medicare & Medicaid Services (CMS) has run 
demonstration programs in the Medicare program targeting high 
cost seniors. Currently, CMS is managing more than a dozen dis-
ease management demonstration projects. The BBA allowed for the 
continuation of demonstration projects that were cost-effective, im-
proved quality of care and patient/beneficiary satisfaction. These 
demonstration sites enrolled more than 7,600 Medicare bene-
ficiaries. CMS has also started on disease management demonstra-
tions authorized by BIPA of 2000, to provide disease management 
services to Medicare beneficiaries with congestive heart failure, di-
abetes, or coronary heart disease. CMS estimates that enrollment 
will include around 30,000 Medicare beneficiaries. BIPA also re-
quired a physician group demonstration to encourage coordination 
and reward physicians for improving beneficiary health outcomes. 
CMS has demonstrated significant progress in integrating chronic 
care management programs into fee-for-service Medicare and 
HMOs. The following provision would increase the number of 
chronic care management programs (also known as disease man-
agement programs) in fee-for-service Medicare, with the intention 
of expanding these programs nationwide if health outcomes im-
prove and Medicare costs decrease. 

Additionally, a 1999 survey showed 56% of employers offer dis-
ease management services to their employees, along with 67% of 
HMOs and 64% of POS plans. Private plans continue to offer dis-
ease management programs to reduce costs, improve health out-
comes, and increase patient and provider satisfaction. Because 
many of these health plans offer chronic care management pro-
grams already, it is important to require Medicare Advantage to 
offer these programs, as well. 

House Bill 
The Secretary would be required to establish a process for pro-

viding chronic care improvement programs for Medicare bene-
ficiaries in fee-for-service Medicare (Parts A and B) who have cer-
tain chronic conditions such as congestive heart failure, diabetes, 
chronic obstructive pulmonary disease (COPD), stroke or other dis-
eases identified by the Secretary for inclusion in the program. The 
Secretary would establish administrative regions (called CCMA re-
gions) within the United States for the chronic care improvement 
programs. Within each region, the Secretary would select at least 
two contractors under a competitive bidding process on the basis of 
the ability of each bidder to achieve improved health outcomes of 
beneficiaries and improved financial outcomes of the Medicare pro-
gram. A contractor could be a disease improvement organization, 
health insurer, provider organization, a group of physicians, or any 
other legal entity that the Secretary determines appropriate. Con-
tractors would be required to meet certain clinical, quality improve-
ment, financial, and other requirements specified by the Secretary. 
Subcontractors could be used by the contractors. The Secretary 
would be able to phase-in implementation of the program beginning 
one year after enactment. 
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Each program would be required to have a method for identi-
fying targeted Medicare beneficiaries who would be offered partici-
pation in the program. The Secretary would be required to assist 
the program in identifying beneficiaries. Each beneficiary would be 
assigned to only one contractor that would be responsible for guid-
ing beneficiaries in managing their health, including all co-
morbidities. Initial contact with a Medicare beneficiary would be 
from the Secretary who would provide information about the pro-
gram, a description of advantages in participating, notification that 
the contractor could contact the beneficiary directly concerning par-
ticipation, the voluntary nature of program participation, and a 
means to decline participation or decline being contacted by the 
program. Each program would be required to develop an individ-
ualized, goal-oriented chronic care improvement plan with the ben-
eficiary. The chronic care improvement plan would be required to 
contain: a single point of contact to coordinate care; self-improve-
ment education for the individual and support education for health 
care providers, primary caregivers, and family members; coordina-
tion between prescription drug benefits, home health, and other 
health care services; collaboration with physicians and other pro-
viders to enhance communication of relevant clinical information; 
the use of monitoring technologies, where appropriate; and infor-
mation about hospice care, pain and palliative care, and end-of-life 
care, as appropriate. In developing the chronic care improvement 
plan, programs would be required to use decision support tools 
such as evidence-based practice guidelines to track and monitor 
each beneficiary across care settings and evaluate outcomes using 
a clinical information database. The program would be required to 
meet any additional requirements that the Secretary finds appro-
priate. Programs that have been accredited by qualified organiza-
tions would be deemed to have met such requirements as specified 
by the Secretary. 

Contractor payments for each chronic care improvement pro-
gram would be required to result in Medicare program outlays that 
would otherwise have been incurred in the absence of the program 
for the three-year contract period. The Secretary would be required 
to assure that there would be no net aggregate increase in Medi-
care payments, in entering into a contract for the program over the 
3-year period, including program outlays, administrative expenses 
(that would not have been paid under Medicare without this dem-
onstration), and contractor fees. Contracts for chronic care improve-
ment programs would be treated as a risk-sharing arrangement. In 
addition, payment to contractors would be subject to the contractor 
meeting clinical and financial performance standards established 
by the Secretary. 

Program contractors would be required to report to the Sec-
retary on the quality of care and efficacy of the program in terms 
of process measures (such as reductions in errors of treatment and 
rehospitalization rates), beneficiary and provider satisfaction, 
health outcomes, and financial outcomes. The Secretary would be 
required to submit to Congress annual reports on the program in-
cluding information on progress made toward national coverage, 
common delivery models, and information on improvements in 
health outcomes as well as financial efficiencies resulting from the 
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program. The Secretary would also be required to conduct a ran-
domized clinical trial to assess the potential for cost reductions 
under Medicare by comparing costs of beneficiaries enrolled in 
chronic care improvement programs and beneficiaries who are eligi-
ble to participate but are not enrolled. 

Appropriations of such sums as necessary to provide for con-
tracts with chronic care improvement programs would be author-
ized from the Medicare Trust Funds, but in no case would the 
funding be permitted to exceed $100 million over 3 years. 

The provision would be effective upon enactment and the Sec-
retary would be required to begin implementing the chronic care 
improvement programs no later than 1 year after enactment. 

Senate Bill 
No provision. 

Conference Agreement 
The conference agreement requires the Secretary to establish 

and implement chronic care improvement programs. If the pro-
grams are established, they are required to improve clinical quality 
and beneficiary satisfaction and achieve spending targets for Medi-
care for beneficiaries with certain chronic health conditions. 

The chronic care improvement (CCI) program is required to (1) 
have a process to screen each targeted beneficiary for conditions 
other than the specified chronic conditions, such as impaired cog-
nitive ability and co-morbidities, in order to develop an individual-
ized, goal-oriented care management plan; (2) provide each tar-
geted beneficiary participating in the program with the care man-
agement plan; and (3) carry out the plan and other chronic care im-
provement activities. The care management plan is required to be 
developed with the beneficiary and, to the extent appropriate, in-
clude: (1) a designated point of contact responsible for communica-
tions with the beneficiary and for facilitating communications with 
other health care providers; (2) self-care education for the bene-
ficiary (through approaches such as disease management or med-
ical nutrition therapy) and education for primary caregivers and 
family members; (3) education for physicians and other providers 
and collaboration to enhance communication of relevant clinical in-
formation; (4) the use of monitoring technologies that enable pa-
tient guidance through the exchange of pertinent clinical informa-
tion, such as vital signs, symptomatic information, and health self-
assessment; and (5) the provision of information about hospice care, 
pain and palliative care, and end-of-life care. To the extent that a 
care management plan includes medical nutrition therapy, such 
services should be delivered by a registered dietician or nutrition 
professional as defined in Section 1861 of the Social Security Act 
(42 U.S.C. 1395x.) 

The Secretary is required to develop a method for identifying 
targeted beneficiaries who may benefit from participation in a 
chronic care improvement program and to communicate with the 
targeted beneficiary regarding the opportunity to participate. Tar-
geted beneficiaries who are eligible to participate cannot be en-
rolled in a plan under Medicare Part C and must have one or more 
of the threshold conditions including: congestive heart failure, dia-
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betes, chronic obstructive pulmonary disease (COPD), or other dis-
eases or conditions specified by the Secretary. Beneficiary partici-
pation is voluntary. 

In carrying out the care management plan, the chronic care 
improvement organization is required to: (1) guide the participant 
in managing the participant’s health (including all co-morbidities, 
relevant health care services, and pharmaceutical needs) and in 
performing activities as specified under the elements of the care 
management plan of the participant; (2) use decision-support tools 
such as evidence-based practice guidelines or other criteria as de-
termined by the Secretary; and (3) develop a clinical information 
database to track and monitor each participant across settings and 
to evaluate outcomes. 

The establishment of the chronic care improvement program is 
conducted in 2 parts. In phase I, the developmental phase, the Sec-
retary is required to enter into contracts with chronic care improve-
ment organizations for the development, testing, and evaluation of 
chronic care improvement programs using randomized controlled 
trials. The first contract is required 12 months after enactment for 
a 3-year period. The Secretary is required to enter into contracts 
to ensure that chronic care improvement programs cover geo-
graphic areas in which at least 10 percent of Medicare beneficiaries 
reside. The Secretary is further required to ensure that each chron-
ic care improvement program includes at least 10,000 targeted 
beneficiaries along with a sufficient number of Medicare bene-
ficiaries to serve as a control group. The Secretary is required to 
contract for an independent evaluation of each chronic care im-
provement program. The evaluation is required to include quality 
improvement measures, such as adherence to evidence-based guide-
lines and rehospitalization rates; beneficiary and provider satisfac-
tion; health outcomes; and financial outcomes, including any cost 
savings to Medicare. 

If the Secretary finds that the chronic care improvement pro-
grams have improved the clinical quality of care, improved bene-
ficiary satisfaction, and achieved specified spending targets, then 
the Secretary is required to expand the program to additional geo-
graphic areas not covered during phase I. Phase II may include na-
tional expansion of the program and is required to begin no later 
than 6 months after the completion of phase I (nor earlier than 2 
years after phase I began). The Secretary is also required to evalu-
ate phase II programs using the same criteria used in the phase 
I evaluation. 

Chronic care improvement organizations are required to mon-
itor and report to the Secretary on health care quality, cost, and 
outcomes, in a time and manner specified by the Secretary. The or-
ganizations are also required to comply with any additional re-
quirements the Secretary may specify. The Secretary may deem 
chronic care improvement organizations which are accredited by 
qualified organizations to have met requirements that the Sec-
retary may specify. 

The Secretary is not permitted to contract with an organization 
to operate a chronic care improvement program unless the organi-
zation meets the requirements for a chronic care improvement pro-
gram and such clinical, quality improvement, financial, and other 
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requirements as the Secretary deems to be appropriate for the tar-
get beneficiaries to be served; and the organization demonstrates 
(to the satisfaction of the Secretary) that it is able to assume finan-
cial risk for performance under the contract. Each contract is re-
quired to specify performance standards for each of the specified 
evaluation factors including clinical quality and Medicare spending 
targets, against which the performance of the chronic care improve-
ment organization under the contract is measured. Contractual ad-
justments are required if the contractor fails to meet specified per-
formance standards. Further, the contract is required to provide for 
full recovery by the government of any amount by which the fees 
paid to the contractor exceed the estimated savings to Medicare 
that are attributable to the implementation of the contract. The 
Secretary is required to ensure that aggregate Medicare benefit ex-
penditures for targeted beneficiaries participating in the chronic 
care improvement program do not exceed estimated Medicare ex-
penditures for a comparable population in the absence of such a 
program. 

Appropriations of such sums as necessary to provide for con-
tracts with chronic care improvement programs would be author-
ized from the Medicare Trust Funds, but in no case would the 
funding be permitted to exceed $100 million over 3 years, begin-
ning October 1, 2003. 

The Secretary is required to submit an interim report to Con-
gress on the scope of implementation of the program, the design of 
the programs, and the preliminary cost and quality findings based 
on the evaluation criteria no later than 2 years after implementa-
tion. No later than 31⁄2 years after implementation, the Secretary 
is required to submit an update to the interim report to Congress. 
The Secretary is further required to submit to Congress 2 addi-
tional biennial reports on the chronic care improvement programs. 
The first is due no later than 2 years after the update report. 

Medicare Advantage Quality Improvement Programs (Section 722 
of the House Bill and Sections 202 and 442 of the Senate Bill). 

Present Law 
Under the Medicare+Choice program, organizations are re-

quired to have quality assurance programs that include measuring 
outcomes, monitoring and evaluating high volume and high risk 
services and the care of acute and chronic conditions, and evalu-
ating the effectiveness of the efforts. 

House Bill 
Each Medicare Advantage plan offered would be required to 

have a chronic care improvement program for enrollees with mul-
tiple or sufficiently severe chronic conditions such as congestive 
heart failure, diabetes, chronic obstructive pulmonary disease 
(COPD), stroke, prostate and colon cancer, hypertension, or other 
disease identified by the Secretary. The program would be required 
to have a method for monitoring and identifying enrollees with 
multiple or sufficiently severe chronic conditions and to develop 
with an enrollee’s consent an individualized, goal-oriented chronic 
care improvement plan. 
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The chronic care improvement plan would be required to in-
clude: a single point of contact to coordinate care; self-improvement 
education for the individual and support education for health care 
providers, primary caregivers, and family members; coordination 
between prescription drug benefits, home health, and other health 
care services; collaboration with physicians and other providers to 
enhance communication of relevant clinical information; the use of 
monitoring technologies, where appropriate; and information about 
hospice care, pain and palliative care, and end-of-life care, as ap-
propriate. In developing the chronic care improvement plan, pro-
grams would be required to use decision support tools such as evi-
dence-based practice guidelines to track and monitor each bene-
ficiary across care settings and evaluate outcomes using a clinical 
information database. The program would be required to meet any 
additional requirements that the Secretary finds appropriate. Pro-
grams that have been accredited by qualified organizations would 
be deemed to have met such requirements as specified by the Sec-
retary. 

Each Medicare Advantage organization would be required to 
report to the Secretary on the quality of care and efficacy of the 
chronic care improvement program in terms of process measures 
(such as reductions in errors of treatment and rehospitalization 
rates), beneficiary and provider satisfaction, health outcomes, and 
financial outcomes. The provision would apply for contract years 
beginning on or after one year after enactment. 

Senate Bill 
The quality assurance program for Medicare Advantage plans 

would be required to provide access to disease management and 
chronic care services and to provide access to preventive benefits 
and information for enrollees on the benefits in addition to current 
quality assurance requirements. 

The Secretary would be required to establish a demonstration 
program that uses qualified care management organizations to pro-
vide health risk assessment and care management services to 
Medicare beneficiaries that are at high-risk (as defined by the Sec-
retary but including beneficiaries with multiple sclerosis or other 
disabling chronic conditions, nursing home residents or bene-
ficiaries at risk for nursing home placement, or beneficiaries that 
are also eligible for Medicaid). The Secretary would select 6 sites, 
giving preference to sites located in rural areas. The demonstration 
program would last 5 years but would not be implemented before 
October 1, 2004. 

Any high-risk beneficiary residing in a designated area who is 
not a member of a Medicare+Choice plan may participate if the 
beneficiary identifies a care management organization that agrees 
to furnish care management services to the beneficiary under the 
demonstration program. The Secretary would be required to con-
tract with care management organizations to provide care manage-
ment services to beneficiaries eligible to participate in the dem-
onstration. The Secretary may contract with more than one care 
management organization in a geographic area. 

The Secretary would pay the care management organization a 
fee that is based on bids submitted by care management organiza-
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tions. The fee would be required to place the care management or-
ganization partially at risk. Payment of the full fee would depend 
upon the care management organization meeting benchmarks for 
quality and cost. The Secretary may cancel a contract with a care 
management organization if the organization does not meet nego-
tiated savings or quality outcome targets for the year. Aggregate 
payments by Medicare could not exceed the amount that would oth-
erwise have been paid if the demonstration program had not been 
implemented. The Secretary would be required to report to Con-
gress six months after the completion of the demonstration on the 
program. The provision would be effective upon enactment. 

Conference Agreement 
The conference agreement requires each Medicare Advantage 

organization to have an on-going quality improvement program for 
improving the quality of care provided to enrollees (except for pri-
vate fee-for-service plans or MSA plans) effective for contract years 
beginning January 1, 2006. As part of the quality improvement 
program, each MA organization is required to have a chronic care 
improvement program. Each chronic care improvement program is 
required to have a method for monitoring and identifying enrollees 
with multiple or sufficiently severe chronic conditions that meet 
criteria established by the organization for participation under the 
program. 

Each MA organization is required to provide for the collection, 
analysis and reporting of data that permit measurement of health 
outcomes and other indicators of quality. The Secretary will estab-
lish through regulation appropriate reporting requirements for re-
gional PPOs. The Secretary is permitted to change the types of 
data that are required of plans only after submitting to Congress 
a report on the reasons for the changes that was prepared in con-
sultation with MA plans and private accrediting bodies. The Sec-
retary is not permitted to collect data on quality, outcomes, and 
beneficiary satisfaction for the purposes of consumer choice and 
program administration if the data were not already being collected 
as of November 1, 2003. However, these provisions regarding data 
are not to be construed as restricting the ability of the Secretary 
to carry out the comparative information dissemination provisions 
regarding plan quality and performance that are contained in sec-
tion 1851(d)(4)(D). 

The conference agreement also provides that MA organizations 
are deemed to meet the quality improvement program require-
ments as the Secretary determines to be appropriate if the MA or-
ganization is accredited (and periodically reaccredited) by a private 
accrediting organization under a process that the Secretary has de-
termined ensures that the accrediting organization applies and en-
forces standards that meet or exceed the standards established by 
the Secretary. 

Chronically Ill Medicare Beneficiary Research, Data, Demonstra-
tion Strategy (Section 723 of the Conference Agreement). 

Present Law 
No provision. 
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House Bill 
No provision. 

Senate Bill 
No provision. 

Conference Agreement 
The conference agreement requires the Secretary to develop a 

plan to improve quality of care and to reduce the cost of care for 
chronically ill Medicare beneficiaries within 6 months after enact-
ment. The plan is required to use existing data and identify data 
gaps, develop research initiatives, and propose intervention dem-
onstration programs to provide better health care for chronically ill 
Medicare beneficiaries. The plan is required to: (1) integrate exist-
ing datasets including the Medicare Current Beneficiary Survey, 
the Minimum Data Set, the Outcome and Assessment Information 
Set, data from the Quality Improvement Organizations, and claims 
data; (2) identify any new data needs and a methodology to address 
new data needs; (3) plan for the collection of such data in a data 
warehouse; and (4) develop a research agenda using the data. In 
developing the plan, the Secretary is required to consult with ex-
perts in the fields of care for the chronically ill (including clini-
cians) and is required to enter into contracts with appropriate enti-
ties for the development of the plan. The Secretary is required to 
implement the plan no later than 2 years after enactment. Appro-
priations are authorized from amounts in the Treasury not other-
wise appropriated, such sums as may be necessary in fiscal years 
2004 and 2005 to carry out this provision. 

Subtitle D—Other Provisions 

Improvements in the National and Local Coverage Determination 
Process to Respond to Changes in Technology (Section 731 of 
the Conference Agreement, Section 733 of the House Bill, and 
Sections 458 and 554 of the Senate Bill). 

Present Law 
Coverage Determinations. Under administrative authorities, 

CMS announced in March 2003 the establishment of a technology 
council charged with improving Medicare coverage, coding and pay-
ment for emerging technologies. Council membership includes sen-
ior CMS staff. 

Clinical Trials. No explicit statutory authorization regarding 
category A clinical trials. Under existing authorities, Medicare cov-
ers the routine costs of qualifying clinical trials which includes 
items or services typically provided absent a clinical trial and items 
or services needed for the diagnosis or treatment of complications. 
Medicare does not pay for certain aspects of the clinical trial in-
cluding: the investigational item or service, items and services not 
used in the direct clinical management of the patient, and items 
and services customarily provided by the research sponsor free of 
charge for any enrollee in the trial. 
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Coding. The Secretary issues temporary national Health care 
Common Procedure Coding System (HCPCS) codes under Medicare 
Part B that are used until permanent codes are established. 

House Bill 
Coverage. The Secretary would be required to make available 

to the public the factors considered in making national coverage de-
terminations of whether an item or service is reasonable and nec-
essary. The Secretary would be required to develop guidance docu-
ments similar to those required by the Federal Food, Drug and 
Cosmetic Act (21 U.S.C. 371(h)). The provision would establish a 
time frame for decisions regarding national coverage determina-
tions of 6 months after a request when a technology assessment is 
not required and 9 months when a technology assessment is re-
quired and in which a clinical trial is not requested. 

Following the 6- or 9-month period, the Secretary would be re-
quired to make a draft of the proposed decision available in the 
HHS website or by other means; to provide a 30-day public com-
ment period; to make a final decision on the request within 60 days 
following the conclusion of the public comment period; make the 
clinical evidence and data used in making the decision available to 
the public when the decision differs from the recommendations of 
the Medicare Coverage Advisory Committee; and in the case of a 
decision to grant the coverage determination, assign a temporary 
or permanent code and implement the coding change. In instances 
where a request for a national coverage determination is not re-
viewed by the Medicare Coverage Advisory Committee, the Sec-
retary would be required to consult with appropriate outside clin-
ical experts. 

The Secretary would also be required to develop a plan to 
evaluate new local coverage determinations to decide which local 
decisions should be adopted nationally and to decide to what extent 
greater consistency can be achieved among local coverage decisions, 
to require the Medicare contractors within an area to consult on 
new local coverage policies, and to disseminate information on local 
coverage determination among Medicare contractors to reduce du-
plication of effort. The provision would be effective for determina-
tions as of January 1, 2004. 

Clinical Trials. Medicare would cover the routine costs of care 
for beneficiaries participating in clinical trials that are conducted 
in accordance with an investigational device exemption approved 
under section 530(g) of the Federal Food, Drug, and Cosmetic Act. 
The provision would be effective for clinical trials begun before, on, 
or after the date of enactment and to items and services furnished 
on or after enactment. 

Coding. The Secretary would be required to implement revised 
procedures for the issuance of temporary national HCPCS codes by 
January 1, 2004. The provision would further require the Secretary 
to use data reflecting prices and costs of products in the United 
States in setting payment rates. The provision would be effective 
upon enactment. 
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Senate Bill 
Coverage. The provision would establish a time frame for deci-

sions regarding national coverage determinations of 6 months after 
a request when a technology assessment is not required and 9 
months when a technology assessment is required and in which a 
clinical trial is not requested. Following the 6- or 9-month period, 
the Secretary would be required to make a draft of the proposed 
decision available in the HHS website or by other means; to pro-
vide a 30-day public comment period; to make a final decision on 
the request within 60 days following the conclusion of the public 
comment period; make the clinical evidence and data used in mak-
ing the decision available to the public when the decision differs 
from the recommendations of the Medicare Coverage Advisory 
Committee; and in the case of a decision to grant the coverage de-
termination, assign a temporary or permanent code and implement 
the coverage decision at the end of the 60-day period. The provision 
would apply to national coverage determinations as of January 1, 
2004. 

The Secretary would be required to establish a Council for 
Technology and Innovation composed of senior CMS staff and clini-
cians to coordinate coverage, coding, and payment processes under 
Title XVIII and the exchange of information on new technologies 
between CMS and other entities that make similar decisions. The 
provision would be effective upon enactment.

Clinical Trials. The routine costs of care for Medicare bene-
ficiaries participating in clinical trials that are conducted in accord-
ance with an investigational device exemption approved under Sen-
ate Section 530(g) of the Federal Food, Drug, and Cosmetic Act 
would be covered. This provision would not require the Secretary 
to modify the existing regulations and cover the cost of a medical 
device that is the subject of an investigational device exemption by 
the Food and Drug Administration. The Secretary would be re-
quired to ensure that total Medicare expenditures associated with 
this provision do not exceed: $32 million in 2005; $34 million in 
2006; $36 million in 2007; $38 million in 2008; $40 million in 2009; 
$42 million in 2010; $44 million in 2011; $48 million in 2012; and 
$50 million in 2013. The Secretary would be required to take ap-
propriate steps to stay within these funding limitations, including 
limiting the number of clinical trials covered and paying for only 
a portion of the associated routine costs. The provision would be ef-
fective for clinical trials begun before, on, or after the date of enact-
ment and to items and services furnished on or after January 1, 
2005. 

Coding. No provision. 

Conference Agreement 
Coverage. The conference agreement requires the Secretary to 

make available to the public the factors considered in making na-
tional coverage determinations of whether an item or service is rea-
sonable and necessary. The Secretary is required to develop guid-
ance documents similar to those required by the Federal Food, 
Drug and Cosmetic Act (21 U.S.C. 371(h)). The provision estab-
lishes a timeframe for decisions regarding national coverage deter-
minations of 6 months after a request when a technology assess-
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ment is not required and 9 months when a technology assessment 
is required and in which a clinical trial is not requested. 

Following the 6- or 9-month period, the Secretary is required 
to make a draft of the proposed decision available in the HHS 
website or by other means; to provide a 30-day public comment pe-
riod; to make a final decision on the request with 60 days following 
the conclusion of the public comment period; make the clinical evi-
dence and data used in making the decision available to the public 
when the decision differs from the recommendations of the Medi-
care Coverage Advisory Committee; and in the case of a decision 
to grant the coverage determination, assign a temporary or perma-
nent code and implement the coding change. In instances where a 
request for a national coverage determination is not reviewed by 
the Medicare Coverage Advisory Committee, the Secretary is re-
quired to consult with appropriate outside clinical experts. 

The Secretary is also required to develop a plan to evaluate 
new local coverage determinations to decide which local decisions 
should be adopted nationally and to decide to what extent greater 
consistency can be achieved among local coverage decisions, to re-
quire the Medicare contractors within an area to consult on new 
local coverage policies, and to disseminate information on local cov-
erage determination among Medicare contractors to reduce duplica-
tion of effort. The provision is effective for national determinations 
as of January 1, 2004 and for local coverage determinations made 
on or after July 1, 2004. 

Clinical Trials. The conference agreement prohibits the Sec-
retary from excluding from Medicare coverage the routine costs of 
care incurred by a Medicare beneficiary participating in a category 
A clinical trial, beginning with routine costs incurred on and after 
January 1, 2005. The conference agreement makes clear that this 
provision does not apply to, or affect, Medicare coverage or pay-
ment for a non-experimental/investigational (category B) device. 

Coding. The conference agreement requires the Secretary to 
implement revised procedures for issuing temporary national 
HCPCS codes under Medicare Part B no later than July 1, 2004. 

Extension of Treatment for Certain Physician Pathology Services 
Under Medicare (Section 732 of the Conference Agreement, 
Section 734 of the House Bill, and Section 435 of the Senate 
Bill). 

Present Law 
In general, independent laboratories cannot directly bill for the 

technical component of pathology services provided to Medicare 
beneficiaries who are inpatients or outpatients of acute care hos-
pitals. BIPA permitted independent laboratories with existing ar-
rangements with acute care hospitals to bill Medicare separately 
for the technical component of pathology services provided to the 
hospitals’ inpatients and outpatients. The arrangement between 
the hospital and the independent laboratory had to be in effect as 
of July 22, 1999. The direct payments for these services apply to 
services furnished during a 2-year period starting on January 1, 
2001 and ending December 31, 2002. 
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House Bill 
Medicare would make direct payments for the technical compo-

nent of pathology services furnished to beneficiaries who are inpa-
tients or outpatients of acute care hospitals on or after January 1, 
2004 until December 31, 2008. A change in hospital ownership 
would not affect these direct billing arrangements. The provision 
would be effective as if it had been included in BIPA. 

Senate Bill 
Direct payments for the technical component for these pathol-

ogy services would be made for services furnished during 2005. The 
provision would be effective upon enactment. 

Conference Agreement 
Direct payments for the technical component for these pathol-

ogy services will be made for services furnished during 2005 and 
2006. 

Payment for Pancreatic Islet Cell Investigational Transplants for 
Medicare Beneficiaries in Clinical Trials (Section 733 of the 
Conference Agreement, Section 735 of the House Bill, and Sec-
tion 462 of the Senate Bill). 

Present Law 
No explicit statutory authorization. Under existing authorities, 

Medicare covers the routine costs of qualifying clinical trials which 
includes items or services typically provided absent a clinical trial 
and items or services needed for the diagnosis or treatment of com-
plications. Medicare does not pay for certain aspects of the clinical 
trial including: the investigational item or service, items and serv-
ices not used in the direct clinical management of the patient, and 
items and services customarily provided by the research sponsor 
free of charge for any enrollee in the trial. 

House Bill 
Medicare would be required to pay for the routine costs for 

items and services that beneficiaries receive as part of a clinical in-
vestigation of pancreatic islet cell transplants conducted by the Na-
tional Institute of Health. The provision would be effective upon 
enactment. 

Senate Bill 
The Secretary would be required to establish a 5-year dem-

onstration project to pay for pancreatic islet cell transplantation 
and related items and services for Medicare beneficiaries who have 
type 1 diabetes and end-stage renal disease. The Secretary would 
be required to establish an appropriate methodology to pay for the 
items and services furnished under the demonstration. A report to 
Congress would be required on the project 4 months after the dem-
onstration ends. The provision would be effective upon enactment. 

Conference Agreement 
The conference agreement requires the Secretary, acting 

through the National Institute of Diabetes and Digestive and Kid-
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ney Disorders, to conduct a clinical investigation of pancreatic islet 
cell transplantation which includes Medicare beneficiaries. Begin-
ning no earlier than October 1, 2004, the Secretary is required to 
pay for the routine costs as well as transplantation and appropriate 
related items and services for Medicare beneficiaries who are par-
ticipating in such a trial. 

In implementing the clinical investigation of pancreatic islet 
cell transplantations, CMS, in working with NIH, should ensure 
that a sufficient number of Medicare beneficiaries participate so 
that the results are applicable to the broader Medicare population 
with Type 1 diabetes and Medicare is able to make an informed de-
cision regarding coverage of pancreatic islet transplantation. 

Restoration of Trust Funds (Section 734 of the Conference Agree-
ment and Section 623 of the Senate Bill). 

Present Law 
The Federal Hospital Insurance (HI) Trust Fund was estab-

lished on July 30, 1965 as a separate account in the U.S. Treasury. 
All of the HI financial operations are handled through this fund. 
The trust fund’s primary source of income consists of amounts ap-
propriated to it, under permanent authority, on the basis of taxes 
paid by workers, their employers, and individuals with self-employ-
ment income. Up to 85% of an individual or a couples Old Age and 
Survivors, Disability Insurance (OASDI) benefits may be subject to 
federal income taxation if their income exceeds certain thresholds. 
The income tax revenue attributable to the first 50% of the OASDI 
benefits is allocated to the OAS and DI trust funds. The revenue 
associated with the amount between 50% and 85% is allocated to 
the HI trust funds. An incorrect amount of income from the tax-
ation of OASDI benefits was transferred into the HI Trust Fund in 
April 2001, because of clerical error. An additional amount was 
transferred into the HI Trust Fund in December, 2001 to correct 
for the principal component of the error. Correction of the interest 
component associated with the clerical error requires legislation. 

House Bill 
No provision. 

Senate Bill 
After consultation with the Secretary of HHS, the Secretary of 

the Treasury would be required to transfer into the HI Trust fund 
an amount that would have been held by that fund if the clerical 
error had not occurred within 120 days of enactment. 

Conference Agreement 
The conference agreement requires the Secretary of the Treas-

ury to transfer into the HI Trust Fund an amount that would have 
been held by that fund if the clerical error had not occurred. Such 
money is appropriated to the HI Trust Fund. The appropriation is 
made and transfer is required within 120 days of enactment of this 
Act. In the case of a clerical error that occurs after April 15, 2001, 
the Secretary of the Treasury is required to notify the appropriate 
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committees of Congress about the error and the actions to be 
taken, before such action is taken. 

Modifications to Medicare Payment Advisory Commission 
(MedPAC) (Section 735 of the Conference Agreement and Sec-
tion 731 of the House Bill). 

Present Law 
The Medicare Payment Advisory Commission is a 17-member 

body that reports and makes recommendations to Congress regard-
ing Medicare payment policies. The Comptroller General is re-
quired to establish a public disclosure system for Commissioners to 
disclose financial and other potential conflicts of interest. 

House Bill 
MedPAC would be required to examine the budgetary con-

sequences of a recommendation before making the recommendation 
and to review the factors affecting the efficient provision of expend-
itures for services in different health care sectors under Medicare 
fee-for-service. MedPAC would be required to submit 2 additional 
reports no later than June 1, 2004. The first report would study the 
need for current data, and the sources of current data available, to 
determine the solvency and financial circumstances of hospitals 
and other Medicare providers. MedPAC would be required to exam-
ine data on uncompensated care, as well as the share of uncompen-
sated care accounted for by the expenses for treating illegal aliens. 
The second report would address investments and capital financing 
of hospitals participating under Medicare and access to capital fi-
nancing for private and not-for-profit hospitals. The provision 
would also require that members of the Commission be treated as 
employees of Congress for purposes of financial disclosure require-
ments. 

Senate Bill
No provision. 

Conference Agreement 
The conference agreement requires that MedPAC is to examine 

the budgetary consequences of a recommendation before making 
the recommendation and to review the factors affecting the efficient 
provision of expenditures for services in different health care sec-
tors under Medicare fee-for-service. MedPAC is required to submit 
2 additional reports no later than June 1, 2004. The first report is 
to study the need for current data and the sources of current data 
available, to determine the solvency and financial circumstances of 
hospitals and other Medicare providers. The second report is to ad-
dress investments and capital financing of hospitals participating 
under Medicare and access to capital financing for private and not-
for-profit hospitals. 

The conference agreement requires that the Comptroller Gen-
eral appoint experts in the area of pharmaco-economics or prescrip-
tion drug benefit programs to MedPAC. In addition, members of 
the Commission are required to be treated as employees of Con-
gress for purposes of financial disclosure requirements and the 
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Comptroller General is required to ensure compliance with this re-
quirement. 

Technical Amendments (Section 736 of the Conference Agree-
ment). 

Present Law 
The Medicare, Medicaid, and SCHIP Benefit Improvement and 

Protection Act of 2000 (BIPA) contains certain grammatical omis-
sions. 

House Bill 
No provision. 

Senate Bill 
No provision. 

Conference Agreement 
The conference agreement corrects the grammatical omissions. 

Institute of Medicine Report (Section 723 of the House Bill). 

Present Law 
No provision. 

House Bill 
No provision. 

Senate Bill 
No provision. 

Conference Agreement 
No provision. 
MedPAC Report (Section 724 of the House Report). 

Present Law 
No provision. 

House Bill 
MedPAC would be required to evaluate the chronic care im-

provement program. The evaluation would be required to include 
a description of the status of the implementation of the programs, 
the quality of health care services provided to individuals partici-
pating in the program, and the cost savings attributed to the im-
plementation of the program. The report of the evaluation would be 
required to be submitted to Congress not later than two years after 
the implementation of the programs. The provision would be effec-
tive upon enactment. 

Senate Bill 
No provision. 

Conference Agreement 
No provision. 
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MedPAC Study on Medicare Payments and Efficiencies in the 
Health Care System (Section 455 of the Senate Bill). 

Present Law 
No provision. 

House Bill 
No provision. 

Senate Bill 
MedPAC would be required to make recommendations to Con-

gress regarding ways to recognize and reward efficiencies and 
lower utilization of services created by the practice of medicine in 
historically efficient and low-cost areas. The recommendations 
would be required to be made within established Medicare pay-
ment methodologies for hospitals and physicians. The measures of 
efficiency would include: shorter than average hospital stays; fewer 
than average physician visits; fewer than average laboratory tests; 
greater than average utilization of hospice services; and the effi-
cacy of disease management and preventive health services. The 
recommendations would be due 18 months after enactment. 

Conference Agreement 
No provision.

TITLE VIII—COST CONTAINMENT 

Subtitle A: Cost Containment 

Inclusion in Annual Report of Medicare Trustees of Informa-
tion on Status of Medicare Trust Funds (Section 801 of the Con-
ference Agreement, Section 131 of House Bill; Sections 131 and 132 
of Senate Bill ). 

Current Law 
The Medicare Board of Trustees was established under the So-

cial Security Act to oversee the financial operations of the Medicare 
Hospital Insurance (HI) trust fund and the Medicare Supple-
mentary Medical Insurance (SMI) trust fund. The Trustees are re-
quired to submit annual reports to the Congress. 

The HI trust fund revenues come primarily from payroll taxes. 
Employers and employees each pay 1.45% of their earnings, while 
self-employed workers pay 2.9% of their net income. Other HI rev-
enue sources include interest on the investments of the trust fund, 
federal income taxes on Social Security benefits, premiums from 
voluntary enrollees into Part A, railroad retirement account trans-
fers and reimbursement for certain uninsured persons. Medicare 
Part A pays for beneficiaries medical expenses incurred in hos-
pitals, skilled nursing facilities, hospices, and a portion of home 
health care services. 

The SMI trust fund revenues are composed of beneficiary pre-
miums to purchase Part B and general revenues. The Part B pre-
mium is set at an amount so that aggregate premiums are esti-
mated to equal 25% of program costs and the monthly premium for 
2003 is $58.70. General revenues comprise the remaining 75% of 
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Part B program costs. Medicare Part B pays for the following: phy-
sician and other health care practitioner services; other medical 
and health services, including laboratory and diagnostic tests; out-
patient hospital services and clinic services; and therapy and am-
bulance services; durable medical equipment, and home health 
services not covered under Part A. 

House Bill 
The provision would require the trustees to submit a combined 

report on the status of the two trust funds and the Prescription 
Drug Trust Fund. The report would include a statement of the 
total amounts obligated during the preceding fiscal year from the 
General Revenues of the Treasury for payment of benefits and the 
percentage such amount bore to all other general revenue obliga-
tions of the Treasury in that year. This information would be pro-
vided for each year beginning with the inception of Medicare. Ten-
year and 75-year projections would also be required. The report 
would also provide a comparison to the rate of growth in the gross 
domestic product. Each report would be published by the Commit-
tees on Ways and Means and Energy and Commerce and be made 
available on the Internet. 

Senate Bill 
Section 131 would require the trustees to submit a combined 

report on the status of the two trust funds including the Prescrip-
tion Drug Account. The report would include a statement of the 
total amounts obligated during the preceding fiscal year from the 
General Revenues of the Treasury and the percentage such amount 
bore to all other obligations of the Treasury in that year. This cal-
culation would be made separately for Medicare benefits and for 
administrative and other expenses. This information would be pro-
vided for each year beginning with the inception of Medicare. Ten-
year and 50-year projections would also be required. The report 
would also provide a comparison of the rates of growth for both 
benefits and administrative costs to the rates of growth in the 
gross domestic product, health insurance costs in the private sec-
tor, employment-based health insurance costs in the public and pri-
vate sectors, and other areas as determined appropriate by the 
Board of Trustees. 

The section would express the sense of the Congress that the 
committees of jurisdiction would hold hearings on these reports. 

Section 132 would require the 2004 reports to include an anal-
ysis of the total amount of unfunded obligation of Medicare. The 
analysis would compare long-term obligations, including the com-
bined obligations of the HI and SMI trust funds, to the dedicated 
funding sources for the program (not including transfers of general 
revenue). 

Conference Agreement 
Beginning with their report in 2005, the Trustees’ annual re-

port is required to include information on: (1) projections of growth 
of general revenue Medicare spending as a percentage of the total 
Medicare outlays for the fiscal year and each of the succeeding 6 
fiscal years, 10, 50, and 75 years after the fiscal year, and previous 
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fiscal years; (2) comparisons with the growth trends for the gross 
domestic product, private health costs, national health expendi-
tures, and other appropriate measures; (3) expenditures and trends 
in expenditures under Part D; and (4) a financial analysis of the 
combined Medicare trust funds if general revenue funding for 
Medicare is limited to 45 percent of total Medicare outlays. The 
trust fund reports are also required to include a determination as 
to whether there is projected to be ‘‘excess general revenue Medi-
care funding’’ (as defined in the paragraph below) for any of the 
succeeding 6 fiscal years in its annual reports of Medicare’s trust 
funds. 

‘‘Excess general revenue Medicare funding’’ is defined as gen-
eral revenue Medicare funding expressed as a percentage of total 
Medicare outlays in excess of 45 percent. This measure is cal-
culated by dividing total Medicare outlays minus dedicated Medi-
care financing sources by total Medicare outlays. 

An affirmative determination of excess general revenue fund-
ing of Medicare for 2 consecutive annual reports will be treated as 
funding warning for Medicare in the second year for the purposes 
of requiring Presidential submission of legislation to Congress. 
Whenever any Trustees report includes a determination that with-
in the 7-fiscal-year period there will be excess general revenue 
Medicare funding, Congress and the President are advised to ad-
dress the matter under existing rules and procedures. 

Dedicated Medicare financing sources include amounts appro-
priated to the HI trust fund for payroll taxes, transfers from the 
Railroad Retirement accounts, reimbursements for uninsured per-
sons, and reimbursement for transitional insured coverage; tax-
ation of certain OASDI benefits and tier II railroad retirement 
taxes, state transfers for Medicare coverage of eligible individuals 
who receive public assistance; premiums for Parts A, B, and D paid 
by non-Federal sources including amounts from voluntary enrollees 
(Part A), adjustments (Part B) and the MA monthly prescription 
drug beneficiary premiums paid under Part C that are attributable 
to basic prescription drug coverage (Part D); and gifts received by 
the Medicare trust funds. The premium amounts are determined 
without regard to any reduction in the Part B premiums attrib-
utable to the beneficiary rebate under the MA program and Part 
D premium amounts are deemed to include any penalties for late 
enrollment. 

Medicare outlays means total outlays from the Medicare trust 
funds and include payments made to plans under part C that are 
attributable to any rebates under the Medicare Advantage program 
and Medicare administrative expenditures. These outlays are re-
quired to be offset by the amount of fraud and abuse collection 
when applied to or deposited into a Medicare trust fund. 

The Medicare trust funds are defined as the Federal Hospital 
Insurance Trust Fund and the Federal Supplementary Medical In-
surance Trust Fund which includes the Medicare Prescription Drug 
Account. 

Presidential Submission of Legislation (Section 802 of the Con-
ference Agreement). 
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House Bill 
No provision. 

Senate Bill 
No provision. 

Conference Agreement 
In the event that a Medicare funding warning is made, the 

President is required to submit to Congress proposed legislation to 
respond to the warning. This must be completed within the 15-day 
period beginning on the date of the budget submission to Congress 
for the succeeding year it is made. If during the year in which the 
warning is made, legislation is enacted which eliminates excess 
general revenue Medicare funding for the 7-fiscal year period, then 
the President is not required to make a legislative proposal. The 
conference agreement expresses a sense of Congress that legisla-
tion submitted in this regard should be designed to eliminate ex-
cess general revenue Medicare funding for the 7-fiscal year period 
that begins in such year, as certified by the Board of Trustees not 
later than 30 days after the date of enactment. 

Procedures in the House of Representatives (Section 803 of the 
Conference Agreement). 

House Bill 
No provision. 

Senate Bill 
No provision. 

Conference Agreement 
The conference agreement sets out the procedures for House 

consideration of the President’s legislative proposal. Within 3 days 
of receiving the President’s legislative proposal, the Majority Lead-
er and Minority Leader of the House, or their designees, are re-
quired to introduce the proposal. Any legislation introduced is re-
quired to be referred to the appropriate committees which are re-
quired to report Medicare funding legislation no later than June 
30. The chairman of the Committee on the Budget is required to 
certify whether or not Medicare funding legislation eliminates ex-
cess general revenue Medicare funding for any year within the 7-
fiscal year period and whether the legislation would eliminate ex-
cess general revenue Medicare funding within the 7-fiscal year pe-
riod. 

If the House fails to vote on final passage of the legislation by 
July 30, fallback procedures are provided for under the conference 
agreement. After 30 calendar days (and concurrently 5 legislative 
days) after the introduction of the legislation, a move to discharge 
any committee to which the legislation has been referred is in 
order, under specified circumstances, and debate on the motion to 
discharge is limited to one hour. 

The conference agreement provides for floor consideration in 
the House of the discharged legislation by the Committee of the 
Whole no later than 3 legislative days after discharge. 
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House Bill 
No provision. 

Senate Bill 
No provision. 

Conference Agreement 
Section 804 provides for some limited special procedures in the 

Senate for consideration of legislation arising from the Medicare 
Trustees determination that there will be ‘‘excess general revenue 
Medicare funding’’ under section 801. 

If the Medicare Trustees report, pursuant to section 801, in-
cludes a ‘‘medicare funding warning’’ and if the President submits 
the legislation described in section 802 in response to such warn-
ing, that legislation (along with any other qualifying legislation 
otherwise introduced in the Senate or received from the House) will 
be entitled to the special procedures set out in section 804. 

Section 804(a) requires the Majority Leader and the Minority 
Leader (or their designees) to introduce the President’s legislation. 
Such legislation must be entitled ‘‘A bill to respond to a medicare 
funding warning.’’ This bill, regardless of the subject matter and 
notwithstanding any jurisdictional precedents of the Senate, shall 
be referred to the Committee on Finance. Any other legislation in-
troduced by any member of the Senate, bearing this same title, 
shall also be referred to the Committee on Finance. Such referrals 
shall not be considered to create any jurisdictional precedents for 
the Senate.

Section 804(c) provides that this ‘‘medicare funding legislation’’ 
will be entitled to the special rules set out in subsections (d) and 
(e) only if: (1) it was passed by the House or (2) it is limited to mat-
ters within the jurisdiction of the Committee on Finance. This sub-
section ensures that a measure is subject to the special rules 
(whether it be the President’s bill or one introduced by a member 
of the Senate) only if its contents are limited to matters solely 
within the jurisdiction of Finance. Thus the President or any mem-
ber of the Senate may propose any type of legislation in the name 
of eradicating the ‘‘excess general revenue Medicare funding’’, but 
only those measures which conform with the jurisdictional con-
straints of the Committee on Finance, shall be entitled to the spe-
cial procedures set out in this section. 

Clearly however, the Senate can not dictate the content of the 
House-passed measure. Thus subsection (c) explicitly states that a 
bill coming over from the House would still be entitled to these spe-
cial procedures. The conferees intend that these procedures apply 
to the House-passed bill regardless of any jurisdictional issues, but 
limit the application of the procedures to a Senate-originated mat-
ter that is within the jurisdiction of Finance. If a measure does not 
qualify for these special procedures, then it shall be considered 
under the regular order in the Senate. 

Section 804(d) provides a unique mechanism in the Senate: a 
motion to discharge a specific piece of legislation. Subsection (d) 
states that if the Committee on Finance has not reported any 
‘‘medicare funding legislation’’ by June 30 then it is in order for 
any Senator to move to discharge the committee from any one of 
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the pieces of ‘‘medicare funding legislation’’ that has been referred 
to that committee. Only one motion may be made in any session 
of Congress and such motion may only refer to a single piece of leg-
islation. This motion is not amendable and debate of the motion 
and any related appeals is limited to 2 hours. The 2 hours is to be 
equally divided and controlled between the maker of the motion 
and the Majority Leader (or their designees). If the Majority Lead-
er supports the motion, then the time in opposition will be con-
trolled by the Minority Leader (or the Minority Leader’s designee). 

Unlike other instances of limited debate, in this case, a point 
of order may be made at any time during the 2 hours—a Senator 
need not await the expiration or yielding back of time to do so. Any 
appeal made within the 2 hours, may be debated for whatever time 
remains if any Senator desires to debate the appeal. Any motion 
or appeal made after the 2 hours shall be decided without debate. 
It is not in order to move to proceed to the consideration of any 
other measure or matter while the motion to discharge (or the mo-
tion to reconsider the vote with respect to the motion to discharge) 
is pending. The only motions in order during the 2 hours (or at the 
conclusion of the 2 hours) of debate are as follows: to postpone to 
a day certain, to postpone indefinitely, to lay on the table, to take 
a recess, to adjourn to a day certain, to adjourn. These motions 
shall have the same precedence as described in Rule XXII of the 
Standing Rules of the Senate. Note that pursuant to subsection 
(d)(2), the motion to proceed to executive business (which is listed 
in Rule XXII) as well as the motion to proceed to any other legisla-
tive matter is explicitly precluded. 

Pursuant to subsection (d)(4), this special motion to discharge 
is no longer available if the Chairman of the Committee on the 
Budget certifies that ‘‘medicare funding legislation’’ which elimi-
nates the ‘‘excess general revenue medicare funding’’ described in 
section 801(c) has been enacted in that session. 

Subsection (e) reiterates the fact that under existing Senate 
procedures once ‘‘medicare funding legislation’’ has been placed on 
the Calendar (having been either reported or discharged from the 
committee) it is in order for any member of the Senate to make a 
motion to proceed to the consideration of that measure. Such mo-
tion and all subsequent actions in the Senate shall be considered 
under the Standing Rules of the Senate and the precedents thereto 
or pursuant to any unanimous consent agreements reached, as the 
case may be. This section should not be interpreted as creating a 
‘‘privileged’’ measure in the Senate. Consequently, it is the intent 
of the Conferees that there will be no further special procedures 
(such as a waiver or alteration of the procedures with respect to re-
ports set out in Rule XVII or any other rule of the Standing Rules 
of the Senate) available to such measures as a result of this Act. 

Subtitle B: Income-Related Reduction in Part B Premium Subsidy 

Present Law 
The Medicare Part B premium is currently set each year to 

cover 25 percent of Medicare’s benefits under Part B. When Medi-
care was created in 1965, the Part B premium was set to cover 50 
percent of the costs of the Part B benefits. The share of Part B 
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spending covered by the premium declined between 1975 and 1983 
to less than 25 percent of spending, because during that time pre-
mium increases were limited by the cost-of-living adjustment for 
Social Security benefits. During the late 1980s and early 1990s, 
Congress routinely voted to set the Part B premium at 25 percent 
of Part B costs, and that percentage was codified in the Balanced 
Budget Act of 1997 (BBA 97). 

All seniors over age 65 who elect Part B during their initial en-
rollment period pay the same Part B premium, regardless of in-
come. 

House Bill 
No provision. 

Senate Amendment 
No provision. 

Conference Agreement 
In order to begin to address the fiscal challenges facing the 

Medicare program, beginning in 2007, Medicare beneficiaries with 
incomes over $80,000 for an individual or $160,000 for a married 
couple will be asked to contribute more to the cost of their Medi-
care benefits through payment of a higher premium. Approximately 
4 percent of Medicare beneficiaries have incomes above these lev-
els. All beneficiaries will continue to receive some level of premium 
assistance, and all beneficiaries will continue to be eligible for the 
full range of Medicare benefits. This proposal will target taxpayer 
dollars at those who need it the most by reducing the government 
subsidy for those who have the resources to cover more of their own 
costs.

Beneficiaries with incomes under $80,000 for an individual and 
$160,000 for a married couple will continue to receive a govern-
ment subsidy at 75 percent and pay premiums at the 25 percent 
rate. Those with incomes between $80,000 and $100,000 ($160,000 
and $200,000 for a married couple) will receive a 65 percent sub-
sidy and pay 35 percent as a premium. Those with incomes be-
tween $100,000 and $150,000 ($200,000 and $300,000 for a couple) 
will receive a 50 percent subsidy and pay a premium at 50 percent. 
Those with incomes between $150,000 and $200,000 ($300,000 and 
$400,000 for a married couple) will receive a 35 percent subsidy 
and pay a premium at a 65 percent rate. Those with incomes above 
$200,000 ($400,000 for a married couple) will receive a 20 percent 
subsidy and pay a premium at an 80 percent rate. 

Beneficiaries who are affected will be notified of their premium 
levels at the start of the year. They may appeal their premium 
level based on major changes in life circumstances, such as divorce, 
marriage, or death of a spouse. Although this policy affects only a 
small number of beneficiaries, it will have a significant impact in 
controlling the growth of Medicare spending in the future. 

To facilitate the income-related reduction in Part B premium 
subsidy, the conference agreement authorizes the disclosure of cer-
tain return information to employees and contractors of the Social 
Security Administration. Upon written request from the Commis-
sioner of Social Security, the IRS may disclose certain items of re-
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turn information with respect to a taxpayer whose premium may 
be subject to adjustment. With respect to such taxpayers, the IRS 
may disclose (1) taxpayer identity information; (2) filing status; (3) 
adjusted gross income; (4) the amounts excluded from such tax-
payer’s gross income under sections 135 and 911 of the Internal 
Revenue Code (relating to income from United States Savings 
bonds used to pay higher education tuition and fees, and foreign 
earned income); (5) tax-exempt interest received or accrued during 
the taxable year to the extent such information is available; (6) 
amounts excluded from such taxpayer’s gross income by sections 
931 and 933 of the Internal Revenue Code (relating to income from 
sources within Guam, American Samoa, the Northern Mariana Is-
lands, or Puerto Rico); (7) for nonfilers only, such other information 
relating to the liability of the taxpayer as the Secretary may pre-
scribe by regulation, as might indicate that the amount of the pre-
mium of the taxpayer may be subject to adjustment (including esti-
mated tax payments and income information derived from Form 
W–2, Form 1099, or similar information returns); and (8) the tax-
able year with respect to which the preceding information relates. 
Return information disclosed under this authority may be used by 
employees and contractors of the Social Security Administration 
only for purposes of, and to the extent necessary in, establishing 
the appropriate amount of any Part B premium adjustment. Em-
ployees and contractors of the Social Security Administration are 
subject to the penalties for unauthorized disclosure and inspection, 
as well as the applicable safeguard requirements. 

TITLE IX—REGULATORY REDUCTION AND CONTRACTING 
REFORM 

Administrative Improvements within the Centers for Medicare & 
Medicaid Services (CMS) (Section 900 of the Conference Agree-
ment, Sections 801 and 802 of the House Bill, Sections 301 and 
302 of the Senate Bill). 

Present Law 
The authority for administering the Medicare program resides 

with the Secretary of Health and Human Services. The Secretary 
originally created the agency that administers the Medicare and 
Medicaid programs in 1977 under his administrative authority. 
Regulations regarding Medicare are required to be promulgated by 
the Secretary. The Medicare statute requires that the Adminis-
trator of the Centers for Medicare & Medicaid Services (CMS for-
merly known as the Health Care Financing Administration) be ap-
pointed by the President with the advice and consent of the Senate. 
Title 5 of the U.S. Code sets the Administrator’s salary at level IV 
of the Executive Schedule. The Medicare statute requires that the 
HCFA administrator appoint a Chief Actuary who reports directly 
to such administrator and is paid at the highest rate of basic pay 
for the Senior Executive Service. 

House Bill 
The section would amend title XVIII to add new section 1809 

which, under subsection (a), would establish a new Medicare Bene-
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fits Administration (MBA) within the Department of Health and 
Human Services. 

Subsection (b) would provide for an Administrator and Deputy 
Administrator of the MBA. Both would be appointed by the Presi-
dent with the advice and consent of the Senate for 4-year terms. 
If a successor did not take office at the end of the term, the Admin-
istrator would continue in office until the successor enters the of-
fice. In that event, the confirmed successor’s term would be the bal-
ance of the 4-year period. The Administrator would be paid at level 
III of the Executive Schedule and the Deputy Administrator at 
level IV of the Executive Schedule. The Administrator would be re-
sponsible for the exercise of all powers and the discharge of duties 
of the MBA and has authority and control over all personnel. The 
provision would permit the Administrator to prescribe such rules 
and regulations as the Administrator determined necessary or ap-
propriate to carry out the functions of MBA, subject to the Admin-
istrative Procedure Act. The Administrator would be able to estab-
lish different organizational units within the MBA except for any 
unit, component, or provision specifically provided for by section 
1809. The Administrator may assign duties, delegate, or authorize 
redelegations of authority to MBA officers and employees as need-
ed. The Secretary of Health and Human Services shall ensure ap-
propriate coordination between the Administrator of MBA and the 
Administrator of the Centers for Medicare & Medicaid Services 
(CMS) in administering the Medicare program. The provision also 
would establish a position of Chief Actuary within the MBA who 
would be appointed by the Administrator and paid at the highest 
rate of basic pay for the Senior Executive Service. The Chief Actu-
ary would exercise such duties as are appropriate for the office of 
Chief Actuary and in accordance with professional standards of ac-
tuarial independence.

Subsection (c) would prescribe the duties of the Administrator 
and administrative provisions relating to the MBA. In admin-
istering parts C, D, and E of Medicare, the Administrator would be 
required to negotiate, enter into and enforce contracts with Medi-
care Advantage plans and enhanced fee-for-service plans and with 
prescription drug plan sponsors for Medicare prescription drug 
plans. The Administrator would be required to carry out any duty 
provided for under part C, D, or E of Medicare including imple-
menting the prescription drug discount card endorsement program 
and demonstration programs (that are carried out in whole or in 
part under part C, D, or E). The provision specifically prohibits the 
Administrator from requiring a particular formulary or instituting 
a price structure for the reimbursement of covered drugs, from 
interfering in any way with negotiations between prescription drug 
plan sponsors and Medicare Advantage organizations and en-
hanced fee-for-service organizations and drug manufacturers, 
wholesalers, or other suppliers of covered drugs; and otherwise 
interfering with the competitive nature of providing prescription 
drug coverage through such entities and organizations. These nego-
tiations would be carried out by private plans, eager to capture 
market share through lower premiums, and manufacturers, willing 
to negotiate discounts for volume assurance. Such private sector 
entities are far better suited to achieve maximum discounts and 
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lower premiums for plan participants than a disinterested Adminis-
trator. 

The Administrator would be required to submit a report to 
Congress and the President on the administration of parts C, D, 
and E during the previous year by not later than March 31 of each 
year. 

The Administrator, with the approval of the Secretary, would 
be permitted to hire staff to administer the activities of MBA with-
out regard to chapter 31 of title 5 of the U.S. Code, except for 12 
sections. The Administrator would be required to employ staff with 
appropriate and necessary experience in negotiating contracts in 
the private sector. The staff of MBA would be paid without regard 
to chapter 51 (other than section 5101 requiring classification of po-
sitions according to certain principles) and chapter 53 (other than 
section 5301 relating to the principles of pay systems) of title 5 of 
the U.S. Code. The rate of compensation for staff of MBA would not 
be able to exceed level IV of the Executive Schedule. The Adminis-
trator would be limited in the number of full-time-equivalent 
(FTEs) employees for the MBA to the number of FTEs within CMS 
performing the functions being transferred at the time of enact-
ment. The Secretary, the Administrator of MBA and the Adminis-
trator of CMS would be required to establish an appropriate transi-
tion of responsibility to redelegate the administration of Medicare 
part C from CMS to MBA. The provision would require the Sec-
retary to ensure that the Administrator of CMS transfers such in-
formation and data as the Administrator of MBA requires to carry 
out the duties of MBA. 

Subsection (d) would require the Secretary to establish an Of-
fice of Beneficiary Assistance within MBA to coordinate Medicare 
beneficiary outreach and education activities, and provide Medicare 
benefit and appeals information to Medicare beneficiaries under 
parts C, D, and E. 

Subsection (e) would establish the Medicare Policy Advisory 
Board (the Board) within the MBA to advise, consult with, and 
make recommendations to the Administrator regarding the admin-
istration and payment policies of parts C, D, and E. The Board 
would be required to report to Congress and to the Administrator 
of MBA such reports as the Board determines appropriate and may 
contain recommendations that the Board considers appropriate re-
garding legislative or administrative changes to improve the ad-
ministration of parts C, D, and E including: increasing competition 
under part C, D, or E for services furnished to beneficiaries; im-
proving efforts to provide beneficiaries information and education 
about Medicare, parts C, D, and E, and Medicare enrollment; eval-
uating implementation of risk adjustment under parts C and E; 
and improving competition and access to plans under parts C, D, 
and E. The reports would be required to be published in the Fed-
eral Register. The reports would be submitted directly to Congress 
and no officer or agency of the government would be allowed to re-
quire the Board to submit a report for approval, comments, or re-
view prior to submission to Congress. Not later than 90 days after 
a report is submitted to the Administrator, the Administrator 
would be required to submit to Congress and the President an 
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analysis of the recommendations made by the Board. The analysis 
would be required to be published in the Federal Register. 

The Board would be made up of 7 members serving three-year 
terms, with 3 members appointed by the President, 2 appointed by 
the Speaker of the House of Representatives, and 2 appointed by 
the President pro tempore of the Senate. Board members may be 
reappointed but may not serve for more than 8 years. The Board 
shall elect the Chair to serve for 3 years. The Board is required to 
meet at least three times a year and at the call of the Chair. 

The Board would be required to have a director who, with the 
approval of the Board, may appoint staff without regard to chapter 
31 of title 5 of the United States Code (which addresses authority 
for employment). In addition, the director and staff could be paid 
without regard to the provisions of chapter 51 and 53 of title 5 
which are related to classification and pay rates and pay systems—
although the rate of compensation is capped at level IV of the Exec-
utive Schedule. The Board could contract with and compensate gov-
ernment and private agencies or persons to carry out its duties 
without regard to section 3709 of the Revised Statutes (41 U.S.C. 
5). 

Subsection (f) would authorize an appropriation of such sums 
as are necessary from the Federal Hospital Insurance Trust Fund 
and from the Federal Supplementary Medical Insurance Trust 
Fund (including the Prescription Drug Account) to carry out section 
1808. 

The provision would be effective upon enactment, however, the 
enrollment and eligibility functions and implementation of parts C 
and E would be effective January 1, 2006. 

Senate Bill 
The section would amend title XVIII to add new section 1808, 

which, under subsection (a), would establish a new Center for 
Medicare Choices (CMC) within the Department of Health and 
Human Services by no later than March 1, 2004, to administer 
parts C and D of Medicare. 

Subsection (b) would provide for an Administrator of CMC who 
would be appointed by the President with the advice and consent 
of the Senate for 5-year terms. The Administrator would be able to 
appoint a Deputy Administrator. If a successor did not take office 
at the end of the term, the Administrator would continue in office 
until the successor enters the office. In that event, the confirmed 
successor’s term would be the balance of the 5-year period. The Ad-
ministrator would be paid at level III of the Executive Schedule 
and the Deputy Administrator at level IV of the Executive Sched-
ule. The Administrator would be responsible for the exercise of all 
powers and the discharge of duties of CMC and has authority and 
control over all personnel. The provision would permit the Adminis-
trator to prescribe such rules and regulations as the Administrator 
determined necessary or appropriate to carry out the functions of 
CMC, subject to the Administrative Procedure Act. The Adminis-
trator would be able to establish different organizational units 
within the CMC except for any unit, component, or provision pro-
vided by section 1808. The Administrator may assign duties, dele-
gate, or authorize redelegations of authority to CMC officers and 
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employees as needed. The Secretary of Health and Human Services 
shall ensure appropriate coordination between the Administrator of 
CMC and the Administrator of the Centers for Medicare & Med-
icaid Services in administering the Medicare program. 

Subsection (c) would prescribe the duties of the Administrator 
and administrative provisions relating to the CMC. In admin-
istering parts C and D of Medicare, the Administrator would be re-
quired to negotiate, enter into and enforce contracts with 
MedicareAdvantage plans and with eligible entities for Medicare 
prescription drug plans. The Administrator would be required to 
carry out any duty provided for under part C or D of Medicare in-
cluding demonstration programs (that are carried out in whole or 
in part under parts C or D). The Administrator of the agency, to 
the extent possible, would not be able interfere in any way with ne-
gotiations between eligible entities, MedicareAdvantage organiza-
tions, hospitals, physicians, other entities or individuals furnishing 
items and services under this title (including contractors for such 
items and services), and drug manufacturers, wholesalers, or other 
suppliers of covered drugs. The Administrator would be required to 
submit a report to Congress and the President on the administra-
tion of the voluntary prescription drug delivery program not later 
than March 31 of each year. 

The Administrator, with the approval of the Secretary, would 
be able to employ management staff as determined appropriate. 
The Administrator would be able to compensate such managers up 
to the highest rate of basic pay for the Senior Executive Service. 
Any such manager would be required to have demonstrated, by 
their education and experience (either in the public or private sec-
tors) superior expertise in the review, negotiation, and administra-
tion of health care contracts, the design of health care benefit 
plans, actuarial sciences, compliance and health plan contracts, 
consumer education and decision-making. 

Subsection (d) would require the Secretary to establish an Of-
fice of Beneficiary Assistance within CMC to make Medicare eligi-
bility determinations, enroll beneficiaries into Medicare, provide 
Medicare benefit and appeals information, and carry out any other 
activities relating to Medicare beneficiaries under title XVIII. With-
in the Office of Beneficiary Assistance, a Beneficiary Ombudsman 
would be established who is appointed by the Secretary. The Om-
budsman would be required to receive complaints, grievances, and 
requests for information submitted by a Medicare beneficiary re-
garding any aspect of the Medicare program; to provide assistance 
with the complaints, grievances and requests including assisting 
beneficiaries with appeals; and with problems arising from 
disenrolling from a MedicareAdvantage plan or a prescription drug 
plan. The Ombudsman would be required to submit annual reports 
to Congress, the Secretary, and the Medicare Competitive Policy 
Advisory Board describing the activities of the Ombudsman’s office 
and including any recommendations for improvement in the admin-
istration of title XVIII. The Ombudsman would also be required to 
coordinate with state medical ombudsmen programs, and with 
state- and community-based consumer organizations to provide in-
formation about the Medicare program and to conduct education 
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outreach regarding resolution or avoidance of disputes and prob-
lems under the Medicare program. 

Subsection (e) would establish the Medicare Competitive Policy 
Advisory Board (the Board) within the CMC to advise, consult 
with, and make recommendations to the Administrator regarding 
the administration and payment policies of parts C and D. The 
Board would be required to report to Congress and to the Adminis-
trator of CMC such reports as the Board determines appropriate 
and may contain recommendations that the Board considers appro-
priate regarding legislative or administrative changes to improve 
the administration of parts C and D including: stability and sol-
vency of the program, increasing competition, improving the qual-
ity of benefits, incorporating disease management, improving com-
petition and access to plans in rural areas, and improving bene-
ficiary information and education for the entire Medicare program. 
The reports would be required to be published in the Federal Reg-
ister. The reports would be submitted directly to Congress and no 
officer or agency of the government would be allowed to require the 
Board to submit a report for approval, comments, or review prior 
to submission to Congress. Not later than 90 days after a report 
is submitted to the Administrator, the Administrator would be re-
quired to submit to Congress and the President an analysis of the 
recommendations made by the Board. The analysis would be re-
quired to be published in the Federal Register. The Administrator 
of CMC is required to provide information and assistance to the 
Board as is requested to carry out its functions. 

The Board would be made up of 7 members serving three-year 
terms, with three members appointed by the President, two ap-
pointed by the Speaker of the House of Representatives, and two 
appointed by the President pro tempore of the Senate. Board mem-
bers may be reappointed but may not serve for more than 8 years. 
The Board shall elect the Chair to serve for three years. The Board 
is required to meet at least three times a year and at the call of 
the Chair. The Board is required to have an executive director who, 
with the approval of the Board, may appoint staff as appropriate. 

Subsection (f) would authorize an appropriation of such sums 
as are necessary from the Federal Hospital Insurance Trust Fund 
and from the Federal Supplementary Medical Insurance Trust 
Fund (including the Prescription Drug Account) to carry out section 
1808. 

The provision would also require that the Secretary provide 1–
800–Medicare as a means by which individuals seeking information 
about or assistance with Medicare can receive assistance. The Sec-
retary would be required to route calls to the appropriate entity to 
provide the assistance or information. The 1–800–Medicare number 
would be included in the Medicare handbook in place of the listing 
of phone numbers of individual contractors. 

The Administrator of CMC would be added as Co-Secretary of 
the Board of Trustees of the Medicare Trust Funds. In addition, 
the pay level for the Administrator of CMS would be increased 
from level IV of the Executive Schedule to level III. 

The CMC would be required to be established by the Secretary 
no later than March 1, 2004. 
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Conference Agreement 
The conference agreement creates a new section 1808 of the 

Social Security Act establishing a center within the Centers for 
Medicare & Medicaid Services to administer Parts C and D of 
Medicare, provide notice and information to beneficiaries (as re-
quired under section 1804 of the Social Security Act), and other 
such duties as specified by the Secretary. The person heading the 
Center is required to report to the Administrator of CMS. The Sec-
retary is required to ensure that the Center is carrying out these 
duties by no later than January 1, 2008.

The conference agreement permits the Secretary to employ 
management staff as he determines to be appropriate. If such staff 
are employed, the staff must have demonstrated superior expertise 
in at least one of the following areas: (1) the review, negotiation, 
and administration of health care contracts; (2) the design of health 
care benefit plans; (3) actuarial sciences; (4) consumer education 
and decision making; (5) any other area specified by the Secretary 
that requires specialized management or other expertise. The Sec-
retary is required to establish the rate of pay taking into account 
expertise, experience, and performance. The pay rate cannot exceed 
the highest rate of basic pay for the Senior Executive Service under 
section 5382(b) of title 5, United States Code (currently ES–6). 
Such flexibility ensures those with private sector, real world experi-
ence managing benefit plans are hired and utilized to ensure the 
success of the new Medicare plans. This expertise will help miti-
gate against potential failure in coaxing integrated plans that pro-
mote coordinated care and modern health delivery into the Medi-
care program. 

The conference agreement requires that an actuary within the 
office of the Chief Actuary of CMS have duties exclusively related 
to Parts C and D of Medicare and related provisions. The pay grade 
for the Administrator of CMS is increased to Executive Level III 
beginning January 1, 2004. The conferees strongly encourage the 
hiring of a separate actuary within the office of the actuary to as-
sist the functions of the center. Because the analysis of the fee-for-
service actuary can effect payment rates in private plan reimburse-
ment, the two should be kept independent and answer directly to 
the Secretary. 

In addition, the conference agreement changes statutory ref-
erences from the Health Care Financing Administration to the 
Centers for Medicare & Medicaid Services. 

Construction; Definition of Supplier (Section 901 of the Conference 
Agreement, Section 901 of the House Bill). 

Present Law 
Section 1861 of the Social Security Act contains definitions of 

services, institutions, and so forth under Medicare. Supplier is not 
explicitly defined. 

House Bill 
Nothing in this title would be construed as compromising or af-

fecting existing legal remedies for addressing fraud or abuse, 
whether it be criminal prosecution, civil enforcement or administra-
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tive remedies (including the False Claims Act) or to prevent or im-
pede HHS from its efforts to eliminate waste, fraud, or abuse in 
Medicare. The provision also would clarify that consolidation of the 
Medicare administrative contractors does not consolidate the Fed-
eral Hospital Insurance Trust Fund and the Federal Supple-
mentary Medical Insurance Trust Fund. The provision would also 
clarify that the term ‘‘supplier’’ means a physician or other practi-
tioner, a facility or other entity (other than a provider of services) 
furnishing items or services under Medicare. The provision would 
be effective upon enactment. 

Senate Bill 
No provision. 

Conference Agreement 
The conference agreement provides that nothing in this title 

shall be construed as compromising or affecting existing legal rem-
edies for addressing fraud or abuse, whether it be criminal prosecu-
tion, civil enforcement or administrative remedies (including the 
False Claims Act) or to prevent or impede HHS from its efforts to 
eliminate waste, fraud, or abuse in Medicare. The conference agree-
ment also clarifies that consolidating the Medicare administrative 
contractors does not consolidate the Federal Hospital Insurance 
Trust Fund and the Federal Supplementary Medical Insurance 
Trust Fund. The agreement also clarifies that the term ‘‘supplier’’ 
means a physician or other practitioner, a facility or other entity 
(other than a provider of services) furnishing items or services 
under Medicare. The provision is effective upon enactment. 

Issuance of Regulations (Section 902 of the Conference Agreement, 
Section 902 of the House Bill, Section 501 of the Senate Bill). 

Present Law 
The Secretary is required to prescribe regulations that are nec-

essary to administer the Medicare program. The Secretary must 
publish proposed regulations in the Federal Register, with at least 
30 days to solicit public comment before issuing the final regulation 
except in the following circumstances: (1) the statute permits the 
regulation to be issued in interim final form or provides for a short-
er public comment period; (2) the statutory deadline for imple-
menting a provision is less than 150 days after the date of enact-
ment of the statute containing the provision; (3) under the good 
cause exception contained in the rule-making provision of title 5 of 
the United States Code, notice and public comment procedures are 
deemed impracticable, unnecessary or contrary to the public inter-
est. The Secretary must publish a list of all manual instructions, 
interpretative rules, statements of policy, and guidelines, which are 
promulgated to carry out Medicare law in the Federal Register no 
less frequently than every 3 months. 

There is no explicit statutory instruction on logical outgrowth. 
The courts have repeatedly held that new matter in final regula-
tions must be a ‘‘logical outgrowth of the proposed rule’’ and is an 
inherent aspect of notice and comment rulemaking. 
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House Bill 
The provision would require the Secretary, in consultation with 

the Director of the Office of Management and Budget, to establish 
and publish a regular timeline for the publication of final regula-
tions based on the previous publication of a proposed rule or an in-
terim final regulation. The timeframe established would not be per-
mitted to be longer than three years, except under extraordinary 
circumstances. If the Secretary were to vary the timeline he estab-
lished, the provision would require him to publish a notice in the 
Federal Register with the new timeline and an explanation of the 
variation. In the case of interim final regulations, the provision 
would require that if the Secretary did not meet his established 
timeframe, then the interim final regulation would not be able to 
continue in effect unless the Secretary published a notice of con-
tinuation of the regulation that included an explanation of why the 
regular time line had not been complied with. This provision re-
garding timelines would be effective upon enactment.

The provision also would require that a measure in a final reg-
ulation that is not a logical outgrowth of the proposed regulation 
or interim final regulation would be treated as a proposed regula-
tion. The measure would not be able to take effect until public com-
ment occurred and the measure was published as a final regula-
tion. This provision would apply to final regulations published on 
or after the date of enactment. 

Senate Bill 
The Secretary would be required to publish a final regulation 

within 12 months of the publication of an interim final regulation 
or the interim final regulation would no longer be effective. Subject 
to appropriate notice, the Secretary would be able to extend this 
deadline for up to 12 additional months. The Secretary would be 
required to publish a notice in the Federal Register 6 months after 
the date of enactment providing the status of each interim final 
regulation for which no final regulation has been published and 
providing the date by which the final regulation is planned to be 
published. This provision would be effective upon enactment. 

Conference Agreement 
The conference agreement requires the Secretary, in consulta-

tion with the Director of the Office of Management and Budget, to 
establish and publish a regular timeline for the publication of final 
regulations based on the previous publication of a proposed rule or 
an interim final regulation. The timeframe established is not per-
mitted to be longer than 3 years, except under extraordinary cir-
cumstances. If the Secretary varies the timeline he established, he 
is required to publish a notice in the Federal Register with the new 
timeline and an explanation of the variation. In the case of interim 
final regulations, if the Secretary does not meet his established 
timeframe, then the interim final regulation cannot continue in ef-
fect unless the Secretary publishes a notice of continuation of the 
regulation that includes an explanation of why the regular timeline 
was not complied with. This agreement regarding timelines is effec-
tive upon enactment. 
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The conference agreement also requires that a measure in a 
final regulation that is not a logical outgrowth of the proposed reg-
ulation or interim final regulation is to be treated as a proposed 
regulation. The measure could not take effect until public comment 
occurred and the measure is published as a final regulation. This 
agreement applies to final regulations published on or after enact-
ment. 

Compliance with Changes in Regulation and Policies. (Section 903 
of the Conference Agreement, Section 903 of the House Bill, 
Sections 502 and 533 of the Senate Bill). 

Present Law 
No explicit statutory instruction. As a result of case law, there 

is a strong presumption against retroactive rulemaking. In Bowen 
v. Georgetown University Hospital, the Supreme Court ruled that 
there must be explicit statutory authority to engage in retroactive 
rulemaking. 

House Bill 
The provision would bar retroactive application of any sub-

stantive changes in regulation, manual instructions, interpretative 
rules, statements of policy, or guidelines unless the Secretary de-
termines retroactive application is needed to comply with the stat-
ute or is in the public interest, effective upon enactment. No sub-
stantive change would go into effect until 30 days after the change 
is issued or published unless it would be needed to comply with 
statutory changes or was in the public interest. Compliance actions 
would be able to be taken for items and services furnished only on 
or after the effective date of the change, effective upon enactment. 
If a provider or supplier follows written guidance provided by the 
Secretary or a Medicare contractor when furnishing items or serv-
ices or submitting a claim and the guidance is inaccurate, the pro-
vider or supplier would not be subject to penalty or repayment of 
overpayment (unless the inaccurate information was due to a cler-
ical or technical operational error). 

Senate Bill 
Same provisions. 

Conference Agreement 
The conference agreement bars retroactive application of any 

substantive changes in regulation, manual instructions, interpreta-
tive rules, statements of policy, or guidelines unless the Secretary 
determines retroactive application is needed to comply with the 
statute or is in the public interest. No substantive change could go 
into effect until 30 days after the change is issued or published un-
less it is needed to comply with statutory changes or in the public 
interest. Compliance actions could be taken for items and services 
furnished only on or after the effective date of the change, effective 
upon enactment. If a provider or supplier follows written guidance 
provided by the Secretary or a Medicare contractor when fur-
nishing items or services or submitting a claim and the guidance 
is inaccurate, the provider or supplier is not subject to penalty or 
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interest (unless the inaccurate information was due to a clerical or 
technical operational error). 

The conference agreement also makes clear that a provider or 
supplier is not subject to any penalty or interest on a repayment 
plan (including under section 1893 of the Social Security Act, relat-
ing to the Medicare Integrity Program, or otherwise) relating to the 
provision of such items or services or a claim if the provider or sup-
plier reasonably relied on the guidance. The conference agreement 
applies to a sanction imposed with respect to guidance provided on 
or after July 24, 2003. 

Reports and Studies Relating to Regulatory Reform. (Section 904 of 
the Conference Agreement, Section 904 of the House Bill, Sec-
tion 503 of the Senate Bill). 

Present Law 
No provision. 

House Bill 
The GAO would be required to study the feasibility and appro-

priateness of the Secretary providing legally binding advisory opin-
ions on appropriate interpretation and application of Medicare reg-
ulations. The report would be due to Congress 1 year after enact-
ment.

The Secretary would be required to report to Congress every 
2 years on the administration of Medicare and areas of inconsist-
ency or conflict among various provisions under law and regulation. 
The report would include recommendations for legislation or ad-
ministrative action that the Secretary determines appropriate to 
further reduce such inconsistency or conflicts. The first report 
would be due to Congress 2 years after enactment. 

Senate Bill 
Requires the Secretary to report to Congress in 2 years, and 

every 3 years thereafter, on the administration of Medicare and 
areas of inconsistency or conflict among various provisions under 
law and regulation and recommendations for legislation or admin-
istrative action that the Secretary determines appropriate to fur-
ther reduce such inconsistency or conflicts. 

Conference Agreement 
The conference agreement requires the GAO to study the feasi-

bility and appropriateness of the Secretary providing legally bind-
ing advisory opinions on appropriate interpretation and application 
of Medicare regulations. The report is due to Congress 1 year after 
enactment. 

The Secretary is required to report to Congress in 2 years and 
every 3 years thereafter on the administration of Medicare and 
areas of inconsistency or conflict among various provisions under 
law and regulation. The report is to include recommendations for 
legislation or administrative action that the Secretary determines 
appropriate to further reduce such inconsistency or conflicts. 
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Increased Flexibility in Medicare Administration. (Section 911 of 
the Conference Agreement, Section 911 of the House Bill, Sec-
tion 521 of the Senate Bill). 

Present Law 
The Secretary is authorized to enter into agreements with fis-

cal intermediaries nominated by different provider associations to 
make Medicare payments for health care services furnished by in-
stitutional providers. For Medicare Part B claims, the Secretary is 
authorized to enter into contracts only with health insurers (or car-
riers) to make Medicare payments to physicians, practitioners and 
other health care suppliers. Section 1834(a)(12) of the Act author-
izes separate regional carriers for the payment of durable medical 
equipment (DME) claims. The Secretary is also authorized to con-
tract for certain program safeguard activities under the Medicare 
Integrity Program (MIP). 

Certain terms and conditions of the contracting agreements for 
fiscal intermediaries and carriers are specified in the Medicare 
statute. Medicare regulations coupled with long-standing agency 
practices have further limited the way that contracts for claims ad-
ministration services can be established. 

Certain functions and responsibilities of the fiscal inter-
mediaries and carriers are specified in the statute as well. The Sec-
retary may not require that carriers or intermediaries match data 
obtained in its other activities with Medicare data in order to iden-
tify beneficiaries who have other insurance coverage as part of the 
Medicare Secondary Payer (MSP) program. With the exception of 
prior authorization of DME claims, an entity may not perform ac-
tivities (or receive related payments) under a claims processing 
contract to the extent that the activities are carried out pursuant 
to a MIP contract. Performance standards with respect to the time-
liness of reviews, fair hearings, reconsiderations and exemption de-
cisions are established as well. 

A Medicare contract with an intermediary or carrier may re-
quire any of its employees certifying or making payments provide 
a surety bond to the United States in an amount established by the 
Secretary. Neither the contractor nor the contractor’s employee who 
certifies the amount of Medicare payments is liable for erroneous 
payments in the absence of gross negligence or intent to defraud 
the United States. Neither the contractor nor the contractor’s em-
ployee who disburses payments is liable for erroneous payments in 
the absence of gross negligence or intent to defraud the United 
States, if such payments are based upon a voucher signed by the 
certifying employee. 

House Bill 
This provision would add a new Section 1874A to the Social 

Security Act and would permit the Secretary to competitively con-
tract with any eligible entity to serve as a Medicare contractor. The 
provision would eliminate the distinction between Part A contrac-
tors (fiscal intermediaries) and Part B contractors (carriers) and 
take the separate authorities for fiscal intermediaries and carriers 
and merge them into a single authority for the new contractor. 
These new contractors would be called Medicare Administrative 
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Contractors (MACs) and would assume all the functions of the cur-
rent fiscal intermediaries and carriers: determining the amount of 
Medicare payments required to be made to providers and suppliers, 
making the payments, providing education and outreach to bene-
ficiaries, providers and suppliers, communicating with providers 
and suppliers, and additional functions as are necessary. 

The Secretary would be permitted to renew the MAC contracts 
annually for up to 5 years. All contracts would be required to be 
re-competed at least every 5 years using competitive processes. 
Federal Acquisition Regulations (FAR) would apply to these con-
tracts except to the extent any provisions are inconsistent with a 
specific Medicare requirement, including incentive contracts. The 
contracts would be required to contain performance requirements 
that would be developed by the Secretary who could consult with 
beneficiary, provider, and supplier organizations, would be con-
sistent with written statements of work and would be used for 
evaluating contractor performance. MAC would be required to fur-
nish the Secretary such timely information as he may require and 
to maintain and provide access to records the Secretary finds nec-
essary. The Secretary could require a surety bond from the MAC 
or certain officers or employees as the Secretary finds appropriate. 
The Secretary would be prohibited from requiring that the MAC 
match data from other activities for Medicare secondary payer pur-
poses. 

The provision would limit liability of certifying and disbursing 
officers and the Medicare Administrative Contractors except in 
cases of reckless disregard or the intent to defraud the United 
States. This limitation on liability would not limit liability under 
the False Claims Act. The provision also establishes circumstances 
where contractors and their employees would be indemnified, both 
in the contract and as the Secretary determines appropriate. 

The provision would make numerous conforming amendments 
as the authorities for the fiscal intermediaries and carriers are 
stricken. After enactment of the bill, but before October 1, 2005, 
the Secretary would be permitted to enter into new fiscal inter-
mediary agreements without regard to any of the provider nomina-
tion provisions.

The Secretary would be required to submit a report to Con-
gress and the GAO by no later than October 1, 2004, that describes 
the plan for implementing these provisions. The GAO is required 
to evaluate the Secretary’s plan and, within six months of receiving 
the plan, report on the evaluation to Congress and make any rec-
ommendations the Comptroller General believes appropriate. The 
Secretary is also required to report to Congress by October 1, 2008 
on the status of implementing the contracting reform provisions in-
cluding the number of contracts that have been competitively bid, 
the distribution of functions among contracts and contractors, a 
timeline for complete transition to full competition, and a detailed 
description of how the Secretary has modified oversight and man-
agement of Medicare contractors to adapt to full competition. 

Competitive bidding for the MACs would be required to begin 
for annual contract periods that begin on or after October 1, 2005. 
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Senate Bill 
Same provision, containing three main differences: First, con-

tracts would be required to be recompeted every 6 years. Second, 
a MAC with a contract to perform local coverage determinations 
would be required to designate at least 1 different individual to 
serve as a medical director for each state for which local coverage 
determinations are made; use the medical director in making the 
local coverage determinations; and appoint a contractor advisory 
committee for each state for which local coverage determinations 
are made to participate in an advisory capacity in the development 
of the local determinations. Finally, competitive bidding for the 
MACs would be required to begin for annual contract periods that 
begin on or after October 1, 2011. 

Conference Agreement 
The conference agreement adds a new Section 1874A to the So-

cial Security Act into which the Medicare contractor authority is 
consolidated. The conference agreement permits the Secretary to 
competitively contract with any eligible entity to serve as a Medi-
care Administrative Contractor (MAC). The conference agreement 
eliminates the distinction between Part A contractors (fiscal inter-
mediaries) and Part B contractors (carriers) and takes the separate 
authorities for fiscal intermediaries and carriers and merges them 
into a single authority for the new contractor. All the functions of 
the current fiscal intermediaries and carriers are assumed by the 
new MACs: determining the amount of Medicare payments re-
quired to be made to providers and suppliers, making the pay-
ments, providing education and outreach to beneficiaries, providers 
and suppliers, communicating with providers and suppliers, and 
additional functions as are necessary. 

The Secretary is permitted to renew the MAC contracts annu-
ally for up to 5 years. All contracts must be re-competed at least 
every 5 years using competitive processes. Federal Acquisition Reg-
ulations (FAR) apply to MAC contracts except to the extent any 
provisions are inconsistent with a specific Medicare requirement, 
including incentive contracts. (The conference agreement does not 
extend FAR provision to other contractors under title XVIII.) The 
Secretary is required to develop contract performance requirements 
to carry out the functions described in the provision and to develop 
standards for measuring the extent to which a contractor has met 
the requirements. The Secretary is required to consult with bene-
ficiary and provider organizations, and organizations and agencies 
performing other Medicare functions. The Secretary is required to 
make the performance requirements and measurement standards 
available to the public and must include provider and beneficiary 
satisfaction levels as one of the requirements. 

MAC performance requirements are required to be included in 
the contract and consistent with written statements of work and 
used for evaluating contractor performance. MACs are required to 
furnish the Secretary such timely information as he may require 
and to maintain and provide access to records the Secretary finds 
necessary. The Secretary may require a surety bond from the MAC 
or certain officers or employees as the Secretary finds appropriate. 
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The Secretary is prohibited from requiring that the MAC match 
data from other activities for Medicare secondary payer purposes. 

The conference agreement limits the liability of certifying and 
disbursing officers and the Medicare Administrative Contractors 
except in cases of reckless disregard or the intent to defraud the 
United States. The standard does not limit liability for conduct 
that constitutes a violation of the False Claims Act. The conference 
agreement also establishes circumstances where contractors and 
their employees are indemnified, both in the contract and as the 
Secretary determines appropriate. 

The conference agreement makes numerous conforming 
amendments as the statutory authorities for the fiscal inter-
mediaries and carriers are stricken. After enactment of the bill, but 
before October 1, 2005, the Secretary is authorized to enter into 
new fiscal intermediary agreements without regard to any of the 
provider nomination provisions under section 1816 of the Social Se-
curity Act and may enter into new carrier contracts. The Secretary 
is required to take such steps as are necessary to provide for an 
appropriate transition from the fiscal intermediary agreements and 
carrier contracts to the MAC contracts. In addition, the Secretary 
is explicitly authorized to continue Medicare Integrity Program fis-
cal intermediary agreements and carrier contracts from the enact-
ment of this provision through October 1, 2011. 

The Secretary is required to submit a legislative proposal pro-
viding technical and conforming amendments to this provision to 
the appropriate committees of Congress within 6 weeks of enact-
ment. The Secretary is required to submit a report to Congress and 
the GAO by no later than October 1, 2004, that describes the plan 
for implementing these provisions. The GAO is required to evaluate 
the Secretary’s plan and, within 6 months of receiving the plan, re-
port on the evaluation to Congress and make any recommendations 
the Comptroller General believes appropriate. The Secretary is also 
required to report to Congress by October 1, 2008, on the status of 
implementing the contracting reform provisions including the num-
ber of contracts that have been competitively bid, the distribution 
of functions among contracts and contractors, a timeline for com-
plete transition to full competition, and a detailed description of 
how the Secretary has modified oversight and management of 
Medicare contractors to adapt to full competition. 

Competitive bidding for the MACs would be required to begin 
October 1, 2005 and all contracts should have been bid under the 
new structure by September 30, 2011. 

Requirements for Information Security for Medicare Administrative 
Contractors (Section 912 of the Conference Agreement, Section 
912 of the House Bill).

Present Law 
No provision. 

House Bill 
Medicare administrative contractors (as well as fiscal inter-

mediaries and carriers until the MACs are established) would be 
required to implement a contractor-wide information security pro-
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gram to provide information security for the operation and assets 
of the contractor for Medicare functions. The information security 
program would be required to meet certain requirements for infor-
mation security programs imposed on Federal agencies under title 
44 of the United States Code. Medicare administrative contractors 
would be required to undergo an annual independent evaluation of 
their information security programs. Existing contractors would be 
required to undergo the first independent evaluation within one 
year after the date of enactment and new contractors would be re-
quired to have such a program in place before beginning the claim 
determination and payment activities. The results of the inde-
pendent evaluations would be submitted to the Secretary and the 
HHS Inspector General. The Inspector General of HHS would be 
required to report to Congress annually on the results of the eval-
uations. The Secretary would be required to address the results of 
the evaluations in required management reports. 

Senate Bill 
No comparable provision. 

Conference Agreement 
The conference agreement requires Medicare administrative 

contractors (as well as fiscal intermediaries and carriers until the 
MACs are established) to implement a contractor-wide information 
security program to provide information security for the operation 
and assets of the contractor for Medicare functions. The informa-
tion security program is required to meet certain requirements for 
information security programs imposed on Federal agencies under 
title 44 of the United States Code. Medicare administrative con-
tractors are required to undergo an annual independent evaluation 
of their information security programs. Current fiscal inter-
mediaries and carriers are required to undergo the first inde-
pendent evaluation within one year after the date of enactment 
and new contractors would be required to have such a program in 
place before beginning the claim determination and payment activi-
ties. The MACs are required to submit the results of the inde-
pendent evaluations to the Secretary and the HHS Inspector Gen-
eral. The Inspector General of HHS is required to report to Con-
gress annually on the results of the evaluations. The Secretary is 
required to address the results of the evaluations in required man-
agement reports. 

Provider Education and Technical Assistance. (Section 921 of the 
Conference Agreement, Section 921 of the House Bill, Sections 
531 and 532 of the Senate Bill). 

(a) Coordination of Education Funding. 

Present Law 
Medicare’s provider education activities are funded through the 

program management appropriation and through Education and 
Training component of the Medicare Integrity Program (MIP). Both 
claims processing contractors (fiscal intermediaries and carriers) 
and MIP contractors may undertake provider education activities. 
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House Bill 
The provision would add Section 1889 to the Social Security 

Act, which would require the Secretary to coordinate educational 
activities through the Medicare contractors to maximize the effec-
tiveness of education efforts for providers and suppliers and to re-
port to Congress with a description and evaluation of the steps 
taken to coordinate provider education funding. The provision 
would be effective upon enactment. The Secretary would be re-
quired to report to Congress on the steps taken to coordinate the 
funding of provider education under the provision by October 1, 
2004. 

Senate Bill 
The provision would require the Secretary to coordinate edu-

cational activities through the Medicare contractors to maximize 
the effectiveness of education efforts for providers and suppliers. 
The provision would be effective upon enactment. 

Conference Agreement 
The conference agreement adds section 1889 to the Social Se-

curity Act requiring the Secretary to coordinate educational activi-
ties through the Medicare contractors to maximize the effectiveness 
of education efforts for providers and suppliers and to report to 
Congress with a description and evaluation of the steps taken to 
coordinate provider education funding. The agreement is effective 
upon enactment. The Secretary is required to report to Congress on 
the steps taken to coordinate the funding of provider education 
under the provision by October 1, 2004. 

(b) Incentives to Improve Contractor Performance. 

Present Law 
No specific statutory provision. Since FY1996, as part of the 

audit required by the Chief Financial Officers Act, an estimate of 
improper payments in Medicare fee-for-service has been established 
annually. As a recent initiative, CMS is implementing a com-
prehensive error rate-testing program to produce national, con-
tractor specific, benefit category specific and provider specific paid 
claim error rates. 

House Bill 
The Secretary would be required to use specific claims pay-

ment error rates (or similar methodology) to provide incentives for 
contractors to implement effective education and outreach pro-
grams for providers and suppliers. The provision would require the 
Comptroller General to submit to Congress and the Secretary a 
study and to make recommendations on the adequacy of the Sec-
retary’s methodology by October 1, 2004. The Secretary would be 
required to report to Congress by October 1, 2004 regarding how 
he intends to use the methodology in assessing Medicare contractor 
performance. 
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Senate Bill 
The provision would require the Secretary to use specific 

claims payment error rates (or similar methodology) to provide in-
centives for contractors to implement effective education and out-
reach programs for providers and suppliers by October 1, 2004. The 
Conferees agree that any such methodology shall include non-re-
sponses in the measurement of the error rate. The Comptroller 
General would be required to study the adequacy of the method-
ology and make recommendations to the Secretary. The Secretary 
would be required to report to Congress regarding how he intends 
to use the methodology in assessing Medicare contractor perform-
ance. 

Conference Agreement 
The conference agreement requires the Secretary to use spe-

cific claims payment error rates (or similar methodology) to provide 
incentives for contractors to implement effective education and out-
reach programs for providers and suppliers. The Comptroller Gen-
eral is required to submit to Congress and the Secretary a study 
of the adequacy of the methodology and to make recommendations. 
The Secretary is required to report to Congress by October 1, 2004 
regarding how he intends to use the methodology in assessing 
Medicare contractor performance. 

(c) Provision of Access to and Prompt Responses from Medicare Ad-
ministrative Contractors. 

Present Law 
No specific statutory provision. Statutory provisions generally 

instruct carriers to assist providers and others who furnish services 
in developing procedures relating to utilization practices and to 
serve as a channel of communication relating information on pro-
gram administration. Fiscal intermediaries are generally instructed 
to (1) provide consultative services to institutions and other agen-
cies to enable them to establish and maintain fiscal records nec-
essary for program participation and payment and (2) serve as a 
center for any information as well as a channel for communication 
with providers. 

House Bill 
The Secretary would be required to develop a strategy for com-

municating with beneficiaries, providers and suppliers. Medicare 
contractors would be required to provide responses to written in-
quiries that are clear, concise and accurate within 45 business days 
of the receipt of the written inquiry. The Secretary would be re-
quired to ensure that Medicare contractors have a toll-free tele-
phone number where beneficiaries, providers and suppliers may ob-
tain information regarding billing, coding, claims, coverage, and 
other appropriate Medicare information. Medicare contractors 
would be required to maintain a system for identifying the person 
supplying information to beneficiaries, providers, and suppliers and 
to monitor the accuracy, consistency, and timeliness of the informa-
tion provided. The Secretary would be required to establish and 
make public standards to monitor the accuracy, consistency, and 
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timeliness of written and telephone responses of Medicare contrac-
tors as well as to evaluate the contractors against these standards. 
The provision would be effective October 1, 2004. 

Senate Bill 
Identical provision. 

Conference Agreement 
The conference agreement requires the Secretary to develop a 

strategy for communicating with beneficiaries, providers and sup-
pliers, beginning October 1, 2004. Medicare contractors are re-
quired to provide responses to written inquiries that are clear, con-
cise and accurate within 45 business days of the receipt of the writ-
ten inquiry. The Secretary is required to ensure that Medicare con-
tractors have a toll-free telephone number where beneficiaries, pro-
viders and suppliers may obtain information regarding billing, cod-
ing, claims, coverage, and other appropriate Medicare information. 
Medicare contractors would be required to maintain a system for 
identifying the person supplying information to beneficiaries, pro-
viders, and suppliers and to monitor the accuracy, consistency, and 
timeliness of the information provided. The Secretary is required to 
establish and make public standards to monitor the accuracy, con-
sistency, and timeliness of written and telephone responses of 
Medicare contractors as well as to evaluate the contractors against 
these standards. The conference agreement authorizes to be appro-
priated such sums as are necessary to carry out this subsection. 

(d) Improved Provider Education and Training. 

Present Law 
In FY 2003, approximately $122 million was budgeted by CMS 

for provider education and training. 

House Bill 
The provision would authorize $25 million to be appropriated 

from the Medicare Trust Funds for fiscal years 2005 and 2006, and 
such sums as necessary for succeeding fiscal years for Medicare 
contractors to increase education and training activities for pro-
viders and suppliers. Medicare contractors would be required to tai-
lor education and training activities to meet the special needs of 
small providers or suppliers. The provision defines a small provider 
as an institution with fewer than 25 full-time equivalents (FTEs) 
and a small supplier as one with fewer than 10 FTEs. 

Senate Bill 
The provision would provide increased funding for the Medi-

care Integrity Program of $35 million beginning with FY2004 for 
increased provider and supplier education. Also would require 
Medicare contractors to take into consideration the special needs of 
small providers or suppliers when conducting education and train-
ing activities and permits provision of technical assistance begin-
ning January 1, 2004. 
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Conference Agreement
The conference agreement authorizes such sums as necessary 

to be appropriated for fiscal years beginning with FY 2005 to be 
used to increase education and training activities for providers and 
suppliers regarding billing, coding, and other appropriate items 
and may be used to improve the accuracy, consistency, and timeli-
ness of contractor responses. Beginning October 1, 2004, Medicare 
contractors are required to tailor education and training activities 
to meet the special needs of small providers or suppliers. Technical 
assistance is permitted to be included in the education and training 
activities. The provision defines a small provider as an institution 
with fewer than 25 full-time equivalents (FTEs) and a small sup-
plier as one with fewer than 10 FTEs. 

(e) Requirement to Maintain Internet Sites. 

Present Law 
No statutory provision. CMS and the Medicare contractors cur-

rently maintain internet sites. 

House Bill 
The provision would require that the Secretary and the Medi-

care contractors maintain Internet sites to answer frequently asked 
questions and provide published materials of the contractors begin-
ning October 1, 2004. 

Senate Bill 
No provision. 

Conference Agreement 
Beginning October 1, 2004, the conference agreement requires 

the Secretary and the Medicare contractors to maintain Internet 
sites to answer frequently asked questions and provide published 
materials of the contractors. 

(f) Additional Provider Education Provisions. 

Present Law 
No provision. 

House Bill 
The provision would bar Medicare contractors from using a 

record of attendance (or non-attendance) at educational activities to 
select or track providers or suppliers in conducting any type of 
audit or prepayment review. The provision would not require Medi-
care contractors to disclose information that would compromise law 
enforcement activities or reveal findings of law enforcement-related 
audits. This provision would be effective upon enactment. 

Senate Bill 
The provision would bar Medicare contractors from using a 

record of attendance (or non-attendance) at educational activities to 
select or track providers or suppliers in conducting any type of 
audit or prepayment review. The provision would not require Medi-
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care contractors to disclose the screens used for identifying claims 
that will be subject to medical review or information that would 
compromise pending law enforcement activities or reveal findings 
of law enforcement-related audits. This provision would be effective 
upon enactment. 

Conference Agreement 
The conference agreement bars Medicare contractors from 

using a record of attendance (or non-attendance) at educational ac-
tivities to select or track providers or suppliers in conducting any 
type of audit or prepayment review. Nothing in section 1889 or 
1893(g) shall be construed as providing for disclosure by a Medi-
care contractor of the screens used for identifying claims that will 
be subject to medical review or of information that would com-
promise pending law enforcement activities or reveal findings of 
law enforcement-related audits. The agreement is effective upon 
enactment. 

Small Provider Technical Assistance Demonstration Program. (Sec-
tion 922 of the Conference Agreement, Section 922 of the 
House Bill). 

Present Law 
No provision. 

House Bill 
The Secretary would be required to establish a demonstration 

program to provide technical assistance to small providers and sup-
pliers, when they have requested the assistance, to improve compli-
ance with Medicare requirements. If errors are found, the Sec-
retary would be barred from recovering any overpayments barring 
evidence of fraud and if the problem that is the subject of the com-
pliance review has been satisfactorily corrected within 30 days and 
the problem remains corrected. Providers participating would be 
expected to pay 25 percent of the cost of the technical assistance. 
A GAO study would be required not later than 2 years after the 
demonstration program begins. Appropriations would be authorized 
for $1 million for FY 2005 and $6 million for FY 2006 to carry out 
the demonstration. 

Senate Bill 
No provision. 

Conference Agreement 
The conference agreement requires the Secretary to establish 

a demonstration program to provide technical assistance to small 
providers and suppliers, when they have requested the assistance, 
in order to improve compliance with Medicare requirements. Tech-
nical assistance includes direct and in-person examination of bill-
ing systems and internal controls to determine program compliance 
and to suggest more efficient or effective means of achieving com-
pliance. Providers participating are expected to pay 25 percent of 
the cost of the technical assistance. Appropriations of such sums as 
may be necessary to carry out this demonstration program are au-
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thorized from amounts not otherwise appropriated in the Treasury. 
The GAO is required to evaluate the demonstration no later than 
2 years after it begins and submit a report to the Congress and the 
Secretary. The GAO is required to include in the report rec-
ommendations regarding the continuation or extension of the dem-
onstration. 

Medicare Provider Ombudsman; Medicare Beneficiary Ombuds-
man. (Section 923 of the Conference Agreement, Section 923 of 
the House Bill, Sections 301 and 534 of the Senate Bill). 

Present Law 
No provision. 

House Bill 
A Medicare Provider Ombudsman would be required to be ap-

pointed by the Secretary and located within the Department of 
Health and Human Services. The Provider Ombudsman would be 
required to provide confidential assistance to providers and sup-
pliers regarding complaints, grievances, requests for information, 
and resolution of unclear or conflicting guidance about Medicare. 
The Ombudsman would submit recommendations to the Secretary 
regarding improving the administration of Medicare, addressing re-
curring patterns of confusion under Medicare, and ways to provide 
for an appropriate and consistent response in cases of self-identi-
fied overpayments by providers and suppliers. Such sums, as nec-
essary, would be authorized and be appropriated for FY 2004 and 
subsequent years. 

A Medicare Beneficiary Ombudsman would be required to be 
appointed by the Secretary and located within HHS. The Secretary 
would be required to appoint both ombudsmen not later than one 
year from the date of enactment. The Beneficiary Ombudsman 
would be required to have expertise and experience in health care, 
education of, and assistance to Medicare beneficiaries. The Bene-
ficiary Ombudsman would be required to receive complaints, griev-
ances, and requests for information submitted by Medicare bene-
ficiaries. The Beneficiary Ombudsman would also be required to as-
sist beneficiaries in collecting relevant information to seek an ap-
peal of a decision or determination made by the Secretary, a Medi-
care contractor, or a Medicare+Choice organization and assisting a 
beneficiary with any problems arising from disenrolling in a 
Medicare+Choice plan and with presenting income information for 
purposes relating to the prescription drug benefit. The Beneficiary 
Ombudsman would be required to work with state Health Insur-
ance Counseling Programs, to the extent possible. 

Such sums as are necessary are authorized to be appropriated 
for FY 2004 and each succeeding fiscal year to carry out the om-
budsmen provisions. 

This provision would also require the use of 1–800–MEDI-
CARE for all individuals seeking information about, or assistance 
with Medicare. Rather than listing individual telephone numbers 
for Medicare contractors in the Medicare handbook, only 1–800–
MEDICARE would be shown. The Comptroller General would be 
required to study the accuracy and consistency of information pro-
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vided by the 1–800–MEDICARE line and to assess whether the in-
formation sufficiently answers the questions of beneficiaries. The 
report on the study would be required to be submitted to Congress 
not later than one year after enactment. 

Senate Bill 
Same provisions. 

Conference Agreement 
The conference agreement creates a new section 1810 estab-

lishing a Medicare Beneficiary Ombudsman. The Secretary is re-
quired to appoint an Ombudsman with expertise and experience in 
the fields of health care and education of (and assistance to) Medi-
care beneficiaries not later than 1 year after the date of enactment. 
The Ombudsman will receive complaints, grievances, and requests 
for information from Medicare beneficiaries, and provide assistance 
in these matters and matters relating to appeals decisions made by 
Medicare contractors, Medicare+Choice organizations or the Sec-
retary, as well as assistance to beneficiaries with any problems 
disenrolling from a Medicare+Choice plan. In addition, the Om-
budsman will assist beneficiaries in presenting information relating 
to the income-related premium adjustment. The Beneficiary Om-
budsman is required to work with State Health Insurance Coun-
seling Programs, to the extent possible. The Ombudsman is prohib-
ited from advocating for any increases in payment or new coverage 
of services, but may identify issues and problems in payment or 
coverage policies. 

Appropriations are authorized to be appropriated in such sums 
as are necessary for FY 2004 and each succeeding fiscal year to 
carry out the Beneficiary Ombudsman provision. 

The conference agreement also requires making 1–800–MEDI-
CARE available to all individuals seeking information about, or as-
sistance with, Medicare. Rather than listing individual telephone 
numbers for Medicare contractors in the Medicare handbook, only 
1–800–MEDICARE would be shown. The Comptroller General is 
required to study the accuracy and consistency of information pro-
vided on the 1–800–MEDICARE line and to assess whether the in-
formation sufficiently answers the questions of beneficiaries. The 
report on the study is due to Congress not later than one year after 
enactment. 

It is the intent of the Conferees that Medicare beneficiaries 
have access to prescription drugs for the treatment of mental ill-
ness and neurological diseases resulting in severe epileptic episodes 
under the new provisions of Part D. To fulfill this purpose the Ad-
ministrator of the Center for Medicare Choices shall take the ap-
propriate steps before the first open enrollment period to ensure 
that Medicare beneficiaries have clinically appropriated access to 
pharmaceutical treatments for mental illness, including but not 
limited to schizophrenia, bipolar disorder, depression, anxiety dis-
order, dementia, and attention deficit disorder/attention deficit hy-
peractivity disorder and neurological illnesses resulting in epileptic 
episodes. 

The conferees anticipate that disabled individuals will enroll in 
one of the many private sector prescription drug plans or MA–PD 
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plans. Competition will necessitate plans offering the full com-
plement of medicines, including atypical antipsychotics, to treat the 
severely mentally ill. If a plan chooses not to offer or restrict access 
to a particular medication to treat the mentally ill, the disabled 
will have the freedom to choose a plan that has appropriate access 
to the medicine needed. The Conferees believe this is critical as the 
severely mentally ill are a unique population with unique prescrip-
tion drug needs as individual responses to mental health medica-
tions are different.

Beneficiary Outreach Demonstration Program. (Section 924 of the 
Conference Agreement, Section 924 of the House Bill, Section 
535 of the Senate Bill). 

Present Law 
No provision. 

House Bill 
The Secretary would be required to conduct a 3-year dem-

onstration program where Medicare specialists would provide as-
sistance to beneficiaries in at least 6 local Social Security offices (2 
would be located in rural areas) that have a high volume of visits 
by Medicare beneficiaries. The Secretary would be required to 
evaluate the results of the demonstration regarding the feasibility 
and cost-effectiveness of permanently out-stationing Medicare spe-
cialists at local Social Security offices and report to Congress. The 
provision would be effective upon enactment. 

Senate Bill 
Same provision. 

Conference Agreement 
The conference agreement requires the Secretary to conduct a 

3-year demonstration program where Medicare specialists would 
provide assistance to beneficiaries in at least 6 local Social Security 
offices (2 would be located in rural areas) that have a high volume 
of visits by Medicare beneficiaries. The Secretary is required to 
evaluate the results of the demonstration regarding the feasibility 
and cost-effectiveness of permanently out-stationing Medicare spe-
cialists at local Social Security offices and report to Congress. The 
agreement is effective upon enactment. 

Inclusion of Additional Information in Notices to Beneficiaries 
About Skilled Nursing Facility Benefits. (Section 925 of the 
Conference Agreement, Section 925 of the House Bill, Section 
551 of the Senate Bill). 

Present Law 
Although the statute requires that beneficiaries receive a state-

ment listing the items and services for which payment has been 
made, there is no explicit statutory instruction that requires the 
notice to include information about the number of days of coverage 
remaining in either the hospital or skilled nursing facility (SNF) 
benefit or the spell of illness. 
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House Bill 
The Secretary would be required to provide information about 

the number of days of coverage remaining under the SNF benefit 
and the spell of illness involved in the explanation of Medicare ben-
efits. The provision would be effective for notices provided during 
calendar quarters beginning more than 6 months after the date of 
enactment. 

Senate Bill 
Same provision. 

Conference Agreement 
The conference agreement requires the Secretary to provide in-

formation about the number of days of coverage remaining under 
the SNF benefit and the spell of illness involved in the explanation 
of Medicare benefits. The agreement applies to notices provided 
during calendar quarters beginning more than 6 months after the 
date of enactment. 

Information on Medicare-Certified Skilled Nursing Facilities in 
Hospital Discharge Plans. (Section 926 of the Conference 
Agreement, Section 926 of the House Bill, Section 552 of the 
Senate Bill). 

Present Law 
The hospital discharge planning process requires evaluation of 

a patient’s likely need for post-hospital services including hospice 
and home care. 

House Bill 
The Secretary would be required to make information publicly 

available regarding whether SNFs are participating in the Medi-
care program. Hospital discharge planning would be required to 
evaluate a patient’s need for SNF care. 

The provision would apply to discharge plans made on or after 
the date specified by the Secretary, but not later than six months 
after the Secretary provides information regarding SNFs that par-
ticipate in the Medicare program. 

Senate Bill 
Same provision. 

Conference Agreement 
The conference agreement requires the Secretary to make in-

formation publicly available regarding whether SNFs are partici-
pating in the Medicare program. Hospital discharge planning is re-
quired to evaluate a patient’s need for SNF care. 

The agreement applies to discharge plans made on or after the 
date specified by the Secretary, but not later than six months after 
the Secretary provides information regarding SNFs that participate 
in the Medicare program. 
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Transfer of Responsibility for Medicare Appeals. (Section 931 of the 
Conference Agreement, Section 931 of the House Bill, Sections 
511 and 519 of the Senate Bill). 

Present Law
Denials of claims for Medicare payment may be appealed by 

beneficiaries (or providers who are representing the beneficiary) or 
in certain circumstances, providers or suppliers directly. The third 
level of appeal is to an administrative law judge (ALJ). The ALJs 
that hear Medicare cases are employed by the Social Security Ad-
ministration—a legacy from the inception of the Medicare program 
when Medicare was part of Social Security. BIPA section 522 re-
quires that appeals of local coverage determinations be heard by 
ALJs of the Social Security Administration (SSA). As a result, if 
the ALJ function were moved from SSA to HHS, these local cov-
erage determination appeals would still need to be heard by SSA 
ALJs. 

House Bill 
The Secretary and the Commissioner of the Social Security Ad-

ministration (SSA) would be required to develop a plan to transfer 
the functions of the administrative law judges (ALJs) who are re-
sponsible for hearing Medicare cases from SSA to HHS. This plan 
would be due to Congress not later than October 1, 2004. A GAO 
evaluation of the plan would be due within 6 months of plan’s sub-
mission. ALJ functions would be transferred no earlier than July 
1, 2005 and no later than October 1, 2005. 

The Secretary would be required to place the ALJs in an ad-
ministrative office that is organizationally and functionally sepa-
rate from the Centers for Medicare & Medicaid Services and the 
ALJs would be required to report to, and be under the general su-
pervision of the Secretary. No other official within the Department 
would be permitted to supervise the ALJs. The Secretary would be 
required to provide for appropriate geographic distribution of ALJs, 
would have the authority to hire ALJs and support staff, and would 
be required to enter into arrangements with the Commissioner, as 
appropriate, to share office space, support staff and other resources 
with appropriate reimbursement. 

Authorizes to be appropriated such sums as are necessary for 
FY2005 and each subsequent fiscal year to increase the number of 
ALJs, improve education and training of ALJs and to increase the 
staff of the Departmental Appeals Board (the final level of appeal). 

Senate Bill 
The Secretary and Commissioner of Social Security would be 

required to develop and transmit to Congress and the Comptroller 
General a plan for transferring the functions of administrative law 
judges (ALJs) responsible for hearing cases under Medicare from 
the Social Security Administration to HHS no later than April 1, 
2004. The plan would be required to include information on: work-
load; cost projections and financing; transition timetable; regula-
tions; development of a case tracking system; feasibility of prece-
dential authority; feasibility of electronic appeals filings and tele-
conference; steps needed to assure independence of ALJs, including 
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assuring that they are in an office that is operationally and func-
tionally separate from the Centers for Medicare & Medicaid Serv-
ices and the Center for Medicare Choices; geographic distribution 
of ALJs; steps for hiring ALJs; performance standards of ALJs; 
sharing resources with Social Security regarding ALJs; training; 
and recommendations for further Congressional action. The GAO 
would be required to evaluate the Secretary’s and Commissioner’s 
plan and report to Congress on the result of the evaluation within 
6 months of receiving the plan. The Secretary would be prohibited 
from implementing the plan developed until no earlier than 6 
month after the GAO report. 

The statutory language that requires SSA ALJs be used to 
hear appeals of local coverage determinations would be eliminated. 
The requirement that these appeals be heard by ALJs would be re-
tained. The provision would be effective upon enactment. 

Conference Agreement 
The conference agreement requires the Secretary and the Com-

missioner of Social Security to develop a plan to transfer the ad-
ministrative law judge function from SSA to HHS for Medicare ap-
peals. Their plan is due to Congress and the Comptroller General 
not later than April 1, 2004. The plan is required to include infor-
mation on: anticipated workload and staffing requirements; fund-
ing requirements; transition timetable; regulations; case tracking 
system; feasibility of developing a process to give Department Ap-
peals Board decisions binding precedential authority; feasibility of 
filing appeals with ALJs electronically and conducting hearings 
using tele- or video-conferencing technologies; steps that should be 
taken to ensure the independence of ALJs; steps that should be 
taken to provide for an appropriate geographic distribution of ALJs 
throughout the United States; steps that should be taken to hire 
ALJs and support staff; appropriateness of establishing perform-
ance standards; steps that should be taken to carry out any needed 
shared resources with SSA; needed training; and any additional 
recommendations for further Congressional action. 

A GAO evaluation of the plan is required within 6 months of 
the plan’s submission. ALJ functions are required to be transferred 
no earlier than July 1, 2005 and no later than October 1, 2005. 

The Secretary is required to place the ALJs in an administra-
tive office that is organizationally and functionally separate from 
the Centers for Medicare & Medicaid Services and the ALJs would 
be required to report to, and be under the general supervision of 
the Secretary. No other official within the Department is permitted 
to supervise the ALJs. The Secretary is required to provide for ap-
propriate geographic distribution of ALJs, would have the authority 
to hire ALJs and support staff, and is required to enter into ar-
rangements with the Commissioner, as appropriate, to share office 
space, support staff and other resources with appropriate reim-
bursement. 

In addition to any amounts otherwise appropriated, the agree-
ment authorizes to be appropriated such sums as are necessary for 
FY2005 and each subsequent fiscal year to increase the number of 
ALJs, improve education and training of ALJs, and to increase the 
staff of the Departmental Appeals Board (the final level of appeal). 
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The conference agreement strikes the statutory language that 
requires SSA ALJs be used to hear appeals of local coverage deter-
minations. The requirement that these appeals be heard by ALJs 
is retained. This provision is effective upon enactment. 

Process for Expedited Access to Review. (Section 932 of the Con-
ference Agreement, Section 932 of the House Bill, Sections 512 
and 513 of the Senate Bill). 

Present Law 
In general, administrative appeals must be exhausted prior to 

judicial review. The statute requires the automatic suspension of 
nurse aide training programs in skilled nursing facilities that have 
been subject to extended survey (that is, found to provide sub-
standard care), have had serious sanctions imposed, or have waiv-
ers for required licensed nurse staffing. 

House Bill 
The Secretary would be required to establish a process where 

a provider, supplier, or a beneficiary may obtain expedited access 
to judicial review when a 3-member review panel (composed of 
ALJs, members of the Departmental Appeals Board, or qualified in-
dividuals from qualified independent contractors designated by the 
Secretary) determines, within 60 days of a complete written re-
quest, that it does not have the authority to decide the question of 
law or regulation and where material facts are not in dispute. The 
decision would not be subject to review by the Secretary. Interest 
would be assessed on any amount in controversy and would be 
awarded by the reviewing court in favor of the prevailing party. 
This expedited access to judicial review would also be permitted for 
cases where the Secretary does not enter into or renew provider 
agreements. 

Expedited review would also be established for certain rem-
edies imposed against SNFs. The remedies in the provision are ter-
mination of participation, denial of payments, and imposition of 
temporary management. The Secretary would be required to de-
velop a process for reinstating approval of nurse aide training pro-
grams that have been terminated (before the end of the mandatory 
2-year disapproval period) if the only reason for the termination 
was the assessment of a civil money penalty of $5,000 or more. The 
appropriation of such sums as needed for FY2005 and subsequent 
years would be authorized to reduce by 50% the average time for 
administrative determinations, to increase the number of ALJs and 
appellate staff at the DAB, and to educate these judges and their 
staffs on long-term care issues. This provision would be effective for 
appeals filed one or after October 1, 2004. 

Senate Bill 
The Secretary would be required to establish a process where 

a provider, supplier, or a beneficiary may obtain expedited access 
to judicial review when a review entity (up to 3 qualified reviewers 
drawn from the ALJs or Departmental Appeals Board) determines, 
within 60 days of a complete written request, that it does not have 
the authority to decide the question of law or regulation and where 
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material facts are not in dispute. The decision would not be subject 
to review by the Secretary. Interest would be assessed on any 
amount in controversy and is awarded by the reviewing court in 
favor of the prevailing party. Expedited access to judicial review 
would be permitted for cases where the Secretary does not enter 
into or renew provider agreements. The provision would be effec-
tive for appeals filed on or after October 1, 2004. 

The Secretary also would be required to develop and imple-
ment a process to expedite review for certain remedies imposed 
against skilled nursing facilities (SNFs): termination of participa-
tion, immediate denial of payments, immediate imposition of tem-
porary management, and suspension of nurse aide training pro-
grams. 

This provision would authorize the appropriation of such sums 
as needed for FY2004 and subsequent years to reduce by 50% the 
average time for administrative determinations, to increase the 
number of ALJs and appellate staff at the DAB, and to educate 
these judges and their staffs on long-term care issues. 

The Comptroller General would be required to report to Con-
gress on the access of Medicare beneficiaries and health care pro-
viders to judicial review of actions of the Secretary and HHS after 
February 29, 2000 (the date of the decision of Shalala v. Illinois 
Council on Long Term Care, Inc. (529 U.S. 1 (2000)). The report 
would be due not later than one year after enactment. 

Conference Agreement 
The conference agreement requires the Secretary to establish 

a process where a provider, supplier, or a beneficiary may obtain 
access to judicial review when a review entity (up to 3 qualified re-
viewers drawn from the ALJs or Departmental Appeals Board) de-
termines, within 60 days of a complete written request, that it does 
not have the authority to decide the question of law or regulation 
and where material facts are not in dispute. The decision is subject 
to review by the Secretary. Interest is assessed on any amount in 
controversy and is awarded by the reviewing court in favor of the 
prevailing party. Expedited access to judicial review is permitted 
for cases where the Secretary does not enter into or renew provider 
agreements. The conference agreement is effective for appeals filed 
on or after October 1, 2004. 

The agreement requires the Secretary to establish a process to 
expedite appeals of provider terminations and certain other rem-
edies imposed on skilled nursing facilities, including denial of pay-
ment for new admissions and temporary management, if imposed 
on an immediate basis. Providers who are subject to the remedies 
of denial of payment or temporary management may only access 
the expedited process when these remedies are imposed on an im-
mediate basis and where the facility has no opportunity to correct 
the deficiency. The agreement would also allow an expedited ap-
peal where a finding of substandard quality of care has resulted in 
the disapproval of a skilled nursing facility’s nurse aide training 
program. The agreement requires the Secretary to give priority to 
cases where termination has been imposed on a provider. 

The agreement includes a provision allowing the Secretary to 
waive disapproval of a nurse aide training program, upon applica-
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tion by a nursing facility if the disapproval resulted from the impo-
sition of a civil monetary penalty that was not related to quality 
of care provided to residents of the facility. Quality of care in such 
instances refers to direct, hands on care provided to residents of a 
facility. This agreement does not permit the Secretary to waive the 
CMP. 

In addition to any amounts otherwise appropriated, the con-
ference agreement authorizes the appropriation of such sums as 
needed for FY2004 and subsequent years in order to reduce by 50% 
the average time for administrative determinations, to increase the 
number of ALJs and appellate staff at the DAB, and to educate 
these judges and their staffs on long-term care issues. 

Revisions to Medicare Appeals Process. (Section 933 of the Con-
ference Agreement, Section 933 of the House Bill, Section 514 
of the Senate Bill). 

(a) Requiring Full and Early Presentation of Evidence 

Present Law 
No provision. New evidence can be presented at any stage of 

the appeals process. 

House Bill
The provision would require providers and suppliers to present 

all evidence for an appeal at the reconsideration level that is con-
ducted by a qualified independent contractor (QIC) unless good 
cause precluded the introduction of the evidence. The provision 
would be effective October 1, 2004. 

Senate Bill 
No provision. 

Conference Agreement 
The conference agreement requires providers and suppliers to 

present all evidence for an appeal at the reconsideration level that 
is conducted by a qualified independent contractor (QIC) unless 
good cause precluded the introduction of the evidence. The con-
ference agreement provision is effective October 1, 2004. 

(b) Use of Patients’ Medical Records 

Present Law 
No provision. 

House Bill 
The provision would provide for the use of beneficiaries’ med-

ical records in appeals reconsiderations by qualified independent 
contractors (QICs). The provision would be effective upon enact-
ment. 

Senate Bill 
Beneficiaries’ medical records would be able to be used in ap-

peals reconsiderations by qualified independent contractors. The 
provision would be effective upon enactment. 

VerDate jul 14 2003 06:29 Nov 24, 2003 Jkt 090299 PO 00000 Frm 00778 Fmt 6601 Sfmt 6601 E:\HR\OC\HR391.XXX HR391



777

Conference Agreement 
The conference agreement provides for the use of beneficiaries’ 

medical records in appeals reconsiderations by QICs. The con-
ference agreement is effective upon enactment. 

(c) Notice Requirements for Medicare Appeals 

Present Law 
No statutory provision. Determinations and denials of appeals 

currently include the policy, regulatory, or statutory reason for the 
denial and information on how to appeal the denial. The Benefits 
Improvement and Protection Act (BIPA) of 2000, changed the ap-
peals process and created a new independent review (the qualified 
independent contractors or QICs), which has not yet been imple-
mented. 

House Bill 
The provision would require that when claims are denied the 

written notice of determination include the reasons for the deter-
mination, including whether a local medical review policy or a local 
coverage determination was used; the procedures for obtaining ad-
ditional information concerning the determination including, when 
requested, the specific provision of the policy, manual, or regulation 
used in making the determination; and notification of the right to 
seek an appeal and instructions for appealing the determination. 

In the case when a redetermination (the first level of appeal) 
is denied, the written notice would be required to include: the spe-
cific reasons for the redetermination; as appropriate, a summary of 
the clinical or scientific evidence used in making the redetermina-
tion; a description of the procedures for obtaining additional infor-
mation concerning the redetermination. The notice would be re-
quired to be written in a manner calculated to be understood by 
a beneficiary. A beneficiary receiving such a notice would be per-
mitted to request and receive information on the specific provision 
of the policy, manual, or regulation used in making the redeter-
mination. 

In the case when a reconsideration (the second level of appeal) 
is decided, the written notice would be required to be written in a 
manner calculated to be understood by the beneficiary and infor-
mation regarding appeal rights and processes provided. 

For appeals (to either the ALJ or Departmental Appeals Board 
(DAB)), the notice of the decision would be required to be in writ-
ing and written in a manner calculated to be understood by the 
beneficiary, to include the specific reasons for the determination, 
including to the extend appropriate a summary of the clinical or 
scientific evidence used in making the determination; the proce-
dures for obtaining additional information regarding the decision; 
and notification of the right to appeal and how to initiate such an 
appeal. The provision also requires that the qualified independent 
contractor submit information that is needed for an appeal of a de-
cision. 
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Senate Bill 
The provision would require that when claims are denied, the 

written notice of the decision at every level of the appeal or with 
the initial determination would be required to be written in a man-
ner to be understood by the beneficiary and include notification of 
the right to appeal the decision and instruction on how to initiate 
an appeal. 

In addition, the determination would be required to include the 
reasons for the determination including, as appropriate, the provi-
sion of the policy, manual, or regulation that resulted in the denial 
if requested; and the procedures for obtaining additional informa-
tion concerning the determination. 

In the case when a redetermination (the first level of appeal) 
is denied, the written notice would be required to include: the rea-
sons for the decision and, as appropriate, the provision of the pol-
icy, manual, or regulation that resulted in the denial if requested, 
and a summary of the clinical or scientific evidence used in making 
the redetermination; and a description of the procedures for obtain-
ing additional information concerning the redetermination. 

In the case when a reconsideration (the second level of appeal) 
is decided, the written notice would be required to include a de-
tailed explanation of the decision as well as a discussion of the per-
tinent facts and applicable regulations applied in making the deci-
sion, to the extent appropriate; and in the case of a decision regard-
ing whether an item or service is reasonable and necessary for the 
diagnosis or treatment of illness or injury, an explanation of the 
medical or scientific rationale for the decision. 

For appeals (to either the ALJ or Departmental Appeals Board 
(DAB)), the notice of the decision would be required to include the 
specific reasons for the determination including, to the extent ap-
propriate, a summary of the clinical or scientific evidence used in 
making the determination; and the procedures for obtaining addi-
tional information concerning the decision. 

Conference Agreement 
The conference agreement requires that when claims are de-

nied in either the initial determination or in subsequent appeals, 
a written notice of the decision is required and to be written in a 
manner calculated to be understood by the beneficiary and to in-
clude notification of the right to appeal the decision and instruction 
on how to initiate an appeal. 

In addition, the determination is required to include the rea-
sons for the determination, including whether a local medical re-
view policy or a local coverage determination was used; and the 
procedures for obtaining additional information concerning the de-
termination including, when requested, the specific provision of the 
policy, manual, or regulation used in making the determination. 

In the case when a redetermination (the first level of appeal) 
is denied, the written notice is required to include: the specific rea-
sons for the redetermination; as appropriate, a summary of the 
clinical or scientific evidence used in making the redetermination; 
a description of the procedures for obtaining additional information 
concerning the redetermination. A beneficiary receiving such a no-
tice is permitted to request and receive information on the specific 
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provision of the policy, manual, or regulation used in making the 
redetermination. 

In the case when a reconsideration (the second level of appeal) 
is decided, the written notice is required to be written in a manner 
calculated to be understood by the beneficiary and information re-
garding appeal rights and processes provided. 

For appeals (to either the ALJ or Departmental Appeals Board 
(DAB)), the notice of the decision is required to be in writing and 
written in a manner calculated to be understood by the beneficiary, 
to include the specific reasons for the determination, including to 
the extend appropriate a summary of the clinical or scientific evi-
dence used in making the determination; the procedures for obtain-
ing additional information regarding the decision; and notification 
of the right to appeal and how to initiate such an appeal. 

The conference agreement also requires that the qualified inde-
pendent contractor submit information that is needed for an appeal 
of a decision. The conference agreement is effective upon enact-
ment. 

(d) Qualified Independent Contractors 

Present Law 
BIPA established a new and independent second level of ap-

peal called the qualified independent contractors (QICs). BIPA 
called for at least 12 QICs. The QICs have not yet been imple-
mented. 

House Bill 
The provision would clarify eligibility requirements for quali-

fied independent contractors and their reviewer employees includ-
ing medical and legal expertise, independence requirements, and 
the prohibition on compensation being linked to decisions rendered. 
The required number of qualified independent contractors would be 
reduced from not fewer than 12 to not fewer than 4. The provisions 
regarding the eligibility requirements of QICs and QIC reviews 
would be effective as if included in the enactment of BIPA. 

Senate Bill 
The provision would clarify eligibility requirements for quali-

fied independent contractors and their reviewer employees includ-
ing medical and legal expertise, independence requirements, and 
prohibitions on compensation being linked to decisions rendered. 
The required minimum number of qualified independent contrac-
tors would be reduced from 12 to 4. 

In addition, the provision would delay the effective date of cer-
tain appeals provisions until December 1, 2004. Expedited deter-
minations would be delayed until October 1, 2003. The provision 
would allow the transitional use of peer review organizations (now 
called quality improvement organizations by the Secretary) to con-
duct expedited determinations until the QICs are operating. 

Conference Agreement 
The conference agreement clarifies eligibility requirements for 

qualified independent contractors and their reviewer employees in-
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cluding medical and legal expertise, independence requirements, 
and the prohibition on compensation being linked to decisions ren-
dered. The required number of qualified independent contractors is 
reduced from not fewer than 12 to not fewer than 4. The provisions 
regarding the eligibility requirements of QICs and QIC reviews are 
effective as if included in the enactment of BIPA. 

Implementation of Certain BIPA Effective Dates 

Present Law 
The BIPA claims appeals provisions were effective October 1, 

2002 but have not been implemented. 

House Bill 
No provision. 

Senate Bill
The provision would delay the effective date of certain appeals 

provisions until December 1, 2004. Expedited determinations would 
be delayed until October 1, 2003. The provision would allow the 
transitional use of peer review organizations (now called quality 
improvement organizations by the Secretary) to conduct expedited 
determinations until the QICs are operating. 

Conference Agreement 
No provision. 

Prepayment Review. (Section 934 of the Conference Agreement, 
Section 934 of the House Bill, Section 541 of the Senate Bill). 

Present Law 
No explicit statutory instruction. Under administrative au-

thorities, CMS has instructed the contractors to use random pre-
payment reviews to develop contractor-wide and program-wide 
error rates. Non-random payment reviews are permitted in certain 
circumstances laid out in instructions to the contractors. 

House Bill 
Medicare contractors would be permitted to conduct random 

prepayment reviews only to develop a contractor-wide or program-
wide error rate or such additional circumstances as the Secretary 
provides for in regulations that were developed in consultation with 
providers and suppliers. Random prepayment review would only be 
permitted in accordance with standard protocol developed by the 
Secretary. Nonrandom payment reviews would be permitted only 
when there was a likelihood of sustained or high level of payment 
error. The Secretary would be required to issue regulations regard-
ing the termination and termination dates of non-random prepay-
ment review. Variation in termination dates would be permitted 
depending upon the differences in the circumstances triggering pre-
payment review. 

The Secretary would be required to issue the required regula-
tions not later than one year after enactment. The provision re-
garding the use of standard protocols when conducting prepayment 
reviews would apply to random prepayment reviews conducted on 
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or after the date specified by the Secretary (but not later than one 
year after enactment). The remaining provisions would be effective 
one year after enactment. 

Senate Bill 
The conduct of random prepayment review would be limited 

only to those done in accordance with a standard protocol devel-
oped by the Secretary. Non-random reviews would be prohibited 
unless a likelihood of sustained or high level of payment error (as 
defined by the Secretary) existed and the Secretary would be re-
quired to establish protocols for terminating the non-random re-
views within one year of enactment. The Secretary would be re-
quired to publish implementing regulations and develop and pub-
lish protocols not later than one year after enactment. The provi-
sion would be effective for random reviews conducted on or after 
the date specified by the Secretary (but not later than one year 
after enactment). 

Conference Agreement 
The conference agreement permits Medicare contractors to con-

duct random prepayment reviews only to develop a contractor-wide 
or program-wide error rate or such additional circumstances as the 
Secretary provides for in regulations that are developed in con-
sultation with providers and suppliers. Random prepayment re-
views are only permitted in accordance with standard protocol de-
veloped by the Secretary. Nonrandom payment reviews are per-
mitted only when there is a likelihood of sustained or high level of 
payment error. The Secretary is required to issue regulations re-
garding the termination and termination dates of non-random pre-
payment review. Variation in termination dates is permitted de-
pending upon the differences in the circumstances triggering pre-
payment review. 

The Secretary is required to issue the required regulations not 
later than 1 year after enactment. The provision regarding the use 
of standard protocols when conducting prepayment reviews applies 
to random prepayment reviews conducted on or after the date spec-
ified by the Secretary (but not later than 1 year after enactment). 
The remaining provisions are effective 1 year after enactment. 

Recovery of Overpayments. (Section 935 of the Conference Agree-
ment, Section 935 of the House Bill, Section 542 of the Senate 
Bill). 

Present Law 
No explicit statutory instruction. Under administrative au-

thorities, CMS negotiates extended repayment plans with providers 
that need additional time to repay Medicare overpayments. 

House Bill 
In situations where repaying a Medicare overpayment within 

30 days would be a hardship for a provider or supplier, the Sec-
retary would be required to enter into an extended repayment plan 
of at least 6 months duration. The repayment plan would not be 
permitted to go beyond 3 years (or 5 years in the case of extreme 
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hardship, as determined by the Secretary). Interest would be re-
quired to accrue on the balance through the repayment period. 
Hardship would be defined if, for providers that file cost reports, 
the aggregate amount of the overpayment exceeded 10 percent of 
the amount paid by Medicare to the provider for the time period 
covered by the most recently submitted cost report. In the case of 
a provider or supplier that is not required to file a cost report, 
hardship would be defined if the aggregate amount of the overpay-
ment exceeded 10 percent of the amount paid under Medicare for 
the previous calendar year. The Secretary would be required to de-
velop rules for the case of a provider or supplier that was not paid 
under Medicare during the previous year or for only a portion of 
the year. Any other repayment plans that a provider or supplier 
has with the Secretary, would not be taken into account by the Sec-
retary in calculating hardship. If the Secretary has reason to sus-
pect that the provider or supplier may file for bankruptcy or other-
wise cease to do business or discontinue participation in Medicare 
or there is an indication of fraud or abuse, the Secretary would not 
be obligated to enter into an extended repayment plan with the 
provider or supplier. If a provider or supplier fails to make a pay-
ment according to the repayment plan, the Secretary would be per-
mitted to immediately seek to offset or recover the total out-
standing balance of the repayment plan, including interest.

The Secretary would be prohibited from recouping any over-
payments until a reconsideration-level appeal (or a redetermination 
by the fiscal intermediary or carrier if the QICs are not yet in 
place) was decided, if a reconsideration was requested. Interest 
would be required to be paid to the provider if the appeal was suc-
cessful (beginning from the time the overpayment is recouped) or 
that interest would be required to be paid to the Secretary if the 
appeal was unsuccessful (and if the overpayment was not paid to 
the Secretary). 

Extrapolation would be limited to those circumstances where 
there is a sustained or high level of payment error, as defined by 
the Secretary in regulation, or documented educational interven-
tion has failed to correct the payment error. 

Medicare contractors would be permitted to request the peri-
odic production of records or supporting documentation for a lim-
ited sample of submitted claims to ensure that the previous prac-
tice is not continuing in the case of a provider or supplier with 
prior overpayments. 

The Secretary would be able to use consent settlements to set-
tle projected overpayments under certain conditions. Specifically 
the Secretary would be required to communicate with the provider 
or supplier that medical record review has indicated an overpay-
ment exists, the nature of the problems identified, the steps needed 
to address the problems, and afford the provider or supplier 45 
days to furnish additional information regarding the medical 
records for the claims reviewed. If, after reviewing the additional 
information an overpayment continues to exist, the Secretary 
would be required to provide notice and an explanation of the de-
termination and then may offer the provider two mechanisms to re-
solve the overpayment: either an opportunity for a statistically 
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valid random sample or a consent settlement (without waiving any 
appeal rights). 

The Secretary would be required to establish a process to pro-
vide notice to certain providers and suppliers in cases where billing 
codes were over-utilized by members of that class in certain areas, 
in consultation with organizations that represent the affected pro-
vider or supplier class. 

If post-payment audits were conducted, the Medicare con-
tractor would be required to provide the provider or supplier with 
written notice of the intent to conduct the audit. The contractor 
would further be required to give the provider or supplier a full 
and understandable explanation of the findings of the audit and 
permit the development of an appropriate corrective action plan, 
inform the provider or supplier of appeal rights and consent settle-
ment options, and give the provider or supplier the opportunity to 
provide additional information to the contractor, unless notice or 
findings would compromise any law enforcement activities. 

The Secretary would be required to establish a standard meth-
odology for Medicare contractors to use in selecting a sample of 
claims for review in cases of abnormal billing patterns. 

In general the provisions would be effective upon enactment. 
The limitation on extrapolation would apply to samples initiated 
after the date that is 1 year after the date of enactment. The Sec-
retary would be required to establish the process for notice of over-
utilization of billing codes not later than 1 year after enactment. 
The Secretary would be required to establish a standard method-
ology for selecting sample claims for abnormal billing patterns not 
later than 1 year after enactment. 

Senate Bill 
This provision would add a new subsection (h) to 1874A that 

would require establishment of at least a 1 year repayment plan—
but not longer than three years—when a provider requests a repay-
ment plan, unless the Secretary believes the provider may declare 
bankruptcy. If a provider or supplier fails to make a scheduled pay-
ment, the Secretary could immediately offset or recover the out-
standing balance. The Secretary would be required to develop 
standards for the recovery of overpayments not later than one year 
after enactment. 

The Secretary would be barred from recouping any overpay-
ments until a reconsideration-level appeal was decided (if one were 
requested). The paragraph provides that interest would be required 
to be paid to the provider if the appeal was successful (beginning 
from the time the overpayment is recouped) or that interest would 
be required to be paid to the Secretary if the appeal was unsuccess-
ful (and if the overpayment was not paid to the Secretary). 

The provision would also require that if post-payment audits 
were conducted, the Medicare contractor would be required to pro-
vide the provider or supplier with written notice of the intent to 
conduct the audit. The contractor would further be required to give 
the provider or supplier a full and understandable explanation of 
the findings of the audit and permit the development of an appro-
priate corrective action plan, inform the provider or supplier of ap-
peal rights and consent settlement options, and give the provider 
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or supplier the opportunity to provide additional information to the 
contractor, unless notice or findings would compromise any law en-
forcement activities. 

The Secretary would be required to establish a process to pro-
vide notice to certain providers and suppliers in cases where billing 
codes were over-utilized by members of that class in certain areas, 
in consultation with organizations that represent the affected pro-
vider or supplier class. The process would be required not later 
than one year after enactment. 

Not later than one year after enactment, the Secretary would 
be required to establish a standard methodology for Medicare con-
tractors to use in selecting a sample of claims for review in cases 
of abnormal billing patterns. 

The Secretary would be authorized to use a consent settlement 
process to settle projected overpayments under certain specified 
conditions. 

The provisions affecting post-payment audits and consent set-
tlements would be effective to audits initiated and consent settle-
ments entered into after the date of enactment. Other provisions 
would be effective for action taken 1 year after enactment. 

Conference Agreement 
In situations where repaying a Medicare overpayment within 

30 days would be a hardship for a provider or supplier, the con-
ference agreement requires the Secretary to enter into an extended 
repayment plan of at least 6 months duration. The repayment plan 
is not permitted to go beyond 3 years (or 5 years in the case of ex-
treme hardship, as determined by the Secretary). Interest is re-
quired to accrue on the balance through the repayment period. 
Hardship is defined if, for providers that file cost reports, the ag-
gregate amount of the overpayment exceeded 10 percent of the 
amount paid by Medicare to the provider for the time period cov-
ered by the most recently submitted cost report. In the case of a 
provider or supplier that is not required to file a cost report, hard-
ship is defined if the aggregate amount of the overpayment exceed-
ed 10 percent of the amount paid under Medicare for the previous 
calendar year. The Secretary is required to develop rules for the 
case of a provider or supplier that was not paid under Medicare 
during the previous year or for only a portion of the year. Any 
other repayment plans that a provider or supplier has with the 
Secretary, are not taken into account by the Secretary in calcu-
lating hardship. If the Secretary has reason to suspect that the pro-
vider or supplier may file for bankruptcy or otherwise cease to do 
business or discontinue participation in Medicare or there is an in-
dication of fraud or abuse, the Secretary is not obligated to enter 
into an extended repayment plan with the provider or supplier. If 
a provider or supplier fails to make a payment according to the re-
payment plan, the Secretary may immediately seek to offset or re-
cover the total outstanding balance of the repayment plan, includ-
ing interest. 

The Secretary is prohibited from recouping any overpayments 
until a reconsideration-level appeal (or a redetermination by the 
fiscal intermediary or carrier if the QICs are not yet in place) was 
decided, if a reconsideration was requested. Interest is required to 
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be paid to the provider if the appeal is successful (beginning from 
the time the overpayment is recouped) or interest is required to be 
paid to the Secretary if the appeal is unsuccessful (and if the over-
payment was not paid to the Secretary). 

Extrapolation is limited to those circumstances where there is 
a sustained or high level of payment error, as defined by the Sec-
retary in regulation, or document educational intervention has 
failed to correct the payment error. 

Medicare contractors are permitted to request the periodic pro-
duction of records or supporting documentation for a limited sam-
ple of submitted claims to ensure that the previous practice is not 
continuing in the case of a provider or supplier with prior overpay-
ments. 

The Secretary is permitted to use consent settlements to settle 
projected overpayments under certain conditions. Specifically the 
Secretary is required to communicate with the provider or supplier 
that medical record review has indicated an overpayment exists, 
the nature of the problems identified, the steps needed to address 
the problems, and afford the provider or supplier 45 days to furnish 
additional information regarding the medical records for the claims 
reviewed. If, after reviewing the additional information an overpay-
ment continues to exist, the Secretary is required to provide notice 
and an explanation of the determination and then may offer the 
provider two mechanisms to resolve the overpayment: either an op-
portunity for a statistically valid random sample or a consent set-
tlement (without waiving any appeal rights). 

The Secretary is required to establish a process to provide no-
tice to certain providers and suppliers in cases where billing codes 
were over-utilized by members of that class in certain areas, in 
consultation with organizations that represent the affected provider 
or supplier class. 

If post-payment audits are conducted, the Medicare contractor 
is required to provide the provider or supplier with written notice 
of the intent to conduct the audit. The contractor is further re-
quired to give the provider or supplier a full and understandable 
explanation of the findings of the audit and permit the develop-
ment of an appropriate corrective action plan, inform the provider 
or supplier of appeal rights and consent settlement options, and 
give the provider or supplier the opportunity to provide additional 
information to the contractor, unless notice or findings would com-
promise any law enforcement activities. 

The Secretary is required to establish a standard methodology 
for Medicare contractors to use in selecting a sample of claims for 
review in cases of abnormal billing patterns. 

In general, the provisions are effective upon enactment. The 
limitation on extrapolation would apply to samples initiated after 
the date that is 1 year after the date of enactment. The Secretary 
is required to establish the process for notice of overutilization of 
billing codes not later than 1 year after enactment. The Secretary 
is required to establish a standard methodology for selecting sam-
ple claims for abnormal billing patterns not later than 1 year after 
enactment. 

VerDate jul 14 2003 06:29 Nov 24, 2003 Jkt 090299 PO 00000 Frm 00787 Fmt 6601 Sfmt 6601 E:\HR\OC\HR391.XXX HR391



786

Provider Enrollment Process; Right of Appeal. (Section 936 of the 
Conference Agreement, Section 936 of the House Bill, Section 
515 of the Senate Bill). 

Present Law 
No explicit statutory instruction. Under administrative au-

thorities, CMS has established provider enrollment processes in in-
structions to the contractors. 

House Bill 
The Secretary would be required to establish in regulation a 

provider enrollment process with hearing rights in the case of a de-
nial or non-renewal. The process would be required to include 
deadlines for actions on applications for enrollment and enrollment 
renewals. The Secretary would be required to monitor the perform-
ance of the Medicare contractors in meeting the deadlines he estab-
lishes. Before changing provider enrollment forms, the Secretary 
would be required to consult with providers and suppliers. The pro-
vision would also establish hearing rights in cases where the appli-
cations have been denied. 

The enrollment process would be required to be established 
within 6 months of enactment. The consultation process on pro-
vider enrollment forms would be required for changes in the form 
beginning January 1, 2004. The provision of hearing rights would 
apply to denials that occur 1 year after enactment or an earlier 
date specified by the Secretary. 

Senate Bill 
Same provisions. 

Conference Agreement 
The conference agreement requires the Secretary to establish 

in regulation a provider enrollment process with hearing rights in 
the case of a denial or non-renewal. The process is required to in-
clude deadlines for actions on applications for enrollment and en-
rollment renewals. The Secretary is required to monitor the per-
formance of the Medicare contractors in meeting the deadlines he 
establishes. Before changing provider enrollment forms, the Sec-
retary is required to consult with providers and suppliers. The con-
ference agreement also establishes hearing rights in cases where 
the applications have been denied. 

The enrollment process is required to be established within 6 
months of enactment. The consultation process on provider enroll-
ment forms is required for changes in the form beginning January 
1, 2004. The provision of hearing rights applies to denials that 
occur 1 year after enactment or an earlier date specified by the 
Secretary. 
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Process for Correction of Minor Errors and Omissions without Pur-
suing Appeals Process. (Section 937 of the Conference Agree-
ment, Section 937 of the House Bill, Section 543 of the Senate 
Bill). 

Present Law 
No explicit statutory instruction. Administratively, the Medi-

care contractors send a claim’s denial when a claim has been sub-
mitted that lacks required information. Amendments to cost re-
ports are not allowed once a cost report is settled. 

House Bill 
This provision would require the Secretary to establish a proc-

ess so providers and suppliers could correct minor errors in claims 
that were submitted for payment. The provision would also require 
the Secretary to permit hospitals to correct wage data errors that 
affect geographic reclassification even if the cost report has been 
settled. For FY 2004 alone, resubmittal of the application for geo-
graphic reclassification would be permitted. The provision would be 
effective upon enactment. 

Senate Bill 
This provision would require the Secretary to establish a proc-

ess so providers and suppliers could correct minor errors in claims 
that were submitted for payment. The provision would require that 
the process be developed not later than 1 year after enactment. 

Conference Agreement 
The conference agreement requires the Secretary to establish 

a process so providers and suppliers could correct minor errors in 
claims that were submitted for payment within 1 year after enact-
ment. 

Prior Determination Process for Certain Items and Services; Ad-
vance Beneficiary Notices. (Section 938 of the Conference 
Agreement, Section 938 of the House Bill, Section 535(b) of the 
Senate Bill). 

Present Law 
Medicare law prohibits payment for items and services that are 

not medically reasonable and necessary for the diagnosis or treat-
ment of an illness or an injury. Under certain circumstances, how-
ever, Medicare will pay for noncovered services that have been pro-
vided if both the beneficiary and the provider of the services did 
not know and could not have reasonably been expected to know 
that Medicare payment would not be made for these services. 

A provider may be held liable for providing uncovered services, 
if, for example, specific requirements are published by the Medi-
care contractor or the provider has received a denial or reduction 
of payment on the same or similar service. In cases where the pro-
vider believes that the service may not be covered as reasonable 
and necessary, an acceptable advance notice of Medicare’s possible 
denial of payment must be given to the patient if the provider does 
not want to accept financial responsibility for the service. The no-
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tice must be given in writing, in advance of providing the service; 
include the patient’s name, date and description of service as well 
as reasons why the service would not be covered; and must be 
signed and dated by the patient to indicate that the beneficiary will 
assume financial liability for the service if Medicare payment is de-
nied or reduced. 

House Bill 
The Secretary would be required to establish a process through 

regulation where physicians and beneficiaries can establish wheth-
er Medicare covers certain categories of items and services before 
such services are provided. An eligible requestor would be a physi-
cian, but only in case of items and services for which the physician 
is paid directly and a Medicare beneficiary who receives an ad-
vance beneficiary notice from a physician would receive direct pay-
ment for that service. The provisions would establish (1) that such 
prior determinations would be binding on the Medicare contractor, 
absent fraud or misrepresentation of facts; (2) the right to redeter-
mination in the case of a denial; (3) the applicability of existing 
deadlines with respect to those redeterminations; (4) that contrac-
tors’ advance determinations (and redeterminations) are not sub-
ject to further administrative or judicial review; and (5) an indi-
vidual retains all rights to usual administrative or judicial review 
after receiving the service or receiving a determination that a serv-
ice would not be covered. These provisions would not affect a Medi-
care beneficiary’s right not to seek an advance determination. The 
prior determination process would be established in time to address 
such requests that are filed by 18 months of enactment. The Sec-
retary would be required to collect data on the advance determina-
tions and to establish a beneficiary outreach and education pro-
gram. GAO is required to report on the use of the advance bene-
ficiary notice and prior determination process within 18 months of 
its implementation. 

Senate Bill 
The Secretary would be required to establish a demonstration 

project to test the administrative feasibility of providing a process 
for beneficiaries and providers to request and receive a determina-
tion as to whether the item or service is covered under Medicare 
by reasons of Medical necessity, before the item or service involved 
is furnished to the beneficiary. 

Conference Agreement 
The conference agreement requires the Secretary to establish 

a prior determination process through regulation where physicians 
and beneficiaries can determine whether Medicare covers certain 
physician services before such services are provided. An eligible re-
questor is a physician, but only in case of services for which the 
physician is paid directly, or a Medicare beneficiary, who receives 
an advance beneficiary notice from a physician who would receive 
direct payment for that service. The provision establishes (1) that 
such prior determinations would be binding on the Medicare con-
tractor, absent fraud or misrepresentation of facts; (2) the right to 
redetermination in the case of a denial; (3) the applicability of ex-
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isting deadlines with respect to those redeterminations; (4) that 
contractors’ advance determinations (and redeterminations) are not 
subject to further administrative or judicial review; and (5) an indi-
vidual retains all rights to usual administrative or judicial review 
after receiving the service or receiving a determination that a serv-
ice would not be covered. These provisions do not affect a Medicare 
beneficiary’s right not to seek an advance determination. The prior 
determination process is required to be established in time to ad-
dress such requests that are filed by 18 months after enactment 
and it sunsets 5 years later. For purposes of calculating the physi-
cian fee schedule sustainable growth rate, this provision is not to 
be considered to be a change in law or regulation. The Secretary 
is required to collect data on the advance beneficiary notices and 
to establish a beneficiary outreach and education program. GAO is 
required to report on the use of the advance beneficiary notices 
within 18 months of the implementation of the prior determination 
process. The GAO is also required to report on the use of the prior 
determination process within 36 months of the implementation of 
the prior determination process. 

Appeals by Providers When There is No Other Party Available. 
(Section 939 of the Conference Agreement, Section 516 of the 
Senate Bill). 

Present Law 
Section 1870 of the Social Security Act provides for the recov-

ery of overpayments and the settlement of claims for benefits on 
behalf of a deceased beneficiary 

House Bill 
No provision. 

Senate Bill 
In the case where a beneficiary dies before assigning appeal 

rights, a provider or supplier would be permitted to appeal a pay-
ment denial by a Medicare contractor. The provision would be effec-
tive for items and services furnished on or after enactment. 

Conference Agreement 
In the case where a beneficiary dies before assigning appeal 

rights, the conference agreement permits a provider or supplier to 
appeal a payment denial by a Medicare contractor. The provision 
is effective for items and services furnished on or after enactment. 

Revisions to Appeals Timeframes and Amounts. (Section 940 of the 
Conference Agreement, Section 518 of the Senate Bill). 

Present Law 
BIPA revised the timeframes for Medicare appeals. For the 

first level of appeal, the ‘‘redetermination’’ level, the timeframe for 
decisions was reduced from 90 days for a part A appeal and 45 
days for a part B appeal to 30 days; for the second level, the ‘‘recon-
sideration’’ level, the timeframe was reduced from 120 days for a 
part B appeal to 30 days (this is a new level of appeal for part A 
appeals); for the third level, appeals before administrative law 
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judges, the timeframe was reduced from no time limit to 90 days; 
and the fourth level, appeals before the Department Appeals 
Board, the timeframe was reduced from no time limit to 90 days. 
BIPA also provided that a beneficiary could ‘‘escalate’’ his or her 
appeal to the next level if the appeal was not decided in a timely 
fashion. 

To appeal a claim, the beneficiary must have an ‘‘amount in 
controversy’’ of $100 or more. Judicial review is available only for 
amounts in controversy of $1,000 or more. Claims are permitted to 
be aggregated in order to reach the amount in controversy if cer-
tain conditions are met. 

House Bill 
No provision. 

Senate Bill 
This provision would add 30 days to the timeframe for deciding 

an appeal at each of the four levels of appeal. No provision regard-
ing the indexing of amounts in controversy. 

Conference Agreement 
The conference agreement adds 30 days to the timeframe for 

deciding an appeal at the redetermination and reconsideration lev-
els of appeal (that is, the first two levels of appeal). The conference 
agreement also indexes the amount in controversy for appeals to 
the CPI–U, rounded to the nearest multiple of $10 beginning in 
2005. 

Mediation Process for Local Coverage Determinations (Section 
940A of the Conference Agreement, Section 517 of the Senate 
Bill). 

Present Law 
Only beneficiaries have standing to appeal local coverage deci-

sions by Medicare contractors. Mediation is not currently used in 
Medicare to resolve disputes. 

House Bill 
No provision. 

Senate Bill 
The parties that have standing to appeal local coverage deci-

sions would be expanded to include providers or suppliers ad-
versely affected by the determination. The Secretary would be re-
quired to establish a process whereby a provider or supplier may 
request a local coverage determination under certain cir-
cumstances. A provider or supplier could seek a local coverage de-
termination if the Secretary determined that: (A) there have been 
at least five reversals by an ALJ of redeterminations made by a 
Medicare contractor in at least two different cases; (B) that each 
reversal involved substantially similar material facts; (C) each re-
versal involved the same medical necessity issue; and (D) at least 
50% of the total claims submitted by the provider within the past 
year involving the requisite facts and medical necessity issue have 
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been denied and then reversed by an ALJ. Such sums as necessary 
to carry out the provisions above would be authorized to be appro-
priated. Also the provision would require the Secretary to study 
and report to Congress on the feasibility and advisability of requir-
ing Medicare contractors to track the subject and status of claims 
denials that are appealed and final determinations.

The expansion in standing would be effective for any review or 
request of any local coverage determination filed on or after Octo-
ber 1, 2003 and for any local coverage determination made on or 
after October 1, 2003. The requirement to establish a process for 
a provider or supplier to request a local coverage determination 
would be effective for requests filed on or after the date of enact-
ment. The report would be due to Congress not later than one year 
after the date of enactment. 

Conference Agreement 
The conference agreement requires the Secretary to establish 

a mediation process using a physician trained in mediation and 
employed by CMS. This process is to be used to mediate disputes 
between groups representing providers, physicians, and suppliers 
and the medical director for the Medicare contractor in any area 
that the relevant CMS regional administrator determines that 
there is a systematic pattern and a large volume of complaints 
from such groups regarding decisions of the medical director or 
there is a complaint from the co-chair of the advisory committee for 
that contractor. The Secretary is required to include in the contract 
with Medicare Administrative Contractors the performance duties 
expected of a medical director including professional relations. The 
provision is effective upon enactment. 

Policy Development Regarding Evaluation and Management (E&M) 
Documentation Guidelines. (Section 941 of the Conference 
Agreement, Section 941 of the House Bill, Section 553 of the 
Senate Bill). 

Present Law 
No provision. 

House Bill 
The Secretary would not be permitted to implement any new 

documentation guidelines for, or clinical examples of, evaluation 
and management (E&M) physician services unless the Secretary: 
(1) developed the guidelines in collaboration with practicing physi-
cians (both generalists and specialists) and provided for an assess-
ment of the proposed guidelines by the physician community; (2) 
established a plan containing specific goals, including a schedule, 
for improving the use of the guidelines; (3) conducted pilot projects 
to test modifications to the guidelines; (4) finds the guidelines have 
met established objectives; and (5) established and implemented an 
education program on the use of the guidelines with appropriate 
outreach. The Secretary would make changes to existing E&M 
guidelines to reduce paperwork burdens on physicians. The provi-
sion establishes objectives for modifications of the E&M guidelines: 
(1) identification of clinically relevant documentation needed to 
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code accurately and assess coding levels accurately; (2) decrease 
the level of non-clinically pertinent and burdensome documentation 
time and content in the medical record; (3) increase accuracy of re-
viewers; and (4) education of physicians and reviewers. 

The pilot projects would be required to be conducted on a vol-
untary basis in consultation with practicing physicians (both gener-
alists and specialists) and be of sufficient length to educate physi-
cians and contractors on E&M guidelines. A range of different 
projects would be established and include at least one project: 
using a physician peer review method, using an alternative method 
based on face-to-face encounter time with the patient, in a rural 
area, outside a rural area, and where physicians bill under physi-
cian services in a teaching setting and nonteaching setting. The 
projects would examine the effect of modified E&M guidelines on 
different types of physician practices in terms of the cost of compli-
ance. Data collected under these projects would not be the basis for 
overpayment demands or post-payment audits. This protection 
would apply to claims filed as part of the project, would last the 
duration of the project and would last for as long as the provider 
participated in the project. Each pilot conducted would examine the 
effect of the new E&M documentation guidelines on different types 
of physician practices (including those with fewer than 10 full-time 
equivalent employees) and the costs of physician compliance includ-
ing education implementation, auditing, and monitoring. The Sec-
retary would be required to submit periodic reports to Congress on 
these pilot projects. 

The provision would require a study of an alternative system 
for documenting physician claims. Specifically the Secretary would 
be required to study developing a simpler system for documenting 
claims for evaluation and management services and to consider 
systems other than current coding and documentation require-
ments. The Secretary would be required to consult with practicing 
physicians in designing and carrying out the study. This study 
would be due to Congress no later than October 1, 2005. MedPAC 
would be required to analyze the results of the study and report 
to Congress. The Secretary would also be required to study the ap-
propriateness of coding in cases of extended office visits in which 
no diagnosis is made and report to Congress no later than October 
1, 2005. The Secretary would be required to include in the report 
recommendations on how to code appropriately for these visits in 
a manner that takes into account the amount of time the physician 
spent with the patient. 

Senate Bill 
The Secretary would be required to ensure, before making 

changes in documentation guidelines for, or clinical examples of, or 
codes to report E&M physician services, that the process used in 
developing the guidelines, examples, or codes was widely consult-
ative among physicians, reflects a broad consensus among special-
ties, and would allow verification of reported and furnished serv-
ices. 
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Conference Agreement 
The conference agreement does not permit the Secretary to im-

plement any new or modified documentation guidelines (including 
clinical examples) for evaluation and management (E&M) physi-
cian services unless the Secretary has: (1) developed the guidelines 
in collaboration with practicing physicians (both generalists and 
specialists) and provided for an assessment of the proposed guide-
lines by the physician community; (2) established a plan containing 
specific goals, including a schedule, for improving the use of the 
guidelines; (3) conducted pilot projects to test modifications to the 
guidelines; (4) found the guidelines have met established objectives; 
and (5) established and implemented an education program on the 
use of the guidelines with appropriate outreach. The conference 
agreement requires the Secretary to make changes to existing 
E&M guidelines to reduce paperwork burdens on physicians. The 
conference agreement establishes objectives for modifications of the 
E&M guidelines: (1) identification of clinically relevant documenta-
tion needed to code accurately and assess coding levels accurately; 
(2) decrease the level of non-clinically pertinent and burdensome 
documentation time and content in the medical record; (3) increase 
accuracy of reviewers; and (4) education of physicians and review-
ers.

The pilot projects are required to be conducted on a voluntary 
basis in consultation with practicing physicians (both generalists 
and specialists) and are of sufficient length (but, in no case longer 
than 1 year) to educate physicians and contractors on E&M guide-
lines. A range of different projects would be established and include 
at least one project that: (1) uses a physician peer review method 
(that is not used by a Medicare contractor) that evaluates medical 
record information for claims submitted by physicians identified as 
statistical outliers relative to codes used for billing purposes for 
these services; (2) uses an alternative method based on face-to-face 
encounter time with the patient; (3) is conducted for services fur-
nished in a rural area and one for services furnished outside a 
rural area; and (4) is conducted in a setting where physicians bill 
under physician services in a teaching setting and one in a non-
teaching setting. The projects would examine the effect of modified 
E&M guidelines on different types of physician practices in terms 
of the cost of compliance. Each pilot conducted is required to exam-
ine the effect of the new E&M documentation guidelines on dif-
ferent types of physician practices (including those with fewer than 
10 full-time equivalent employees) and the costs of physician com-
pliance including education implementation, auditing, and moni-
toring. The provision requires the Secretary to submit a report to 
Congress on these pilot projects within 6 months of completion of 
the pilots. 

A study of an alternative system for documenting physician 
claims is also required. Specifically, the Secretary is required to 
study developing a simpler system for documenting claims for eval-
uation and management services and to consider systems other 
than current coding and documentation requirements. The Sec-
retary is required to consult with practicing physicians in designing 
and carrying out the study. This study is due to Congress no later 
than October 1, 2005. MedPAC would be required to analyze the 
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results of the study and report to Congress. The Secretary is also 
required to study the appropriateness of coding in cases of ex-
tended office visits in which no diagnosis is made and report to 
Congress no later than October 1, 2005. The Secretary is required 
to include in the report recommendations on how to code appro-
priately for these visits in a manner that takes into account the 
amount of time the physician spent with the patient. 

Improvement in Oversight of Technology and Coverage. (Section 
942 of the Conference Agreement, Section 942 of the House 
bill, Section 554 of the Senate Bill). 

(a) Council for Technology and Innovation 

Present Law 
No provision. 

House Bill 
The Secretary would be required to establish a Council for 

Technology and Innovation within the Centers for Medicare & 
Medicaid Services (CMS). The council would be composed of senior 
CMS staff and clinicians with a chairperson designated by the Sec-
retary who reports to the CMS administrator. The Chairperson 
would serve as the Executive Coordinator for Technology and Inno-
vation would be the single point of contact for outside groups and 
entities regarding Medicare coverage, coding, and payment proc-
esses. The Council would coordinate Medicare’s coverage, coding, 
and payment processes as well as information exchange with other 
entities with respect to new technologies and procedures, including 
drug therapies. 

Senate Bill 
The provision would require the Secretary to establish a Coun-

cil for Technology and Innovation composed of senior CMS staff 
and clinicians to coordinate coverage, coding, and payment proc-
esses under Title XVIII and the exchange of information on new 
technologies between CMS and other entities that make similar de-
cisions. 

Conference Agreement 
The conference agreement requires the Secretary establish a 

Council for Technology and Innovation within the Centers for 
Medicare & Medicaid Services (CMS). The council is to be com-
posed of senior CMS staff and clinicians with a chairperson des-
ignated by the Secretary who reports to the CMS administrator. 
The Chairperson will serve as the Executive Coordinator for Tech-
nology and Innovation and will be the single point of contact for 
outside groups and entities regarding Medicare coverage, coding, 
and payment processes. The Council is required to coordinate Medi-
care’s coverage, coding, and payment processes as well as informa-
tion exchange with other entities with respect to new technologies 
and procedures, including drug therapies. 
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(b) Methods for Determining Payment Basis for New Lab Tests 

Present Law 
Outpatient clinical diagnostic laboratory tests are paid on the 

basis of area wide fee schedules. The law establishes a cap on the 
payment amounts, which is currently set at 74 percent of the me-
dian for all fee schedules for that test. The cap is set at 100 percent 
of the median for tests performed after January 1, 2001 that the 
Secretary determines are new tests for which no limitation amount 
has previously been established. 

House Bill 
The Secretary would be required to establish procedures (by 

regulation) for determining the basis for and amount of payments 
for new clinical diagnostic laboratory tests. New laboratory tests 
would be defined as those assigned a new, or substantially revised 
Health Care Procedure Coding System (HCPCS) code on or after 
January 1, 2005. The Secretary, as part of this procedure, would 
be required to (1) provide a list (on an Internet site or other appro-
priate venue) of tests for which payments are being established in 
that year; (2) publish a notice of a meeting in the Federal Register 
on the day the list becomes available; (3) hold the public meeting 
no earlier than 30 days after the notice to receive public comments 
and recommendations; (4) take into account the comments, rec-
ommendations and accompanying data in both proposed and final 
payment determinations. The Secretary would set forth the criteria 
for making these determinations; make public the available data 
considered in making such determinations; and could convene other 
public meetings as necessary. Effective for codes assigned on or 
after January 1, 2005. 

Senate Bill
No provision. 

Conference agreement 
The conference agreement requires the Secretary to establish 

procedures (by regulation) for determining the basis for and 
amount of payments for new clinical diagnostic laboratory tests. 
New laboratory tests are defined as those assigned a new, or sub-
stantially revised Health Care Procedure Coding System (HCPCS) 
code on or after January 1, 2005. The Secretary, as part of this pro-
cedure, is required to (1) provide a list (on an Internet site or other 
appropriate venue) of tests for which payments are being estab-
lished in that year; (2) publish a notice of a meeting in the Federal 
Register on the day the list becomes available; (3) hold the public 
meeting no earlier than 30 days after the notice to receive public 
comments and recommendations; (4) take into account the com-
ments, recommendations and accompanying data in both proposed 
and final payment determinations. The Secretary sets forth the cri-
teria for making these determinations, which include whether a 
test should be established through gap-filling or cross-walking to 
an existing code. In these cases, carriers and CMS cannot sub-
stitute an alternative service for a gap filled amount, the Secretary 
shall make public the available data considered in making such de-
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terminations; and convenes other public meetings as necessary. 
The provision is effective for codes assigned on or after January 1, 
2005. 

(c) GAO Study on Improvements in External Data Collection 
for Use in the Medicare Inpatient Payment System. 

Present Law 
No provision. 

House Bill 
The GAO would be required to study which external data can 

be collected in a shorter time frame by CMS to use in calculating 
payments for inpatient hospital services. The GAO could evaluate 
feasibility and appropriateness of using quarterly samples or spe-
cial surveys and would include an analysis of whether other execu-
tive agencies are best suited to collect this information. The report 
would be due to Congress no later than October 1, 2004. 

Senate Bill 
No provision. 

Conference Agreement 
The conference agreement requires the GAO to study which ex-

ternal data can be collected in a shorter time frame by CMS to use 
in calculating payments for inpatient hospital services. The GAO 
may evaluate feasibility and appropriateness of using quarterly 
samples or special surveys and is required to include an analysis 
of whether other executive agencies are best suited to collect this 
information. The report is due to Congress no later than October 
1, 2004. 

(d) Process for Adoption of ICD Codes as Data Standard 

Present Law 
The Secretary is required to rely on the recommendations from 

the National Committee on Vital and Health Statistics (NCVHS) 
before adopting health information standards and codes. The cur-
rent standard for procedure codes is the International Classifica-
tion of Diseases, 9th Revision, clinical modification (ICD–9–CM is 
the basis of the Medicare inpatient hospital PPS payment system). 
The NCVHS made a recommendation on November 5th to the Sec-
retary about adopting the latest revision, the ICD–10–PCS (Proce-
dure Coding System) or ICD–10–CM as a coding standard. 

House Bill 
The Secretary would be permitted to adopt the ICD–10–PCS 

and the ICD–10–CM within 1 year of enactment without receiving 
a recommendation from the National Committee on Vital and 
Health Statistics (NCVHS). 

Senate Bill 
No provision. 
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Conference Agreement 
No provision. Because the NCVHS made a recommendation to 

the Secretary, Conferees believed the House provision was no 
longer necessary. 

Conferees urge the Secretary, however, to accept the rec-
ommendation of the NCVHS and issue a notice of proposed rule 
making to initiate the regulatory process for the concurrent adop-
tion of ICD–10–CM and ICD–10–PCS. ICD–10 would replace the 
23-year-old ICD–9–CM coding classification system, which has 
highly limited reporting capabilities for today’s needs and growth 
capacity for future needs, making it an unacceptable coding classi-
fication system for both inpatient and outpatient diagnosis. ICD–
10 would be able to keep pace with advances in modern medicine, 
thus ensuring accurate reimbursement rates for emerging tech-
nologies and patient access to the highest quality care. 

Since 1997, NCVHS has closely examined this issue and re-
ceived testimonies and letters from more than 80 public- and pri-
vate-sector groups representing the full range of interests in the 
health care community. NCVHS and other parties have commis-
sioned numerous studies, all of which NCVHS also has carefully 
considered. The Committee finds that the recommendation made by 
NCVHS is based on sound evidence and is, in the words of NCVHS, 
‘‘in the best interests of the country as a whole.’’ Conferees encour-
age the Secretary to implement the recommendation as quickly as 
possible. 

Treatment of Hospitals for Certain Services Under Medicare Sec-
ondary Payor (MSP) Provisions. (Section 943 of the Conference 
Agreement, Section 943 of the House Bill). 

Present Law 
In certain instances when a beneficiary has other insurance 

coverage, Medicare becomes the secondary insurance. Medicare 
Secondary Payer is the Medicare program’s coordination of benefits 
with other insurers. Section 1862(b)(6) of the Social Security Act 
requires an entity furnishing a Part B service to obtain information 
from the beneficiary on whether other insurance coverage is avail-
able. 

House Bill 
The Secretary would not require a hospital or a critical access 

hospital to ask questions or obtain information relating to the 
Medicare secondary payer provisions in the case of reference lab-
oratory services if the same requirements are not imposed upon 
those provided by an independent laboratory. Reference laboratory 
services would be those clinical laboratory diagnostic tests and in-
terpretations of same that are furnished without a face-to-face en-
counter between the beneficiary and the hospital where the hos-
pital submits a claim for the services. 

Senate Bill 
No provision. 
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Conference Agreement 
The conference agreement prohibits the Secretary from requir-

ing a hospital or a critical access hospital to ask questions or obtain 
information relating to the Medicare secondary payer provisions in 
the case of reference laboratory services if the same requirements 
are not imposed upon those provided by an independent laboratory. 
Reference laboratory services are those clinical laboratory diag-
nostic tests and interpretations of same that are furnished without 
a face-to-face encounter between the beneficiary and the hospital 
where the hospital submits a claim for the services. 

EMTALA Improvements. (Section 944 of the Conference Agree-
ment, Section 944 of the House Bill). 

Present Law 
Medicare requires participating hospitals that operate an 

emergency room to provide necessary screening and stabilization 
services to any patient who comes to an emergency room request-
ing examination or treatment in order to determine whether an 
emergency medical situation exists. 

Hospitals that are found to be in violation of Emergency Med-
ical Treatment and Active Labor Act (EMTALA) requirements may 
face civil monetary penalties and termination of their provider 
agreement. Prior to imposing a civil monetary penalty, the Sec-
retary is required to request a peer review organization (PRO—cur-
rently called quality improvement organizations or QIOs) to assess 
whether the involved beneficiary had an emergency condition, 
which had not been stabilized and provide a report on its findings. 
Except in the case where a delay would jeopardize the health or 
safety, the Secretary provides 60-day period for the requested PRO 
review. 

House Bill 
Emergency room services provided to screen and stabilize a 

Medicare beneficiary furnished after January 1, 2004, would be 
evaluated for Medicare’s ‘‘reasonable and necessary’’ requirement 
on the basis of the information available to the treating physician 
or practitioner at the time the services were ordered; this would in-
clude the patient’s presenting symptoms or complaint and not the 
patient’s principal diagnosis. The Secretary would not be able to 
consider the frequency with which the item or service was provided 
to the patient before or after the time of admission or visit. The 
Secretary would be required to establish a procedure to notify hos-
pitals and physicians when an EMTALA investigation is closed. 

Except in the case where a delay would jeopardize the health 
and safety of individuals, the Secretary would be required to re-
quest a PRO review before making a compliance determination 
that would terminate a hospital’s Medicare participation because of 
EMTALA violations and provide a period of 5 business days for 
such review. The PRO would be required to provide a copy of the 
report on its findings to the hospital or physician, consistent with 
existing confidentiality requirements. This provision would apply to 
terminations initiated on or after enactment 
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Senate Bill 
No provision. 

Conference Agreement 
The conference agreement requires emergency room services 

provided to screen and stabilize a Medicare beneficiary furnished 
after January 1, 2004, to be evaluated for Medicare’s ‘‘reasonable 
and necessary’’ requirement on the basis of the information avail-
able to the treating physician or practitioner at the time the serv-
ices were ordered; this includes the patient’s presenting symptoms 
or complaint and not the patient’s principal diagnosis. The Sec-
retary is prohibited from considering the frequency with which the 
item or service was provided to the patient before or after the time 
of admission or visit. 

The Secretary is required to establish a procedure to notify 
hospitals and physicians when an EMTALA investigation is closed. 

Except in the case where a delay would jeopardize the health 
and safety of individuals, the Secretary is required to request a 
PRO review before making a compliance determination that would 
terminate a hospital’s Medicare participation because of EMTALA 
violations and provide a period of 5 business days for such review. 
The PRO is required to provide a copy of the report on its findings 
to the hospital or physician, consistent with existing confidentiality 
requirements. This provision applies to terminations initiated on or 
after enactment. 

Emergency Medical Treatment and Active Labor Act (EMTALA) 
Technical Advisory Group. (Section 945 of the Conference 
Agreement, Section 945 of the House Bill). 

Present Law 
No provision. 

House Bill
The Secretary would be required to establish a 19-member 

technical advisory group under specified requirements to review 
issues related to EMTALA. The advisory group would be comprised 
of: the CMS Administrator; the HHS Inspector General; 4 hospital 
representatives who have EMTALA experience, (2 of whom have 
not experienced EMTALA violations) 7 practicing physicians with 
specified experience; 2 patient representatives; 2 regional CMS 
staff involved in EMTALA investigations; 1 representative from a 
State survey organization and 1 from peer review organization. The 
Secretary would select qualified individuals who are nominated by 
organizations representing providers and patients. 

The advisory group would review EMTALA regulations; pro-
vide advice and recommendations to the Secretary; solicit public 
comments from interested parties; and disseminate information on 
the application of the EMTALA regulations. The advisory group 
would be required to (1) elect a member to as chairperson; (2) 
schedule its first meeting at the direction of the Secretary and 
meet at least twice a year subsequently; and (3) terminate 30 
months after the date of its first meeting. The Secretary would be 
required to establish the advisory group regardless of any limita-
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tion that may apply to the number of advisory committees that 
may be established within HHS. 

Senate Bill 
No provision. 

Conference Agreement 
The conference agreement requires the Secretary to establish 

a 19-member technical advisory group under specified require-
ments to review issues related to EMTALA. The advisory group 
would be comprised of: the CMS Administrator; the HHS Inspector 
General; 4 hospital representatives who have EMTALA experience 
(2 of whom have not experienced EMTALA violations); 7 practicing 
physicians with specified experience; 2 patient representatives; 2 
regional CMS staff involved in EMTALA investigations; 1 rep-
resentative from a State survey organization and 1 from peer re-
view organization. The Secretary is required to select qualified in-
dividuals who are nominated by organizations representing pro-
viders and patients. 

The advisory group will review EMTALA regulations; provide 
advice and recommendations to the Secretary; solicit public com-
ments from interested parties; and disseminate information on the 
application of the EMTALA regulations. The advisory group is re-
quired to: (1) elect a member to as chairperson; (2) schedule its 
first meeting at the direction of the Secretary and meet at least 
twice a year subsequently; and (3) terminate 30 months after the 
date of its first meeting. The Secretary is required to establish the 
advisory group regardless of any limitation that may apply to the 
number of advisory committees that may be established within 
HHS. 

Authorizing Use of Arrangements to Provide Core Hospice Services 
in Certain Circumstances. (Section 946 of the Conference 
Agreement, Section 946 of the House Bill, Section 406 of the 
Senate Bill). 

Present Law 
A hospice is a public agency or private organization that is pri-

marily engaged in providing and making available certain care to 
a terminally ill Medicare beneficiary under a written plan. 

House Bill 
A hospice would be permitted to (1) enter into arrangements 

with another hospice program to provide care in extraordinary, exi-
gent or other non-routine circumstances, such as unanticipated 
high patient loads, staffing shortages due to illness, or temporary 
travel by a patient outside the hospice’s service area; and (2) bill 
and be paid for the hospice care provided under these arrange-
ments. The provision would be effective for hospice care provided 
on or after the date of enactment. 

Senate Bill 
Same provision. 
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Conference Agreement 
The conference agreement permits a hospice to: (1) enter into 

arrangements with another hospice program to provide care in ex-
traordinary, exigent or other non-routine circumstances, such as 
unanticipated high patient loads, staffing shortages due to illness, 
or temporary travel by a patient outside the hospice’s service area; 
and (2) bill and be paid for the hospice care provided under these 
arrangements. The provision is effective for hospice care provided 
on or after the date of enactment. 

Application of OSHA Bloodborne Pathogens Standard to Certain 
Hospitals. (Section 947 of the Conference Agreement, Section 
947 of the House Bill). 

Present Law 
Section 1866 establishes certain conditions of participation that 

providers must meet in order to participate in Medicare. 

House Bill 
Public hospitals that are not otherwise subject to the Occupa-

tional Safety and Health Act of 1970 would be required to comply 
with the Bloodborne Pathogens standard under section 1910.1030 
of title 29 of the Code of Federal Regulations. A hospital that fails 
to comply with the requirement would be subject to a civil mone-
tary penalty, but would not be terminated from participating in 
Medicare. The provision would apply to hospitals as of July 1, 
2004. 

Senate Bill 
No provision. 

Conference Agreement
The conference agreement requires that public hospitals, not 

otherwise subject to the Occupational Safety and Health Act of 
1970, comply with the Bloodborne Pathogens standard under sec-
tion 1910.1030 of title 29 of the Code of Federal Regulations. A hos-
pital that fails to comply with the requirement will be subject to 
a civil monetary penalty, but cannot be terminated from partici-
pating in Medicare. The provision applies to hospitals as of July 1, 
2004. 

BIPA-Related Technical Amendments and Corrections. (Section 948 
of the Conference Agreement, Section 948 of the House Bill). 

Present Law 
BIPA established an advisory process for national coverage de-

terminations where panels of experts formed by advisory commit-
tees could forward their recommendations directly to the Secretary 
without prior approval of the advisory committee or the Executive 
Committee. 

House Bill 
The statutory reference in BIPA would be changed from the 

Social Security Act to the Public Health Service Act. Other BIPA 
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references would be changed from ‘‘policy’’ to ‘‘determinations.’’ The 
provision is effective as if included in the enactment of BIPA. 

Senate Bill 
No provision. 

Conference Agreement 
The conference agreement changes the statutory reference in 

BIPA from the Social Security Act to the Public Health Service Act. 
Other BIPA references would be changed from ‘‘policy’’ to ‘‘deter-
minations.’’ The provision is effective as if included in the enact-
ment of BIPA. 

Conforming Authority to Waive a Program Exclusion. (Section 949 
of the Conference Agreement, Section 949 of the House Bill, 
Section 544 of the Senate Bill). 

Present Law 
The Secretary is required to exclude individuals and entities 

from participation in federal health programs that are (1) convicted 
of a criminal offense related to health care delivery under Medicare 
or under state health programs; (2) convicted of a criminal offense 
related to patient abuse or neglect under federal or state law; (3) 
convicted of a felony relating to fraud, theft, or financial mis-
conduct relating to a health care program finance or operated by 
the federal, state or local government; or (4) convicted of a felony 
related to a controlled substance. 

House Bill 
The administrator of a federal health program would be per-

mitted to waive certain 5-year exclusions if the exclusion of a sole 
community physician or source of specialized services in a commu-
nity would impose a hardship. The mandatory exclusions that 
could be waived would be those related to convictions associated 
with program-related crimes; health care fraud and controlled sub-
stance. The provision would be effective upon enactment. 

Senate Bill 
Same provision. 

Conference Agreement 
The conference agreement permits the administrator of a fed-

eral health program to waive certain 5-year exclusions if the exclu-
sion of a sole community physician or source of specialized services 
in a community will impose a hardship. The mandatory exclusions 
that can be waived are those related to convictions associated with 
program-related crimes; health care fraud and controlled sub-
stance. The provision is effective upon enactment. 
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Treatment of Certain Dental Claims. (Section 950 of the Con-
ference Agreement, Section 950 of the House Bill, Section 555 
of the Senate Bill). 

Present Law 
The Medicare benefit does not include most dental services. 

Some insurers may require a claim denial from Medicare before ac-
cepting the dental claim for payment review, even if the service is 
not covered by Medicare. 

House Bill 
A group health plan providing supplemental or secondary cov-

erage to Medicare beneficiaries would not be able to require den-
tists to obtain a claim denial from Medicare for noncovered dental 
services before paying the claim. The provision would be effective 
60 days after enactment. 

Senate Bill 
Same provision. 

Conference Agreement 
The conference agreement provides that a group health plan 

providing supplemental or secondary coverage to Medicare bene-
ficiaries cannot require dentists to obtain a claim denial from Medi-
care for dental services that are not covered by Medicare before 
paying the claim. The provision is effective 60 days after enact-
ment. 

Furnishing Hospitals with Information to Compute DSH Formula. 
(Section 951 of the Conference Agreement, Section 951 of the 
House Bill). 

Present Law 
Disproportionate share hospital (DSH) payments under Medi-

care are calculated using a formula that includes the number of pa-
tient days for patients eligible for Medicaid. 

House Bill
The provision would require the Secretary to provide informa-

tion that hospitals need to calculate the number of Medicaid pa-
tient days used in the Medicare DSH payment formula, not later 
than 1 year after enactment. 

Senate Bill 
No provision. 

Conference Agreement 
The conference agreement requires the Secretary to arrange 

for the provision of information that hospitals need to calculate the 
Medicare DSH payment formula not later than 1 year after enact-
ment. 
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Revisions to Reassignment Provisions (Section 952 of the Con-
ference Agreement, Section 952 of the House Bill, Section 434 
of the Senate Bill). 

Present Law 
In general, Medicare Part B payments may be made only to a 

Medicare beneficiary or to physician or other person who provided 
the service. Section 1842(b)(6) of the Social Security Act establishes 
the Medicare reassignment prohibitions and does not permit physi-
cians to reassign their Medicare payments to entities with which 
they have a relationship on an independent contractor basis. In 
order for an independent contractor to reassign Medicare benefits, 
the services must be performed on the premises of the entity to 
which the benefits will be reassigned. 

House Bill 
Medicare payment for Part B services would be permitted to be 

made to an entity, as defined by the Secretary, that has a contrac-
tual arrangement with the physician or other person who provided 
the service for the entity to bill for the service and the contractual 
arrangement meets program integrity and other safeguards speci-
fied by the Secretary. 

The provision would be effective for payments made on or after 
one year after the date of enactment. 

Senate Bill 
Same provision, but would include a conforming amendment. 

Conference Agreement 
This provision amends the Social Security Act to allow physi-

cians and non-physician practitioners to reassign payment for 
Medicare-covered services, regardless of where the arrangement 
(including but not limited to a hospital, clinic, medical group, a 
physician practice management organization, or a staffing com-
pany) so long as there is a contractual arrangement between the 
physician and the entity under which the entity submits the bill for 
such service. As a result, the Secretary could enroll these entities 
in the Medicare program. The Secretary may also provide for other 
enrollment qualifications to assure program integrity, including 
joint and several liability. 

This provision will streamline Medicare enrollment while also 
enhancing HHS’ program integrity efforts. By permitting entities 
that retain independent contractors to enroll with the Medicare 
program and thereby directly bill the Medicare program, HHS will 
be able to monitor the claims submitted by the entities that retain 
independent contractors as well as those entities that employ phy-
sicians. The Committee supports appropriate program integrity ef-
forts (e.g. joint and several liability) for any entities billing the 
Medicare program including entities with employees as well as 
independent contractors. Further, the Committee believes that phy-
sicians’ and non-physician practitioners’ should be entitled to 
unrestrictive access to billings submitted on their behalf by the en-
tity with which they have contracted. The Committee intends that 
the Secretary will implement this provision via program instruc-
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tions to the Medicare contractors. The changes made by this provi-
sion shall apply to Medicare payments made on or after date of en-
actment. 

The provision is effective upon enactment. 

Other Provisions. (Section 953 of the Conference Agreement, Sec-
tion 953 of the House Bill). 

Present Law 
No provisions. 

House Bill 
GAO Report on Physician Compensation. No later than six 

months from enactment, GAO would be required to report to Con-
gress on the appropriateness of the updates in the conversion factor 
including the appropriateness of the sustainable growth rate (SGR) 
formula for 2002 and subsequently. The report would examine the 
stability and the predictability of the updates and rate as well as 
the alternatives for use of the SGR in the updates. No later than 
12 months from enactment, GAO would be required to report to 
Congress on all aspects of physician compensation for Medicare 
services. The report would review the alternatives for the physician 
fee schedule. 

Annual Publication of List of National Coverage Determina-
tions. The Secretary would be required to publish an annual list of 
nation coverage determinations made under Medicare in the pre-
vious year. Included would be information on how to get more in-
formation about the determinations. The list would be published to 
the public in an appropriate annual publication. 

GAO Report on Flexibility in Applying Home Health Conditions 
of Participation to Patients Who Are Not Medicare Beneficiaries. 
The GAO would be required to report to Congress on the implica-
tions if the Medicare conditions of participation for home health 
agencies were applied flexibly with respect to groups or types of pa-
tients who are not Medicare beneficiaries. The report would include 
an analysis of the potential impact of this flexibility on clinical op-
erations and the recipients of such services and an analysis of 
methods for monitoring the quality of care provided to these recipi-
ents. The report would be due no later than six months after enact-
ment.

OIG Report on Notices Relating to Use of Hospital Lifetime Re-
serve Days. The Inspector General of HHS would be required to re-
port to Congress on the extent to which hospitals provide notice to 
Medicare beneficiaries, in accordance with applicable requirements, 
before they use the 60 lifetime reserve days under the hospital ben-
efit. The report would also include the appropriateness and feasi-
bility of hospitals providing a notice to beneficiaries before they ex-
haust the lifetime reserve days. The report would be due no later 
than one year after enactment. 

Senate Bill 
No provision. 
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Conference Agreement 
GAO Report on Physician Compensation. The conference agree-

ment requires that, no later than six months from enactment, the 
GAO report to Congress on the appropriateness of the updates in 
the conversion factor including the appropriateness of the sustain-
able growth rate (SGR) formula for 2002 and subsequent years. 
The report will examine the stability and the predictability of the 
updates and rate as well as the alternatives for use of the SGR in 
the updates. No later than 12 months from enactment, GAO is re-
quired to report to Congress on all aspects of physician compensa-
tion for Medicare services. The report is required to review the al-
ternatives for the physician fee schedule. 

Annual Publication of List of National Coverage Determina-
tions. The conference agreement requires the Secretary publish an 
annual list of national coverage determinations made under Medi-
care in the previous year. Information on how to get more informa-
tion about the determinations is required to be included in the pub-
lication. The list and the information are required to be published 
in an appropriate annual publication that is publicly available. 

GAO Report on Flexibility in Applying Home Health Conditions 
of Participation to Patients Who Are Not Medicare Beneficiaries. 
The conference agreement requires the GAO to report to Congress 
on the implications if the Medicare conditions of participation for 
home health agencies were applied flexibly with respect to groups 
or types of patients who are not Medicare beneficiaries. The report 
is required to include an analysis of the potential impact of this 
flexibility on clinical operations and the recipients of such services 
and an analysis of methods for monitoring the quality of care pro-
vided to these recipients. The report is due no later than six 
months after enactment. 

OIG Report on Notices Relating to Use of Hospital Lifetime Re-
serve Days. The conference agreement requires the Inspector Gen-
eral of HHS to report to Congress on the extent to which hospitals 
provide notice to Medicare beneficiaries, in accordance with appli-
cable requirements, before they use the 60 lifetime reserve days 
under the hospital benefit. The report is required to include the ap-
propriateness and feasibility of hospitals providing a notice to bene-
ficiaries before they exhaust the lifetime reserve days. The report 
is due no later than one year after enactment. 

Streamlining and Simplification of Medicare Regulations (Section 
504 of the Senate Bill) 

Present Law 
No provision. 

House Bill 
No provision. 

Senate Bill 
The Secretary would be required to analyze Medicare regula-

tions for the purposes of determining how to streamline the regula-
tions and reduce the number of words in the regulations by two-
thirds by October 1, 2004. If the Secretary determines that the two-
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thirds reduction is infeasible, he would be required to inform Con-
gress in writing by July 1, 2004 of the reasons and then establish 
a feasible reduction to be achieved by January 1, 2005. The provi-
sion would be effective upon enactment. 

Conference Agreement 
No provision. 

Elimination of the Requirement for De Novo Review by the Depart-
mental Appeals Board (Section 520 of the Senate Bill) 

Present Law 
BIPA section 521 requires that the Departmental Appeals 

Board (DAB), the fourth level of appeal, review appeals cases de 
novo. Prior to BIPA, the DAB reviewed appeals based on the record 
established during the previous three levels of appeal. 

House Bill 
No provision. 

Senate Bill 
The DAB would be required to review a decision and render a 

decision or remand the appeal to the ALJ within the 90-day period. 
The provision would be effective upon enactment. 

Conference Agreement 
No provision.

TITLE X—MEDICAID AND MISCELLANEOUS PROVISIONS 

Subtitle A—Medicaid Provisions 

Medicaid Disproportionate Share (DSH) Hospital Payments—Tem-
porary Increase. (Section 1001(a) of the Conference Agreement, 
Section 1001 of the House Bill, and Section 601 of the Senate 
Bill) 

Present Law 
Hospitals that serve a large number of uninsured patients and 

Medicaid enrollees receive additional Medicaid disproportionate 
share hospital (DSH) payments. As established in the BBA 1997, 
the federal share of Medicaid DSH payments is capped at specified 
amounts for each state for FY1998 through FY2002. For most 
states, those specified amounts declined over the 5-year period. A 
state’s allotment for FY2003 and for later years is equal to its allot-
ment for the previous year increased by the percentage change in 
the consumer price index for urban consumers (CPI–U) for the pre-
vious year. In addition, each state’s DSH payment for FY2003 and 
subsequent years is limited to no more than 12% of total spending 
for medical assistance in each state for that year. 

BIPA provided states with a temporary reprieve from the de-
clining allotments by establishing a special rule for the calculation 
of DSH allotments for 2 years, raising allotments for FY2001 and 
for FY2002. The provision also clarified that the FY2003 allotments 

VerDate jul 14 2003 06:29 Nov 24, 2003 Jkt 090299 PO 00000 Frm 00809 Fmt 6601 Sfmt 6601 E:\HR\OC\HR391.XXX HR391



808

were to be calculated as specified under BBA 1997, using the lower, 
pre-BIPA levels for FY2002 in those calculations. 

DSH payments to each inpatient general hospital are limited 
to some percentage of the costs of providing inpatient and out-
patient services to Medicaid and uninsured patients at that hos-
pital, less payments received from or on behalf of Medicaid and un-
insured patients. These costs are considered to be unreimbursed 
costs. DSH payments to private hospitals may be no greater than 
100% of unreimbursed costs. Public hospitals, for the two state fis-
cal years beginning after September 2002, cannot receive DSH pay-
ments that exceed 175% of unreimbursed costs. Thereafter, those 
hospitals would be limited to DSH payments of no more than 100% 
of unreimbursed costs. 

House Bill 
The provision would establish a temporary increase in DSH al-

lotments for FY2004 and for certain subsequent fiscal years. Allot-
ments for FY2004 would be set at 120% of FY2003 allotments as 
under BIPA and would not be subject to the ceiling capping states’ 
allotments at 12% of medical assistance payments. Allotments for 
subsequent years would be equal to the allotments for FY2004 un-
less the Secretary determines that the allotments as would have 
been calculated prior to the enactment of this bill would equal or 
exceed the FY2004 amounts. For such fiscal years, allotments 
would be equal to allotments for the prior fiscal year increased by 
the percentage change in the consumer price index for all urban 
consumers for the previous fiscal year. The provision would be ef-
fective upon enactment. 

Senate Bill 
The special DSH rule established by BIPA that raised DSH al-

lotments, subject to the current law limit of 12% of spending for 
medical assistance, would be extended for FY2004 and FY2005. Al-
lotments for FY2004 would be calculated to be equal to FY2004 al-
lotments (as established by BBA 1997) increased by the product of 
0.50; and the difference between: (a) FY2002 allotments (as estab-
lished by BIPA 2000) increased by the percentage change in the 
CPI–U for each of fiscal years 2002 and 2003, and (b) FY2004 allot-
ments (as established by BBA 1997). Allotments FY2005 would be 
calculated to be equal to FY2005 allotments (as established by BBA 
1997) increased by the product of 0.50; and the difference between: 
(a) FY2002 allotments (as established by the BIPA 2000) increased 
by the percentage change in the CPI–U for each of fiscal years, 
2002, 2003, and 2004, and (b) FY2005 allotments (as established by 
BBA 1997). For FY2006 and thereafter, DSH allotments would be 
calculated based on the previous years’ amount (as established by 
BBA 1997 and subject to the current law limit of 12% of spending 
for medical assistance) increased by the percentage change in the 
CPI–U for the previous fiscal year. All allotments would remain 
subject to the current law limit of 12% of medical assistance spend-
ing. 

A separate calculation of the DSH allotment for the District of 
Columbia for FY2004 would be specified. The DSH allotment for 
the District of Columbia for FY2004 would be raised, subject to the 
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current law limit of 12% of spending for medical assistance, by 
multiplying $49 million by the percentage change in the CPI–U for 
each of FY2000, FY2001, FY2002, and FY2003. The provision 
would be effective upon enactment. 

Conference Agreement 
The conference agreement will establish a temporary increase 

in DSH allotments for FY2004 and for certain subsequent fiscal 
years. Allotments for FY2004 are to be set at 116% of FY2003 allot-
ments as under BIPA and will not be subject to the ceiling capping 
states’ allotments at 12% of medical assistance payments. Allot-
ments for subsequent years will be equal to the allotments for 
FY2004 unless the Secretary determines that the allotments as 
would have been calculated prior to the enactment of this bill 
would equal or no longer exceed the FY2004 amounts. For such fis-
cal years, allotments will be equal to allotments for the prior fiscal 
year increased by the percentage change in the consumer price 
index for all urban consumers for the previous fiscal year. The pro-
vision is effective upon enactment. 

Increase in the Floor for Treatment as an Extremely Low DSH 
States Under the Medicaid Program for Fiscal Years 2004 and 
2005. (Section 1001(b) of the Conference Agreement, Section 
602 of the Senate Bill) 

Present Law 
Extremely low DSH states are those states whose FY1999 fed-

eral and state DSH expenditures (as reported to CMS on August 
31, 2000) are greater than zero but less than 1% of the state’s total 
medical assistance expenditures during that fiscal year. DSH allot-
ments for the extremely low DSH states for FY2001 would be equal 
to 1% of the state’s total amount of expenditures under their plan 
for such assistance during that fiscal year. For subsequent fiscal 
years, the allotments for extremely low DSH states would be equal 
to their allotment for the previous year, increased by the percent-
age change in the CPI–U for the previous year, subject to a ceiling 
of 12% of that state’s total medical assistance payments in that 
year. 

House Bill 
No provision. 

Senate Bill 
Allotments for certain extremely low DSH states for FY2004 

and FY2005 would be increased. For states with DSH expenditures 
for FY2000 (as reported to CMS as of August 31, 2003) that are 
greater than zero but less than 3% of the state’s total medical as-
sistance expenditures during that fiscal year, the provision would 
raise the DSH allotments for FY2004 to 3% of the state’s total 
amount of expenditures for such assistance during that fiscal year. 
States with DSH expenditures for FY2001 (as reported to CMS as 
of August 31, 2004) that are greater than zero but less than 3% of 
the state’s total medical assistance expenditures during that fiscal 
year would have the DSH allotments for FY2005 equal to such 
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state’s DSH allotment for FY2004 increased by the percentage 
change in the CPI–U for FY2004. 

A special DSH allotment adjustment for certain states would 
be specified for FY2004 and FY2005. For Tennessee, if its state-
wide Section 1115 waiver is revoked or terminated during FY2004 
and/or FY2005, the Secretary of HHS would permit the state to 
submit an amendment to its state plan that would describe the 
methodology to be used by the state to identify and make payments 
for disproportionate share hospitals (including children’s hospitals, 
and institutions for mental diseases, or other mental health facili-
ties—other than state-owned institutions or facilities), based on the 
proportion of patients served by such hospitals that are low-income 
patients with special needs. The state would be required to provide 
data for the computation of an appropriate DSH allotment that 
does not result in greater expenditures under this title than would 
have been made if such waiver had not been revoked or termi-
nated. The provision would be effective upon enactment. 

Conference Agreement 
The conference agreement will raise the temporary floor for ex-

tremely low DSH states as defined under current law for fiscal 
years 2004 through 2008 by 16% above current amounts. 

Increased Reporting Requirements to Ensure the Appropriateness 
of Payment Adjustments to Disproportionate Share Hospitals 
Under the Medicaid Program. (Section 1001(c) of the Con-
ference Agreement, Section 603 of the Senate Bill) 

Present Law 
BBA 1997 required each state to submit to the Secretary an 

annual report describing the disproportionate share payments 
made to each disproportionate share hospital (DSH) and the meth-
odology used by the state for prioritizing payments to such hos-
pitals. 

House Bill 
No provision. 

Senate Bill 
As a condition of receiving federal Medicaid payments for 

FY2004 and each fiscal year thereafter, the provision would require 
each state to submit to the Secretary an annual report (for the pre-
vious fiscal year) identifying each disproportionate share hospital 
that received a payment, the amount such hospital received, as 
well as other information the Secretary determines necessary to en-
sure the appropriateness of the DSH payments for the previous fis-
cal year. The provision would be effective upon enactment. 

Conference Agreement 
As a condition of receiving federal Medicaid payments for 

FY2004 and each fiscal year thereafter, the conference agreement 
will require each state to submit to the Secretary an annual report 
(for the previous fiscal year) identifying each disproportionate 
share hospital that received a payment, the amount such hospital 
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received, as well as other information the Secretary determines 
necessary to ensure the appropriateness of the DSH payments for 
the previous fiscal year. In addition, the conference agreement will 
require states to submit annually to the Secretary an independent 
certified audit verifying: the extent to which hospitals receiving 
DSH payments have reduced their uncompensated care costs to re-
flect DSH payments received; the states’ compliance with the hos-
pital-specific payment ceilings; the methodology used to calculate 
those ceilings; and the documentation maintained by the states re-
garding claimed costs, expenditures and payments under this sec-
tion. The conference agreement will be effective upon enactment. 

Clarification of Inclusion of Inpatient Drug Prices Charged to Cer-
tain Public Hospitals in the Best Price Exemptions for the 
Medicaid Drug Rebate Program. (Section 1002 of the Con-
ference Agreement, Section 1002 of the House Bill, and Section 
604 of the Senate Bill) 

Present Law 
Medicaid drug rebates are calculated based on the difference 

between the average manufacturer’s price (AMP) and the manufac-
turer’s ‘‘best price.’’ In determining the ‘‘best price’’ for a drug sold 
by a manufacturer, certain discounted prices and fee schedules are 
disregarded. The special discounted prices for outpatient drugs ne-
gotiated by the Office of Pharmacy Affairs (of HHS) with drug 
manufacturers on behalf of certain clinics and safety net providers 
are one example of prices excluded from Medicaid’s ‘‘best price’’ de-
termination. Because of this exclusion from Medicaid’s ‘‘best price’’ 
definition, the discounts available to safety net providers have no 
bearing on the calculation of drug rebates under the Medicaid pro-
gram, allowing those providers to negotiate better rates with man-
ufacturers, since Medicaid rebates will not change with the size of 
their negotiated discounts. Discounted prices for inpatient drugs for 
many safety net providers, however, are not disregarded in the 
Medicaid ‘‘best price’’ determination. 

House Bill 
The provision would modify the definition of ‘‘best price’’ for 

the purpose of calculating Medicaid drug rebates, to also disregard 
the discounted inpatient drug prices charged to certain public safe-
ty net hospitals. Those hospitals would also be subject to the same 
auditing and record keeping requirements as other providers with 
similar exemptions from Medicaid’s ‘‘best price’’ determination. The 
provision would be effective upon enactment. 

Senate Bill 
The provision would modify the definition of ‘‘best price’’ for 

the purpose of calculating Medicaid drug rebates, to also exclude 
the discounted inpatient drug prices charged to certain public safe-
ty net hospitals. Those hospitals would also be subject to the same 
auditing and record keeping requirements as other providers with 
similar exemptions from Medicaid’s ‘‘best price’’ determination. The 
provision would be effective October 1, 2003. 
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Conference Agreement 
The conference agreement will modify the definition of ‘‘best 

price’’ for the purpose of calculating Medicaid drug rebates, to also 
exclude the discounted inpatient drug prices charged to certain 
public safety net hospitals. Those hospitals will also be subject to 
the same auditing and record keeping requirements as other pro-
viders with similar exemptions from Medicaid’s ‘‘best price’’ deter-
mination. The provision will be effective upon enactment. 

Assistance for States for Legal Immigrants 

Present Law 
‘‘Qualified aliens’’ who entered the United States after the en-

actment of the Personal Responsibility and Work Opportunity Rec-
onciliation Act of 1996 (PRWORA, August 22, 1996) are not eligible 
to receive federally funded benefits under Medicaid or SCHIP for 
5 years. Qualified aliens who entered the United States prior to the 
enactment of PRWORA are eligible for federally funded Medicaid 
coverage as a state option, as are qualified aliens arriving after Au-
gust 22, 1996 who have been present in the United States for more 
than 5 years. 

A person who executed an affidavit of support for an alien 
under Senate Section 213A of the Immigration and Nationality Act 
(INA) is liable to reimburse the federal or state government for the 
public benefits received by the sponsored alien until the alien natu-
ralizes or has accumulated 40 quarters of work. Senate Section 
213A was enacted as a part of PRWORA on August 22, 1996. 

House Bill 
No provision. 

Senate Bill 
The provision would lift the 5-year ban and would allow states 

the option to provide medical assistance to certain lawfully residing 
individuals under Medicaid (including under a waiver authorized 
by the Secretary) or SCHIP for any of fiscal years 2005 through 
2007. Those eligible would include lawfully residing women during 
pregnancy and the 60-day period after delivery, and children other-
wise eligible for Medicaid or SCHIP as defined by the state plan. 
States opting to provide coverage to such lawfully residing individ-
uals under SCHIP must also provide coverage to such individuals 
under Medicaid. If services are provided under the Medicaid pro-
gram, the alien’s sponsor would not be liable to reimburse the fed-
eral or state government for the cost of such services. The provision 
would be effective upon enactment. 

Conference Agreement 
No provision. 

GAO Study Regarding Impact of Assets Test for Low-income Bene-
ficiaries. (Section 607 of the Senate Bill) 

Present Law 
No provision. 
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House Bill 
No provision. 

Senate Bill 
The provision would require the General Accounting Office 

(GAO) to conduct a study to determine the extent to which drug 
utilization and access to covered drugs differs between: (1) individ-
uals who qualify for the transitional assistance prescription drug 
card program or for the premiums and cost sharing subsidies avail-
able to certain low-income beneficiaries (including qualified Medi-
care beneficiaries, specified low-income Medicare beneficiaries or 
qualifying individual under Senate Section 1860(D)), and (2) indi-
viduals who do not qualify for the transitional assistance prescrip-
tion drug card program or for the premiums and cost sharing sub-
sidies available to certain low-income beneficiaries solely as a re-
sult of the application of an assets test to the income eligibility re-
quirements of such individuals. The GAO would be required to sub-
mit to Congress the final report (including recommendations for 
legislation) no later than September 30, 2007. The provision would 
be effective upon enactment. 

Conference Agreement 
No provision. 

Clarification Regarding Non-Regulation of Transfers 

Present Law 
No specific provision. 

House bill 
No provision. 

Senate bill 
No provision.

Conference Agreement 
The final conference agreement permits the Secretary, in lim-

ited instances, to allow a publicly-owned regional medical center to 
utilize the disproportionate share hospital allotment of another 
State. This provision will apply through December 31, 2005. 

Urban Health Provider Adjustment. (Section 625 of the Senate Bill) 

Present Law 
There are two other types of ceilings on DSH payments, in ad-

dition to the state-wide allotments. The ‘‘hospital-specific’’ ceiling 
limits payments to hospitals to some percentage of the each hos-
pital’s costs of providing inpatient and outpatient services to Med-
icaid and uninsured patients, less payments received from or on be-
half of Medicaid and uninsured patients (’’unreimbursed costs’’). 
DSH payments to public hospitals are limited to 100% of these un-
reimbursed costs except in fiscal years 2003 and 2004 when the 
percentage of unreimbursed costs that can be covered by DSH rises 
to 175%. The hospital-specific ceiling for private hospitals is 100% 
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of unreimbursed costs and for certain public hospitals in the state 
of California is 175% permanently. 

House Bill 
No provision. 

Senate Bill 
DSH payments made to hospitals that are owned and operated 

by the state of Indiana and located in Marion County would be 
made without regard to the state’s DSH allotment limitation so 
long as those payment amounts, fit FY2004 and each fiscal year 
thereafter do not exceed 175% of the ‘‘unreimbursed costs’’ of fur-
nishing hospital services. 

Conference Agreement 
No provision. 

100% FMAP for Medical Assistance Provided to a Native Hawaiian 
Through a Federally-Qualified Health Center or a Native Ha-
waiian Health Care System Under the Medicaid Program. 
(Section 632 of the Senate Bill) 

Present Law 
The Medicaid program is jointly financed by the states and the 

federal government. The federal government share is based on each 
state’s federal medical assistance percentage (FMAP). The FMAP 
for a state is calculated using a formula reflecting the state per 
capita income relative to the average U.S. per capita income. The 
formula is designed to give a higher FMAP to states with a per 
capita income below the U.S. average. No state can have an FMAP 
of less than 50% or more than 83%. Certain services including fam-
ily planning are paid at an alternative FMAP rate, as are adminis-
trative expenses. In addition, the law provides that services pro-
vided through an Indian Health Service facility operated by the In-
dian Health Service or an Indian tribe or tribal organization have 
an FMAP of 100%. 

The Jobs and Growth Tax Relief Reconciliation Act of 2003 
(JEGTRRA, P.L. 108–026) altered the statutory calculation of the 
FMAPs by providing a hold harmless for declines from the prior 
year for each state FMAP, and a temporary increase of 2.95 per-
centage points for the last 2 quarters of fiscal year 2003 and the 
first three quarters of fiscal year 2004. The calculated statutory 
FMAPs for Hawaii would be 58.77% for fiscal year 2003 and 
58.90% for fiscal year 2004. The JEGTRRA changes result in an 
FMAP of 61.75% for the last 2 quarters of fiscal year 2003, and 
61.85% for the first three quarters of fiscal year 2004. The FMAP 
for services provided to a Native Hawaiian is the same as for serv-
ices provided to other Medicaid beneficiaries in Hawaii. 

House Bill 
No provision. 
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Senate Bill 
For services provided to a Native Hawaiian by a federally 

qualified health center or a Native Hawaiian health care system, 
the FMAP would be 100%. Services qualifying for the 100% FMAP 
would include those provided by referral, and under contract or 
other arrangement between a health care provider and the feder-
ally qualified health center or Native Hawaiian health care system. 
The provision would be effective for medical assistance provided on 
or after the date of enactment. 

Conference Agreement 
No provision. 

Extension of Moratorium. (Section 633 of the Senate Bill) 

Present Law 
Medicaid payment for services provided by an institution for 

mental disease (IMD) may be made only for beneficiaries who are 
under age 21 or over 65. IMD means a hospital, nursing facility, 
or other institution of more than 16 beds, that is primarily engaged 
in providing diagnosis, treatment, or care of persons with mental 
diseases, including medical attention, nursing care, and related 
services. For two facilities in Michigan—Kent Community Hospital 
Complex and Saginaw Community Hospital—previous legislation 
has imposed a moratorium on determination of the facilities as 
IMDs through December 31, 2002. 

House Bill 
No provision. 

Senate Bill
The moratorium on the determination of Saginaw Community 

Hospital as an IMD would be permanently extended. The provision 
would be effective as if included in the Balanced Budget Act of 
1997. 

Conference Agreement 
The moratorium on the determination of Saginaw Community 

Hospital as an IMD would be extended for 2 years. The provision 
would be effective as if included in the Balanced Budget Act of 
1997. 

Subtitle B—Miscellaneous Provisions 

Employer Flexibility. (Section 1011 of the Conference Agreement, 
and Section 631 of the Senate Bill) 

Present Law 
No provision. 

House Bill 
No provision. 
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Senate Bill 
The provision would amend the Age Discrimination in Employ-

ment Act of 1967 to allow an employee benefit plan that provides 
medical benefits to be offered to retirees who are not eligible for 
Medicare benefits or benefits provided under a State plan without 
offering medical benefits, or the same medical benefits, to Medi-
care-eligible retirees or retirees eligible for benefits under a State 
plan. Under the provision, an employee benefit plan that distin-
guishes between those retirees and other retirees would not violate 
the ADEA. The provision would be effective upon enactment. 

Conference Agreement 
No provision. However, the conferees reviewed the ADEA and 

its legislative history and believe the legislative history clearly ar-
ticulates the intent of Congress that employers should not be pre-
vented from providing voluntary benefits to retirees only until they 
become eligible to participate in the Medicare program. 

Federal Reimbursement of Emergency Health Services Furnished 
to Undocumented Aliens 

Present Law 
The Balanced Budget Act of 1997 (BBA97) provided $25 mil-

lion in funding for state emergency health services furnished to un-
documented aliens for each of FY1998 through 2001. Funds were 
distributed among the 12 states with the highest number of un-
documented aliens. In a fiscal year, each state’s portion of the total 
funds available was based on its share of total undocumented 
aliens in all of the eligible states. The share of undocumented 
aliens in each state were based on the estimates provided by the 
Statistics Division of the Immigration and Naturalization Service 
(INS). 

House Bill 
No provision. 

Senate Bill 
For each of fiscal years 2005 through 2008 the provision would 

appropriate for allotment among states $250 million in funds for 
emergency health services furnished to undocumented aliens. Each 
such fiscal year the Secretary would distribute $167 million of $250 
million among all states. Each state would receive an amount equal 
to the product of the total amount available in each fiscal year, and 
the proportion of the state’s share of undocumented aliens to the 
total count of undocumented aliens residing in all states as deter-
mined by the Statistics Division of the Immigration and Natu-
ralization Service, as of January 2003, based on the decennial cen-
sus. 

For each of fiscal years 2005 through 2008, the Secretary 
would distribute $83 million of $250 million among the 6 states 
with the highest number of undocumented alien apprehensions for 
such fiscal year. Each such state would receive an amount that 
bears the same ratio to the total amount available for allotments 
to such states (in each fiscal year) as the ratio of the number of 
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undocumented alien apprehensions in the state (in each fiscal year) 
to the total number of undocumented alien apprehensions for all 
such states (in each fiscal year) based on the four most recent quar-
terly apprehensions rates for undocumented aliens as reported by 
the Immigration and Naturalization Service. 

From the state allotments described above, the Secretary 
would pay directly to local governments, hospitals, or other pro-
viders located in the state (including providers of services rendered 
through an Indian Health Service facility) for costs incurred in pro-
viding emergency health care services furnished to undocumented 
aliens during that fiscal year (even if the care is furnished to aliens 
who have been allowed to enter for the sole purpose of receiving 
emergency health care services). No later than September 1, 2004, 
the Secretary would be required to establish a process that includes 
measures to protect against fraud and abuse, under which entities 
would apply for reimbursement from the state’s allotments for 
claims associated with emergency health care services furnished to 
undocumented aliens. Advanced payments would be made quar-
terly based on the applicant’s projected expenditures. The Sec-
retary would also be required to set up a process to allow for prior 
period adjustments resulting from underpayment or overpayment 
to an entity in a prior quarter. Funds shall remain available until 
they are expended. The provision would be effective upon enact-
ment. 

Conference Agreement 
For each of fiscal years 2005 through 2008 the Conference 

agreement appropriates for allotment among eligible providers in 
the 50 states and the District of Columbia $250 million in addi-
tional federal funding for emergency health services furnished to 
undocumented aliens. For each such fiscal year, the Secretary must 
distribute $167 million of $250 million among eligible providers in 
all states. Each state’s share of this amount will be based on its 
proportion of total number of undocumented aliens in all states as 
determined by the Statistics Division of the Immigration and Natu-
ralization Service, as of January 2003, based on the decennial cen-
sus. 

For each of fiscal years 2005 through 2008, the Secretary must 
distribute $83 million of $250 million among eligible providers in 
the six states with the highest number of undocumented alien ap-
prehensions for such fiscal year. Each state’s share of this amount 
is equal to the product of the total amount available for allotments 
to such states (in each fiscal year), and the proportion of the num-
ber of undocumented alien apprehensions in the state (in each fis-
cal year) to the total number of undocumented alien apprehensions 
for all such states (in the preceding fiscal year) based on apprehen-
sions rates for undocumented aliens as reported by the Immigra-
tion and Naturalization Service in the four consecutive-quarter pe-
riods ending before the beginning of the fiscal year for which such 
information is available. 

From the $250 million in state allotments described above, the 
Secretary will pay directly to eligible providers located in the state 
(including hospitals, physicians, or providers of ambulance services, 
and Indian Health Service facilities) for unreimbursed costs in-
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curred by providing emergency health care services during that fis-
cal year to: (1) undocumented aliens; (2) aliens who have been pa-
roled in the United States at a port of entry for the purpose of re-
ceiving eligible services; and (3) Mexican citizens permitted to 
enter the United States for not more than 72 hours under the au-
thority of a specified identification card. In establishing a payment 
methodology, the Secretary may establish different methodologies 
for different types of eligible providers, may calculate payments to 
hospitals based on hospital-specific cost-to-charge ratios, and shall 
make quarterly payments to eligible providers. Hospitals may elect 
to receive payment for hospital and all physician services in which 
case they may pass on payments for physician services directly to 
physicians without charging hospital administrative fees. If the 
amount of funds allotted to a state is insufficient to ensure that 
each eligible provider receives the amount described above, then 
the Secretary is required to reduce the amount of payment to eligi-
ble providers to ensure that each eligible provider is paid. 

No later than September 1, 2004, the Secretary must establish 
a process that includes measures to protect against fraud and 
abuse to ensure that inappropriate, excessive or fraudulent pay-
ments are not made from allotments. Advance payments may be 
made quarterly based on the applicants projected expenditures. 
The Secretary is also required to set up a process to allow for prior 
period adjustments resulting from underpayments or overpay-
ments. Funds will remain available until they are expended. The 
provision will be effective upon enactment. 

Commission on Systematic Interoperability. (Section 1013 of the 
Conference Agreement) 

Pediatric Palliative Care Demonstration 
Medicare is designed for aged and disabled individuals (typi-

cally people over 65 years of age). It was not designed with children 
in mind. 

The conferees are aware of potential barriers in the current 
system for children with life-threatening illnesses. First, in order to 
qualify for hospice, a doctor must certify that a child has 6 months 
to live. Determining how long a child has to live is often difficult. 
Second, the current system does not allow a patient to receive cura-
tive and palliative care simultaneously. This means that children 
can either receive treatment for their disease or they can receive 
palliative care. 

HHS should conduct a demonstration project in up to 6 geo-
graphically diverse sites to determine whether palliative care for 
children may be improved under circumstances where such bar-
riers are reduced or eliminated. Such demonstration shall take 
place over at least a three-year period. 

The Secretary, in conducting such demonstration project, 
should take into account the recommendations of the Institute of 
Medicine in its report: ‘‘When Children Die: Improving Palliative 
and End-of-Life Care for Children and Their Families.’’ 

In particular, the Secretary should consider including as part 
of the demonstration: 
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1. Waivers To Elect Hospice Care and Receive Curative Treat-
ment. 

2. Care coordination from diagnosis to end of life. 
3. Features to ensure that parents have information about ex-

isting pediatric hospice and palliative care programs to make deci-
sions about the care of their child. 

4. Bereavement counseling for the family and reimbursement 
to provider. 

The conferees believe that it is important that the Secretary 
have flexibility when conducting such demonstration to provide ad-
ditional benefits so long as they are consistent with the rec-
ommendations contained in the IOM Report and they are provided 
in budget neutral manner. The conferees also believe that the Sec-
retary should provide reports to Congress, as appropriate, that in-
clude an evaluation of the short- and long-term costs and benefits 
of palliative care under traditional Medicare and the demonstration 
projects, determine the quality and duration of palliative care 
under the demonstration project, and evaluate whether there is an 
offset of savings by providing pediatric palliative care, and the pro-
jected cost of implementing the demonstrations on a national basis. 

Present Law 
No provision. 

House Bill 
No provision. 

Senate Provision 
No provision. 

Conference Agreement 
The conference agreement instructs the Secretary to establish 

a Commission on Systemic Interoperability to develop a com-
prehensive strategy for the adoption and implementation of health 
care information technology standards. In developing its strategy, 
the Commission must consider the costs and benefits of the stand-
ards, the current demand on industry resources to implement these 
and other electronic standards (including the HIPAA administra-
tive simplification standards), and the most cost-effective and effi-
cient means for industry to implement the standards. The Commis-
sion must not interfere with any ongoing process of developing or 
adopting standards, nor shall it replicate activities related to such 
standards or to the HHS National Health Information Infrastruc-
ture initiative. Not later than October 31, 2005, the Commission 
must submit a report to the Secretary and the Congress describing 
its strategy. 

The Commission shall be composed of 11 members. The Presi-
dent shall appoint three members, including a Chairperson; the 
Senate Majority Leader, the Senate Minority Leader, the Speaker, 
and the House Minority Leader shall each appoint two members. 
Commission membership must include nationally recognized ex-
perts in health finance and economics, health plans and integrated 
delivery systems, health care reimbursement, health care tech-
nology and information systems, and other related fields, as well as 
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physicians, pharmacists, and other health care providers, who pro-
vide a mix of professionals, broad geographic representation, and a 
balance between urban and rural representation. Each member 
shall be appointed for the life of the Commission. 

Commission members shall be paid for each day (including 
travel days) of service at a rate not exceeding the rate of basic pay 
for level IV of the Executive Schedule. Each member shall also re-
ceive travel expenses and a per diem. Federal employees who serve 
on the Commission may not receive any financial compensation. 

A majority of Commission members shall constitute a quorum 
but a lesser number may hold hearings. The Commission Chair-
person must appoint a Director, to be paid at a rate not exceeding 
the rate of basic pay for level IV of the Executive Schedule. With 
the Commission’s approval, the Director may appoint additional 
staff, as well as temporary experts and consultants. Employees of 
federal agencies may also be detailed to the Commission to assist 
in carrying out its duties. 

The Commission may, as appropriate, hold hearings, take tes-
timony, and receive evidence. Any Commission member or agent 
may, if so authorized by the Commission, take any action which 
the Commission is authorized to take. The Commission may obtain 
official information from a federal agency and may accept, use and 
dispose of gifts, bequests, or devises of services or property, both 
real and personal. Gifts, bequests, or devises or money and pro-
ceeds from sales of other property received as gifts, bequests, or de-
vices shall be deposited in the Treasury and available for disburse-
ment upon order of the Commission. The Commission may use the 
U.S. mail under the same conditions as other federal agencies and 
may enter into contracts as may be necessary to conduct its work. 
Upon the Commission’s request, the Administrator of General 
Services must provide administrative support services to the Com-
mission on a reimbursable basis. 

The Commission shall terminate 30 days after submitting its 
report to the Secretary and the Congress. The conference report au-
thorizes to be appropriated such sums as may be necessary to carry 
out this Section. 

Research on Outcomes of Health Care Items and Services. (Section 
1014 of the Conference Agreement) 

Present Law 
The Agency for Healthcare Research and Quality (AHRQ) is an 

agency within the Department of Health and Human Services. 
AHRQ’s mission is to support, conduct, and disseminate research 
that improves access to care and the outcomes, quality, cost, and 
utilization of health care services. The research agenda is designed 
to be responsive to the needs of its customers, including patients, 
clinicians, institutions, plans, purchasers, and federal, state and 
local governments. The research conducted by AHRQ is used to in-
form medical practice, educate consumer understanding of health 
care, and expand policymakers’ ability to monitor and evaluate the 
impact of system changes on outcomes, quality, access, cost, and 
use of health care, and to devise policies to improve system per-
formance. 
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House Bill 
No provision. 

Senate Bill 
No provision. 

Conference Agreement 
The conference agreement authorizes and appropriates $50 

million for fiscal year 2004 for the Secretary through the Agency 
for Healthcare Research and Quality to conduct research to address 
the scientific information needs and priorities identified by the 
Medicare, Medicaid, and State Children’s Health Insurance Pro-
grams. The information needs and priorities will relate to the clin-
ical effectiveness and appropriateness of specified health services 
and treatments, and the health outcomes associated with such 
services and treatments. The needs and priorities also will address 
strategies for improving the efficiency and effectiveness of those 
health care programs. The Secretary is required to establish a proc-
ess for developing research priorities. Not later than 6 months after 
the date of enactment, the Secretary must establish an initial list 
of priorities. The Secretary must complete the evaluation and syn-
thesis of the scientific evidence related to that initial list within 18 
months after development of such a list and disseminate the re-
search findings to the public, prescription drug plans, and other 
plans. Not later than 18 months after the date of enactment, the 
Secretary is required to identify voluntary options that could be un-
dertaken by public and private entities to improve information 
sharing regarding outcomes and quality of care, adopt innovative 
quality improvement strategies, develop management tools to im-
prove oversight by state officials, support federal and state initia-
tives to improve the quality, safety, and efficiency of services, and 
provide a basis for estimating the fiscal and coverage impact of fed-
eral or state policy changes of the Medicare, Medicaid, and State 
Children’s Health Insurance Programs. The Administrator for the 
Center for Medicare and Medicaid Services may not use data from 
the research conducted to withhold coverage of a prescription drug, 
to mandate a national standard, or require a specific approach to 
quality measurement and reporting. 

Health Care that Works for All Americans—Citizens Health Care 
Working Group. (Section 1015 of the Conference Agreement, 
and Section 620 of the Senate Bill) 

Present Law 
No provision.

House Bill 
No provision. 

Senate Bill 
The bill would authorize $3 million for each of the fiscal years 

2005 and 2006 for the Secretary of HHS, acting through the Agen-
cy for Healthcare Research and Quality, to establish a group that 
would be called the ‘‘Citizens’ Health Care Working Group.’’ The 25 
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members of the group would come from health care stakeholders 
and would be appointed by Congressional leaders. Working Group 
member appointments could not be made from elected officials. Ap-
pointments would be for a 2-year period. Once all the members of 
the Working Group have been appointed, Congressional leaders 
would appoint a chairperson from among the members. The Work-
ing Group would be responsible for holding hearings and producing 
public reports regarding expanding coverage options, the cost of 
health care, innovative state and community strategies to expand 
coverage or reduce costs, and the role of evidence-based medicine 
and technology in improving quality and lowering costs. The first 
hearing would be required to be held within 90 days after the 
chairperson was appointed and additional hearings would be per-
mitted. Within 90 days of completing hearings, the Working Group 
would be required to prepare a report that discusses numerous 
health care issues including health care and related services used 
by individuals throughout their lifetimes, the cost of health care 
services, sources of coverage and payment, and reasons for 
uninsurance and underinsurance. 

In addition to hearings, the Working Group would be required 
to hold community meetings throughout the United States in suffi-
cient number to reflect geographic differences, diverse populations, 
and a balance among urban and rural populations. The Working 
Group would be required to prepare an interim set of recommenda-
tions on health care coverage and ways to improve and strengthen 
the health care system based on the information and preferences 
expressed at the community meetings within 180 days after the 
conclusion of the community meetings. There would be a 90-day 
public comment period on the recommendations. Not later than 120 
days after the end of the public comment period, the Working 
Group would be required to submit to Congress and the President 
a final set of recommendations. Not later than 45 days after receiv-
ing the final recommendations, the President would be required to 
submit a report to Congress with additional views and comments 
on the recommendations and recommendations for legislation and 
administrative actions. Each congressional committee of jurisdic-
tion would be required to hold at least one hearing on the report 
and the final recommendations. 

The Working Group would be staffed by an Executive Director 
appointed by the chairperson, up to 20 Federal Government em-
ployees on detail, and could procure temporary or intermittent 
services of individuals. The Working Group would be required to 
report to Congress annually a detailed description of the expendi-
tures of the Working Group used to carry out its duties. The Work-
ing Group would terminate when the report with the final rec-
ommendations is submitted to Congress, but not later than two 
years after the date on which Working Group members were ap-
pointed. The provision would be effective upon enactment. 

Conference Agreement 
The conference agreement authorizes $3 million for each of the 

fiscal years 2005 and 2006 for the Secretary of HHS, acting 
through the Agency for Healthcare Research and Quality, to estab-
lish a group called the ‘‘Citizens’ Health Care Working Group.’’ The 
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working group will be composed of 15 members; one member will 
be the Secretary and the other 14 members will be appointed by 
the Comptroller General. Appointments will include certain con-
sumers of heath services, and individuals with expertise in the 
health care industry. Appointment will not include elected officials. 
The duration of appointments will be for the life of the Working 
Group. Not later than 15 days after which all appointments have 
been made, the Comptroller General will designate a chairperson 
from the members. The Working Group will be responsible for hold-
ing hearings and producing public reports regarding expanding cov-
erage options, the cost of health care, innovative state and commu-
nity strategies to expand coverage or reduce costs, and the role of 
evidence-based medicine and technology in improving quality and 
lowering costs. The first hearing must be held within 90 days after 
designation of the chairperson, and additional hearings would be 
permitted as long as such hearings do not delay the Working 
Group’s other activities. Within 90 days of completing hearings, the 
Working Group will prepare a report that discusses numerous 
health care issues including health care and related services used 
by individuals throughout their lifetimes, the cost of health care 
services, sources of coverage and payment, and reasons for 
uninsurance and underinsurance. 

In addition to hearings, the Working Group will hold commu-
nity meetings throughout the United States in sufficient number to 
reflect geographic differences, diverse populations, and a balance 
among urban and rural populations. The Working Group will pre-
pare an interim set of recommendations on health care coverage, 
and ways to improve and strengthen the health care system based 
on the information and preferences expressed at the community 
meetings within 180 days after the conclusion of such meetings. 
There will be a 90-day public comment period on the recommenda-
tions. 

Not later than 120 days after the end of the public comment 
period, the Working Group will submit to Congress and the Presi-
dent a final set of recommendations. Not later than 45 days after 
receiving the final recommendations, the President will submit a 
report to Congress with additional views and comments on the rec-
ommendations, and recommendations for legislative and adminis-
trative actions. Each congressional committee of jurisdiction will 
hold at least one hearing on the report and the final recommenda-
tions. 

The Working Group will be staffed by an Executive Director 
appointed by the chairperson, up to 20 Federal Government em-
ployees on detail, and could procure temporary or intermittent 
services of individuals. The Working Group will report annually to 
Congress a detailed description of the expenditures used by the 
Working Group to carry out its duties. The Working Group will ter-
minate within 2 years after the date on which all members of the 
Working Group were appointed. 
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Establishment of Consumer Ombudsman Account. (Section 606 of 
the Senate Bill) 

Present Law 
The Omnibus Budget Reconciliation Act of 1990 established 

State Health Insurance Counseling Assistance grants to states to 
provide education and information to Medicare beneficiaries. Fund-
ing has been subject to annual appropriations. 

House Bill
No provision. 

Senate Bill 
A Consumer Ombudsman Account would be established in the 

Medicare Trust Fund and $1 for every Medicare beneficiary would 
be appropriated to the account from the Trust Fund beginning with 
fiscal year 2005. The account would be used to make grants to 
State Health Insurance Counseling Programs. The provision would 
be effective upon enactment. 

Conference Agreement 
No provision. 

Health Care Infrastructure Improvement. (Section 1016 of the Con-
ference agreement and Section 608 of the Senate Bill) 

Present Law 
No provision. 

House Bill 
No provision. 

Senate Bill 
A loan program would be established to improve the cancer-re-

lated health care infrastructure in certain geographic areas of the 
United States. Examples of potentially eligible projects would in-
clude the construction, renovation, or other capital improvement of 
any hospital, medical research facility or other medical facility or 
the purchase of any equipment to be used in a hospital, research 
facility or other medical research facility. In order to receive assist-
ance, the project applicant would be required to: (1) be engaged in 
research in the causes, prevention, and treatment of cancer; (2) be 
designated as a cancer center for the National Cancer Institute 
(NCI) or be designated by the state as the sole official comprehen-
sive cancer effort for the state; and (3) be located in a state that 
on the date of enactment of this title has a population of less than 
3 million individuals. $49 million in budget authority would be au-
thorized for July 1, 2004 through FY2008 to carry out the loan pro-
gram, $2 million of which may be used each year for administra-
tion of the program by the Secretary. Not later than 4 years after 
enactment, the Secretary would be required to submit to Congress 
a report summarizing the financial performance of the projects that 
have received assistance under this program, including rec-
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ommendations on the future operation of the program. The provi-
sion would be effective upon enactment. 

Conference Agreement 
A loan program would be established to improve the cancer-re-

lated health care hospital infrastructure in the United States. Ex-
amples of potentially eligible projects would include the construc-
tion, renovation, or other capital improvement of any hospital. In 
order to receive assistance, the project applicant would be required 
to: (1) be engaged in research in the causes, prevention, and treat-
ment of cancer; (2) be designated as a cancer center for the Na-
tional Cancer Institute (NCI) or be designated by the state as the 
sole official comprehensive cancer effort for the state. $200 million 
in budget authority would be authorized for July 1, 2004 through 
FY2008 to carry out the loan program, $2 million of which may be 
used each year for administration of the program by the Secretary. 
Not later than 4 years after enactment, the Secretary would be re-
quired to submit to Congress a report summarizing the financial 
performance of the projects that have received assistance under 
this program, including recommendations on the future operation 
of the program. The provision would be effective upon enactment. 

Capital Infrastructure Revolving Loan Program. (Section 609 of the 
Senate Bill) 

Present Law 
The Public Health Services Act establishes a fund in the Treas-

ury from which the Secretary of HHS can make loans or loan guar-
antees in the amounts that have been specified in appropriations 
Acts from time to time. Under the Medicare Rural Hospital Flexi-
bility Program established as part of Title XVIII, the Secretary 
may award grants to rural hospitals to cover the implementation 
costs associated with data systems needed to meet the BBA 97 re-
quirements. 

House Bill 
No provision. 

Senate Bill 
The Secretary would be able to make loans to any rural entity 

to acquire land, renovate buildings, and purchase major moveable 
equipment or other appropriate projects. A rural entity would in-
clude rural health clinics, a medical facility with less than 50 beds 
in a county that is not part of a metropolitan statistical area or is 
in a rural census tract of such area, a hospital that is a rural refer-
ral center or a sole community hospital. An entity that has been 
geographically reclassified for the purposes of Medicare reimburse-
ment would not be precluded from being considered a rural pro-
vider. Loan guarantees and interest subsidies of up to 3% of the 
net effective interest rate would be authorized. The total of the gov-
ernment’s exposure with respect to this program would not exceed 
$50 million per year. The total of the principal amount of all loans 
directly made or guaranteed in any year may not exceed $250 mil-
lion per year. In addition, rural providers could apply to receive 
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lion. The program would expire after September 30, 2008. The pro-
vision would be effective upon enactment. 

Conference Agreement 
No provision. 

Increase in Appropriation to the Health Care Fraud and Abuse 
Control Account. (Section 611 of the Senate Bill) 

Present Law
The Health Insurance Portability and Accountability Act of 

1996 (HIPAA, P.L. 104–91) established the Health Care Fraud and 
Abuse Control (HCFAC) Program which is administered by the 
HHS Office of Inspector General and the Department of Justice. 
Funds for the HCFAC program are appropriated from the Federal 
Hospital Insurance Trust Fund. HIPAA provided for annual in-
creases of 15% in HCFAC funding through 2003, after which the 
appropriation for HCFAC and the amount earmarked for HHS–
OIG remains the same. In FY2003 the available appropriation for 
HCFAC was $240,558,320 of which $150 million to $160 million 
was available to the HHS–OIG. 

House Bill 
No provision. 

Senate Bill 
Additional appropriations to HCFAC would be authorized. In 

FY2004, the increase would be $10 million over the FY2003 appro-
priation limit; in FY2005 the increase would be $15 million over 
the FY2003 limit; in FY2006 the increase would be $25 million 
above the FY2003 limit. Subsequent years appropriations would be 
at the 2003 limit. The HHS–OIG earmarked appropriations would 
increase as well: to $170 million in FY2004, $175 million in 
FY2005, $185 million in FY2006. In subsequent years, it would be 
not more than $150 million and not more than $160 million. The 
provision would be effective upon enactment. 

Conference Agreement 
No provision. 

Increase in Civil Penalties Under the False Claims Act. (Section 
612 of the Senate Bill) 

Present Law 
The False Claims Act imposes a liability on those who know-

ingly present or cause to be presented a false or fraudulent claim 
for payment by the government. In certain instances, the person 
may be liable for a civil penalty of not less than $5,000 and not 
more than $10,000, plus treble damages. 

House Bill 
No provision. 
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Senate Bill 
For violations occurring on or after January 1, 2004, the min-

imum amount of the civil penalty would be increased from $5,000 
to $7,500 and the maximum amount would increase from $10,000 
to $15,000. The provision would be effective for violations occurring 
on or after January 1, 2004. 

Conference Agreement 
No provision. 

Increase in Civil Monetary Penalties under the Social Security Act. 
(Section 613 of the Senate Bill) 

Present Law 
The Office of the Inspector General (OIG) has the authority to 

impose civil monetary penalties (CMPs) on any person (including 
an organization or other entity, but not a beneficiary) who know-
ingly presents, or causes to be presented, to a state or federal gov-
ernment employee or agent certain false or improper claims for 
medical or other items or services. CMPs may also be imposed for 
other fraudulent activities such as inflating charges for services, 
providing services when not a properly licensed physician, billing 
for medically unnecessary services, falsely certifying that an indi-
vidual meets the requirements for home health services, and offer-
ing or soliciting remuneration to influence the provision of medical 
services. Depending upon the violation, Section 1128A of the SSA 
authorizes the imposition of CMPs up to $10,000 for each item or 
service involved, up to $15,000 for individuals who provide false or 
misleading information in certain instances, and up to $50,000 per 
act in other instances as well as treble damages. 

House Bill 
No provision. 

Senate Bill 
The amount of penalties would be increased for violations that 

occur on or after January 1, 2004. In instances where penalties are 
limited to $10,000 would be increased to $12,500; those penalties 
that are limited to $15,000 would be increased to $18,750; and 
those that are limited to $50,000 would be increased to $62,500. 
The provision would be effective for violations occurring on or after 
January 1, 2004. 

Conference Agreement 
No provision. 

Extension of Customs User Fees. (Section 614 of the Senate Bill) 

Present Law 
The U.S. Customs Service, the federal government’s oldest rev-

enue collecting agency is responsible for regulating the movement 
of persons, carriers, merchandise, and commodities between the 
United States and other countries. Its authority to impose user fees 
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for certain services lapsed on September 30, 2003, but was subse-
quently restored. 

House Bill 
No provision.

Senate Bill 
The authority to impose user fees would be extended until Sep-

tember 30, 2013. 

Conference Agreement 
No provision. 

Provision of Information on Advance Directives. (Section 616 of the 
Senate Bill) 

Present Law 
Information about advance directives is required to be given to 

patients in hospitals, skilled nursing facilities, and served by home 
health agencies. The Secretary is required to provide Medicare 
beneficiaries annual information about Medicare benefits, limita-
tions on payment, and a description of the limited benefits for long-
term care. This information is provided to Medicare beneficiaries in 
the Medicare & You handbook that is mailed annually to all bene-
ficiaries. 

House Bill 
No provision. 

Senate Bill 
The Secretary would be required to provide information on ad-

vance directives in the Medicare & You handbook. The information 
would be required to be presented in a separate Senate section on 
advance directives and would include specific information about liv-
ing wills and durable power of attorney for health care. The Sec-
retary would further be required to note the inclusion of this infor-
mation in the introductory letter that accompanies the handbook. 
The provision would be effective upon enactment. 

Conference Agreement 
No provision. 

Sense of the Senate Regarding Implementation of the Prescription 
Drug and Medicare Improvement Act of 2003. (Section 617 of 
the Senate Bill) 

Present Law 
No provision. 

House Bill 
No provision. 

Senate Bill 
The provision expresses a sense of the Senate that the Com-

mittee on Finance should hold at least four hearings to monitor im-
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plementation of the Prescription Drug and Medicare Improvement 
Act of 2003. The first hearing should be held within 60 days after 
enactment of the Act, the remaining hearings should be held May 
2004, October 2004, and May 2005. The provision would be effec-
tive upon enactment. 

Conference Agreement 
No provision. 

Extension of Municipal Health Service Demonstration Projects. 
(Section 618 of the Senate Bill) 

Present Law 
Under the Consolidated Omnibus Budget Reconciliation Act of 

1985, as amended, the Municipal Health Service Demonstration 
projects will expire on December 31, 2004. The municipal health 
services demonstration program is a multi-site demonstration in-
tended to improve access to primary care services in underserved 
urban areas and to reduce the cost of health care. BBA 1997 au-
thorized the Secretary to extend the project through December 31, 
2000, but only with respect to persons who had received at least 
one service for the period of January 1, 1996–August 7, 1997 (the 
enactment date of BBA 97). Sites who wanted the demonstration 
project extended were required to submit plans for the orderly 
transition of participants to a non-demonstration health care deliv-
ery system. Subsequent legislation extended the project through 
December 31, 2004. 

House Bill 
No provision. 

Senate Bill 
This provision would extend these demonstration projects to 

December 31, 2009, for individuals who reside in the city in which 
the project is operated. The provision would be effective upon en-
actment. 

Conference Agreement 
No provision. 

Study on Making Prescription Pharmaceutical Information Acces-
sible for Blind and Visually Impaired Individuals. (Section 619 
of the Senate Bill) 

Present Law 
No provision. 

House Bill
No provision. 

Senate Bill 
The Secretary would be required to study how to make pre-

scription drug information, including drug labels and usage in-
structions, accessible to blind and visually impaired individuals. 
The study would be required to include a review of existing and 
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emerging technologies. A report would be required within 18 
months of enactment and would include recommendations for im-
plementing usable formats and an estimate of the associated costs. 
The provision would be effective upon enactment. 

Conference Agreement 
No provision. 

GAO Study of Pharmaceutical Price Controls and Patient Protec-
tions in the G–7 Countries. (Section 621/Duplicative Provision 
634 of the Senate Bill) 

Present Law 
No provision. 

House Bill 
No provision. 

Senate Bill 
The GAO would be required to study price controls on pharma-

ceuticals in France, Germany, Italy, Japan, the United Kingdom, 
and Canada to review the impact they have on consumers, includ-
ing American consumers, and on innovation in medicine. The provi-
sion would be effective upon enactment. 

Conference Agreement 
No provision. 

Safety Net Organizations and Patient Advisory Commission. (Sec-
tion 624/Duplicative Provision 635 of the Senate Bill) 

Present Law 
No provision. 

House Bill 
No provision. 

Senate Bill 
The provision would establish the Safety Net Organizations 

and Patient Advisory Commission that would conduct an ongoing 
review of the health care safety net programs including Medicaid, 
the State Children’s Health Insurance Program (SCHIP), Maternal 
and Child Health Services Block Grant Programs, Federally quali-
fied health center (FQHC) programs, rural health clinic (RHC) pro-
grams, disproportionate share hospital (DSH) payment programs, 
and the Emergency Medical Treatment and Active Labor Act 
(EMTALA). The Commission would review a variety of issues and 
data related to the safety net programs. 

The Commission would be required to submit annual reports 
to the appropriate committees of Congress on the health care needs 
of the uninsured and the financial and infrastructure stability of 
the Nation’s core health care safety net. The first report would be 
due June, 2005. Additional reports could be made if requested by 
the chairpersons or ranking minority members of appropriate com-
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mittees of Congress or if the Commission deems such additional re-
views and reports appropriate. 

The Commission would have 13 members appointed by the 
Comptroller General of the United States in consultation with the 
appropriate committees of Congress. Members would be drawn 
from health professionals, employers, third-party payers, research-
ers, recipients of care from core health care safety net and individ-
uals who provide and manage the delivery of care by the core 
health care safety net. The term of the members would be 3 years, 
although the initial appointments would be on a staggered basis. 
The Comptroller General would be required to establish a system 
for public disclosure of financial and other potential conflicts of in-
terest by members of the Commission. The Commission could hire 
an executive director and other personnel without regard to the 
provisions of Title V of the United States Code. The Comptroller 
General would be required to appoint the initial members of the 
Commission by June 1, 2004. 

Conference Agreement 
No provision. 

Committee on Drug Compounding. (Section 626 of the Senate Bill) 

Present Law 
No provision. 

House Bill 
No provision. 

Senate Bill 
The Secretary would be required to establish a committee on 

drug compounding within the Food and Drug Administration to en-
sure that patients are receiving necessary, safe, and accurate dos-
ages of compounded drugs. The members of the committee would 
be appointed by the Secretary and would include representatives 
from the National Association of Boards of Pharmacy; pharmacy 
groups; physician groups; consumer and patient advocate groups; 
the United States Pharmacopoeia; and other individuals deter-
mined appropriate by the Secretary. The Committee would be re-
quired to submit a report with recommendations of the Committee 
to improve and protect patient safety within 1 year of enactment. 
The Committee would terminate 1 year after enactment. 

Conference Agreement 
No provision. 

Sense of the Senate Concerning the Structure of Medicare Re-
form and the Prescription Drug Benefit. (Section 627 of the Senate 
Bill). 

Present Law 
No provision. 

House Bill 
No provision. 
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Senate Bill 
The provision provides a sense of the Senate that Medicare re-

form legislation should achieve certain principles. 

Conference Agreement 
No provision. 

Sense of the Senate Regarding the Establishment of a Nationwide 
Permanent Lifestyle Modification Program for Medicare Bene-
ficiaries. (Section 628 of the Senate Bill). 

Present Law 
No provision. 

House Bill 
No provision. 

Senate Bill 
The provision provides a sense of the Senate that coronary dis-

ease is expensive, the Medicare Lifestyle Modification Program has 
been operating in 12 states as a demonstration program, and such 
program of behavior modification should be conducted on a national 
basis for those beneficiaries who elect to participate. The provision 
would be effective upon enactment. 

Conference Agreement 
No provision.

TITLE XI—ACCESS TO AFFORDABLE PHARMACEUTICALS 

Current Law 
Section 804 of the Federal Food, Drug, and Cosmetic Act—Im-

portation of Covered Products—was established under the medicine 
Equity and Drug Safety Act of 2000 (P.L. 106–387). This section of 
current law has not been implemented. 

House Bill 
Section 1121(a) of H.R. 1 would replace the existing Section 

804 entirely. The House bill directs the Secretary to establish, upon 
certification of safety and cost savings, a program that would allow 
for the importation of drugs from Canada by pharmacists, whole-
salers, and individuals. The House bill incorporates new safety 
measures such as: (1) the use of tamper-resistant and counterfeit-
proof packaging; (2) a new requirement that drugs must contain a 
statement informing the consumer that the drug has left the coun-
try; (3) any drug may only be shipped back to the country by the 
first Canadian recipient; (4) new authority to the Secretary of HHS 
to limit importation to certain ports of entry; (5) the importer 
would be required to keep detailed records and to conduct drug 
testing; and (6) a manufacturer must provide the importer with ap-
proved labeling of the drug. This provision applies to prescription 
drugs as subject to section 503(b) of the Federal Food, Drug, and 
Cosmetic Act other than a controlled substance, a biological prod-
uct, an infused drug, an intravenously injected drug, a drug that 
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is inhaled during surgery, or a parenteral drug that the Secretary 
determines poses a threat to the public health. 

Senate Bill 
Section 801(a) of S. 1 would replace the existing Section 804 

entirely. The Senate bill directs the Secretary to establish, upon 
certification of safety and cost savings, a program that would allow 
for the importation of drugs from Canada by pharmacists, whole-
salers, and individuals. The Senate bill incorporates new safety 
provisions as well as provides new authority to the Secretary of 
HHS to suspend the program if public safety is compromised. Spe-
cifically, between 12 and 18 months after the regulations are imple-
mented, if the Secretary certifies to Congress that, based on sub-
stantial evidence, the benefits of the implementation of the impor-
tation program do not outweigh any detriment, drug imports under 
this section would cease 30 days after the certification is submitted. 
However, the certification may not be submitted unless, after a 
public hearing, the Secretary finds it is more likely than not that 
implementation will result in an increased risk to the public 
health. This provision applies to prescription drugs as subject to 
section 503(b) of the Federal Food, Drug, and Cosmetic Act other 
than a controlled substance, a biological product, an infused drug, 
an intravenously injected drug, or a drug that is inhaled during 
surgery that the Secretary determines poses a threat to the public 
health. 

Conference Agreement 
The Conference agreement, virtually identical to Section 801(a) 

of S. 1, gives the Secretary, upon certification of safety and cost 
savings, authority to create a system for the importation of drugs 
from Canada by pharmacists, wholesalers, and individuals. 

The agreement directs the Secretary of HHS, in consultation 
with appropriate government agencies, to conduct a comprehensive 
study that identifies current problems with the implementation of 
existing law as well as examines a range of issues associated with 
the importation of drugs. In conducting the study, the Secretary 
shall take into account the distinctions between—
Drugs that are biological products with licenses under section 351 
of the Public Health Service Act; and 
Drugs with approved applications under subsection (b) or (j) of sec-
tion 505 of the Federal Food, Drug, and Cosmetic Act. 

The details of the study shall include the following: 
Identification of the limitations, including limitations in re-

sources and, if applicable, in current law authorities that may in-
hibit the Secretary’s ability to certify the safety of pharmaceutical 
products imported into the U.S. 

Assessment of the pharmaceutical distribution chain and the 
need for, and feasibility of, modifications, in order to assure the 
safety of products that may be imported into the U.S. 

Analysis of whether anti-counterfeiting technologies could im-
prove the safety of products in the domestic market as well as 
those products that could be imported from foreign nations. This 
analysis shall identify the types of technologies, if available, and 
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assess the limitations of these technologies to the distribution 
chain. 

Estimate of costs borne by entities within the pharmaceutical 
distribution chain to utilize any new technologies identified in 
paragraph (3). 

Assess the scope, volume, and safety of unapproved drugs, in-
cluding controlled substances, entering the United States via mail 
shipment. This assessment should include the percentage of drugs 
commercially available in other countries that conform in all re-
spects to FDA requirements, and the limitations of visual inspec-
tion, sampling, and other testing methods to determine its quality. 

The extent to which foreign health agencies are willing and/or 
able to ensure the safety of drugs being exported from their coun-
try into the United States, including drugs that are transshipped 
through their countries. 

Assessment of the potential short and long-term impacts on 
drug prices and prices for consumers and other system costs associ-
ated with importation of pharmaceuticals from Canada and other 
countries into the U.S. 

Assessment of the impact on the research and development of 
drugs—and the associated impact on consumers and patients—if 
importation were permitted. 

Estimation of agency resources, including additional field per-
sonnel, needed to adequately inspect the current amount of phar-
maceutical products entering into the country. This estimate shall 
detail the number of field personnel needed in order to appro-
priately secure all ports of entry on a daily basis.

Identification of liability protections, if any, that should be in 
place, if importation is permitted, for entities within the pharma-
ceutical distribution chain. 

Identify the ways in which importation could violate United 
States and international intellectual property rights and describe 
the additional legal protections and agency resources that would be 
needed to assure the effective enforcement of these rights. 

The Conference agreement directs the Secretary to submit a 
report providing the findings of the study under this section to the 
appropriate committees of Congress no later than 12 months after 
the date of enactment of this Act. 

Report on Trade in Pharmaceuticals 
The Conference agreement directs the Secretary of Commerce, 

in consultation with the International Trade Commission, the Sec-
retary of Health and Human Services and the United States Trade 
Representative, to conduct a study and report on drug pricing prac-
tices of countries that are members of the Organization for Eco-
nomic Cooperation and Development and whether those practices 
utilize nontariff barriers with respect to trade in pharmaceuticals. 
The study shall include an analysis of the use of price controls, ref-
erence pricing, and other actions that affect the market access of 
United States pharmaceutical products. 

The study shall include the following: 
Identification of the countries that use price controls or other 

such practices with respect to pharmaceutical trade. 
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Assessment of the price controls and other such practices used 
by the countries identified. 

Estimate of additional costs to U.S. consumers because of such 
price controls and other such practices, and the extent to which ad-
ditional costs would be reduced for U.S. consumers if price controls 
and other such practices are reduced or eliminated. 

Estimate of the impact such price controls, intellectual prop-
erty laws, and other such measures have on fair pricing, innova-
tion, generic competition, and research and development in the 
United States and each country identified. 

Not later than 9 months after the date of enactment of this 
Act, the report shall be submitted to the Committees on Finance, 
the Judiciary, and Health, Education, Labor, and Pensions of the 
Senate, and the Committees on Ways and Means, the Judiciary, 
and Energy and Commerce of the House of Representatives. 

In addition, the United States Trade Representative, the Sec-
retary of Commerce, and the Secretary of Health and Human Serv-
ices shall analyze whether bilateral or multilateral trade or other 
negotiations present an opportunity to address these price controls 
and other such practices and shall develop a strategy to address 
such issues in appropriate negotiations. In so doing, these agencies 
shall bear in mind the negotiating objective set forth in the Bipar-
tisan Trade Promotion Authority Act of 2002 to achieve the elimi-
nation of government measures such as price controls and ref-
erence pricing which deny full market access for United States 
products. In so doing, the agencies shall provide periodic and time-
ly briefings for the Committees of the House and Senate listed 
above, with an interim briefing no later than 90 days after enact-
ment to address negotiations to establish a U.S.-Australia Free 
Trade Agreement and, as appropriate, other current negotiations.

Provisions Related to Hatch-Waxman Law 

AMENDMENTS AND SUPPLEMENTS 

In including this provision, Congress does not intend this pro-
vision to alter current U.S. Food and Drug Administration’s 
(‘‘FDA’’) practice regarding acceptance of supplements to approved 
new drug applications (‘‘NDAs’’), or amendments and supplements 
to pending and approved abbreviated new drug applications 
(‘‘ANDAs’’). Instead, Congress intends this provision to reflect the 
FDA’s current practice regarding those changes and variations to 
both innovator and generic drugs that may be approved under 
amendments and supplements to previously filed NDAs and 
ANDAs, and expects the Agency to maintain its current policy in 
designating ‘‘listed drugs.’’ The conferees intend that FDA continue 
to use its existing scientific discretion to determine whether dif-
ferent polymorphs present safety, effectiveness, or bioavailability 
differences and therefore should be considered the same or dif-
ferent active ingredients. 

The single 30-month stay provisions are a centerpiece of this 
legislation, allowing lower-priced generic products to enter the mar-
ket more quickly. As a result, this provision must not be construed 
as requiring an ANDA applicant to file a new application where, 
before its enactment, the applicant would have been allowed to file 
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an amendment or supplement to an existing application. Such a 
construction would run directly contrary to Congress’ intent. 

DECLARATORY JUDGMENTS 

The conferees expect that courts will find jurisdiction, where 
appropriate, to prevent an improper effort to delay infringement 
litigation between generic drug manufacturers and pioneer drug 
companies. The conferees expect courts to apply the ‘‘reasonable ap-
prehension’’ test in a manner that provides generic drug manufac-
turers appropriate access to declaratory judgment relief to the ex-
tent required by Article III. 

Through the modifications in this Act, the conferees do not in-
tend for the courts to modify their application of the requirements 
under Article III that a declaratory judgment plaintiff must, to the 
extent required by the Constitution, demonstrate a ‘‘reasonable ap-
prehension’’ of suit to establish jurisdiction. See, e.g., Fina Oil and 
Chemical Co. v. Ewen, 123 F.3d 1466, 1471 (Fed. Cir. 1997). The 
conferees expect the courts to examine as part of their analysis the 
particular policies served by the Hatch-Waxman Act. 

In determining whether a reasonable apprehension of suit ex-
ists where an ANDA has been filed with a paragraph IV certifi-
cation and the patentee has not brought an infringement suit with-
in the 45 days, the conferees expect courts to examine these spe-
cific factors as part of the totality of the circumstances. See, e.g., 
Vanguard Research, Inc. v. Peat, Inc., 304 F.3d 1249, 1254 (Fed. 
Cir. 2002). In any given case, the conferees expect a court may or 
may not find a reasonable apprehension of suit where these two 
specific factors are present. 

Counterclaims 
Section 1101 of the Conference agreement prohibits the recov-

ery of damages resulting from a successful counterclaim in a para-
graph IV patent suit by an ANDA applicant seeking removal of a 
patent listed in the Orange Book. It is not the intent of Congress 
to prohibit the recovery by a counterclaimant in a paragraph IV 
suit of anti-trust or any other damages as a result of the improper 
listing of a patent in the Orange Book. The language found in this 
section simply means that in the absence of any other cause of ac-
tion, a ruling in favor of the counterclaimant resulting in the re-
moval of the patent does not entitle the counterclaimant to recover 
damages.

TITLE XII—HEALTH SAVINGS INCENTIVES 

Health Savings Accounts and Health Savings Security Ac-
counts (sec. 1202 of the House bill and new sec. 223 of the Code) 

Present Law 

OVERVIEW 

Present law contains a number of provisions dealing with the 
Federal tax treatment of health expenses and health insurance cov-
erage. 
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1 Secs. 106, 3121(a)(2), and 3306(b)(2). All ‘‘section,’’ ‘‘sec.,’’ and ‘‘Code’’ references are to the 
Internal Revenue Code of 1986, as amended. 

2 Sec. 105. In the case of a self-insured medical reimbursement arrangement, the exclusion 
applies to highly compensated employees only if certain nondiscrimination rules are satisfied. 
Sec. 105(h). Medical care is defined as under section 213(d) and generally includes amounts paid 
for qualified long-term care insurance and services. 

3 Secs. 125, 3121(a)(5)(G), and 3306(b)(5)(G). Long-term care insurance and services may not 
be provided through a cafeteria plan. 

4 Notice 2002–45, 2002–28 I.R.B. 93 (July 15, 2002); Rev. Rul. 2002–41, 2002–28 I.R.B. 75 
(July 15, 2002). 

5 Sec. 162. 
6 Self-employed individuals include more than two-percent shareholders of S corporations who 

are treated as partners for purposes of fringe benefit rules pursuant to section 1372. 
7 Sec. 162(l). 

EMPLOYER-PROVIDED HEALTH COVERAGE 

In general, employer contributions to an accident or health 
plan are excludable from an employee’s gross income (and wages 
for employment tax purposes).1 This exclusion generally applies to 
coverage provided to employees (including former employees) and 
their spouses, dependents, and survivors. Benefits paid under em-
ployer-provided accident or health plans are also generally exclud-
able from income to the extent they are reimbursements for med-
ical care.2 If certain requirements are satisfied, employer-provided 
accident or health coverage offered under a cafeteria plan is also 
excludable from an employee’s gross income and wages.3 Present 
law provides for two general employer-provided arrangements that 
can be used to pay for or reimburse medical expenses of employees 
on a tax-favored basis: flexible spending arrangements (‘‘FSAs’’) 
and health reimbursement arrangements (‘‘HRAs’’). While these ar-
rangements provide similar tax benefits (i.e., the amounts paid 
under the arrangements for medical care are excludable from gross 
income and wages for employment tax purposes), they are subject 
to different rules. A main distinguishing feature between the two 
arrangements is that while FSAs are generally part of a cafeteria 
plan and contributions to FSAs are made on a salary reduction 
basis, HRAs cannot be part of a cafeteria plan and contributions 
cannot be made on a salary-reduction basis.4 

Amounts paid or accrued by an employer within a taxable year 
for a sickness, accident, hospitalization, medical expense, or similar 
health plan for its employees are generally deductible as ordinary 
and necessary business expenses.5 

SELF-EMPLOYED INDIVIDUALS 

The exclusion for employer-provided health coverage does not 
apply to self-employed individuals. However, under present law, 
self-employed individuals (i.e., sole proprietors or partners in a 
partnership) 6 are entitled to deduct 100 percent of the amount 
paid for health insurance for themselves and their spouse and de-
pendents.7 

ITEMIZED DEDUCTION FOR MEDICAL EXPENSES 

Under present law, individuals who itemize deductions may 
deduct amounts paid during the taxable year (to the extent not re-
imbursed by insurance or otherwise) for medical care of the tax-
payer, the taxpayer’s spouse, and dependents, to the extent that 
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8 Sec. 213. The adjusted gross income percentage is 10 percent for purposes of the alternative 
minimum tax. Sec. 56(b)(1)(B). 

9 Sec. 220. 
10 Self-employed individuals include more than two-percent sharholders of S corporations who 

are treated as partners for purposes of fringe benefit rules pursuant to section 1372. 

the total of such expenses exceeds 7.5 percent of the taxpayer’s ad-
justed gross income.8 

ARCHER MEDICAL SAVINGS ACCOUNTS 

In General 

In general, an Archer medical savings account (‘‘MSA’’) is a 
tax-exempt trust or custodial account created exclusively for the 
benefit of the account holder that is subject to rules similar to 
those applicable to individual retirement arrangements.9 

Within limits, contributions to an Archer MSA are deductible 
in determining adjusted gross income if made by an eligible indi-
vidual and are excludable from gross income and wages for employ-
ment tax purposes if made by the employer of an eligible indi-
vidual. Earnings on amounts in an Archer MSA are not includible 
in gross income in the year earned (i.e., inside buildup is not tax-
able). Distributions from an Archer MSA for qualified medical ex-
penses are not includible in gross income. Distributions not used 
for qualified medical expenses are includible in gross income and 
subject to an additional 15-percent tax unless the distribution is 
made after death, disability, or the individual attains the age of 
Medicare eligibility (i.e., age 65).

Qualified medical expenses are generally defined as under sec-
tion 213(d), except that qualified medical expenses do not include 
expenses for health insurance other than long-term care insurance, 
premiums for health coverage during any period of continuation 
coverage required by Federal law, and premiums for health care 
coverage while an individual is receiving unemployment compensa-
tion under Federal or State law. For purposes of determining the 
itemized deduction for medical expenses, distributions from an Ar-
cher MSA for qualified medical expenses are not treated as ex-
penses paid for medical care under section 213. 

ELIGIBLE INDIVIDUALS 

Archer MSAs are available only to employees of a small em-
ployer who are covered under an employer-sponsored high deduct-
ible health plan and to self-employed individuals covered under a 
high deductible health plan.10 An employer is a small employer if 
it employed, on average, no more than 50 employees on business 
days during either of the two preceding calendar years. An indi-
vidual is not eligible for an Archer MSA if he or she is covered 
under any other health plan that is not a high deductible health 
plan (other than a plan providing certain limited types of coverage). 
Individuals entitled to benefits under Medicare are not eligible in-
dividuals. Eligible individuals do not include individuals who may 
be claimed as a dependent on another person’s tax return. 
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11 The deductible and out-of-pocket expenses dollar amounts are for 2003. These amounts are 
indexed for inflation in 450 increments. 

TREATMENT OF CONTRIBUTIONS 

Individual contributions to an Archer MSA are deductible 
(within limits) in determining adjusted gross income (i.e., ‘‘above-
the-line’’). In addition, employer contributions are excludable from 
gross income and wages for employment tax purposes (within the 
same limits), except that this exclusion does not apply to contribu-
tions made through a cafeteria plan. In the case of an employee, 
contributions can be made to an Archer MSA either by the indi-
vidual or by the individual’s employer, but not by both. 

The maximum annual contribution that can be made to an Ar-
cher MSA for a year is 65 percent of the annual deductible under 
the high deductible health plan in the case of self-only coverage 
and 75 percent of the annual deductible in the case of family cov-
erage. 

If an employer provides a high deductible health plan coupled 
with Archer MSAs for employees and makes employer contribu-
tions to the Archer MSAs, the employer must make available a 
comparable contribution on behalf of all employees with com-
parable coverage during the same period. Contributions are consid-
ered comparable if they are either of the same amount or the same 
percentage of the deductible under the high deductible health plan. 
If employer contributions do not satisfy the comparability rule dur-
ing a period, then the employer is subject to an excise tax equal 
to 35 percent of the aggregate amount contributed by the employer 
to Archer MSAs of the employer for that period. 

DEFINITION OF HIGH DEDUCTIBLE HEALTH PLAN 

A high deductible health plan is a health plan with an annual 
deductible of at least $1,700 and no more than $2,500 in the case 
of self-only coverage and at least $3,350 and no more than $5,050 
in the case of family coverage. In addition, the maximum out-of-
pocket expenses with respect to allowed costs must be no more 
than $3,350 in the case of self-only coverage and no more than 
$6,150 in the case of family coverage.11 Out-of-pocket expenses in-
clude deductibles, co-payments, and other amounts (other than pre-
miums) that the individual must pay for covered benefits under the 
plan. A plan does not fail to qualify as a high deductible health 
plan merely because it does not have a deductible for preventive 
care as required under State law. A plan does not qualify as a high 
deductible health plan if substantially all of the coverage under the 
plan is certain permitted insurance or is coverage (whether pro-
vided through insurance or otherwise) for accidents, disability, den-
tal care, vision care, or long-term care. 

TREATMENT OF DEATH OF ACCOUNT HOLDER 

Upon death, any balance remaining in the decedent’s Archer 
MSA is includible in his or her gross estate. If the account holder’s 
surviving spouse is the named beneficiary of the Archer MSA, then, 
after the death of the account holder, the Archer MSA becomes the 
Archer MSA of the surviving spouse and the amount of the Archer 
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12 Sec. 2056. 
13 As under Archer MSAs, the House bill provision provides that the present-law requirement 

applicable to insurance companies that certain policy acquisition expenses must be capitalized 
and amortized (sec. 848) does not apply in the case of any contract that is a health account. 

MSA balance may be deducted in computing the decedent’s taxable 
estate, pursuant to the estate tax marital deduction.12 If, upon the 
account holder’s death, the Archer MSA passes to a named bene-
ficiary other than the decedent’s surviving spouse, the Archer MSA 
ceases to be an Archer MSA as of the date of the decedent’s death, 
and the beneficiary is required to include the fair market value of 
the Archer MSA assets as of the date of death in gross income for 
the taxable year that includes the date of death. The amount in-
cludible in gross income is reduced by the amount in the Archer 
MSA used, within one year after death, to pay qualified medical ex-
penses incurred prior to the death. If there is no named beneficiary 
for the decedent’s Archer MSA, the Archer MSA ceases to be an Ar-
cher MSA as of the date of death, and the fair market value of the 
assets in the Archer MSA as of such date is includible in the dece-
dent’s gross income for the year of the death. 

LIMIT ON NUMBER OF MSAS; TERMINATION OF MSA AVAILABILITY 

The number of taxpayers benefiting annually from an Archer 
MSA contribution is limited to a threshold level (generally 750,000 
taxpayers). The number of Archer MSAs established has not ex-
ceeded the threshold level. 

After 2003, no new contributions can be made to Archer MSAs 
except by or on behalf of individuals who previously had Archer 
MSA contributions and employees who are employed by a partici-
pating employer. 

House Bill 

In General

The House bill creates health savings accounts (‘‘HSAs’’) and 
health savings security accounts (‘‘HSSAs’’), which provide tax-fa-
vored treatment for current medical expenses as well as the ability 
to save on a tax-favored basis for future medical expenses. In gen-
eral, HSAs and HSSAs are tax-exempt trusts or custodial accounts 
created exclusively to pay for the qualified medical expenses of the 
account holder and his or her spouse and dependents that are sub-
ject to rules similar to those applicable to individual retirement ar-
rangements.13 Unless otherwise provided, the following description 
applies to both HSAs and HSSAs (jointly referred to as ‘‘health ac-
counts’’). 

Within limits, contributions to health accounts are deductible 
if made by an eligible individual and are excludable from gross in-
come and wages for employment tax purposes if made by the em-
ployer of an eligible individual. In the case of HSSAs only, family 
members may make nondeductible contributions on behalf of an el-
igible individual. Distributions from health accounts for qualified 
medical expenses are not includible in gross income. Distributions 
that are not for qualified medical expenses are includible in gross 
income and subject to an additional 15 percent tax. The additional 
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14 Special rules apply for determining whether a health plan that is a preferred provider orga-
nization plan meets the requirements of a high deductible plan. 

15 percent tax does not apply after death, disability, or the indi-
vidual attains the age of Medicare eligibility (i.e., age 65). 

Eligible Individuals 

HSAS 

Eligible individuals for HSAs are individuals who are covered 
by a high deductible health plan and no other health plan that is 
not a high deductible health plan. Individuals entitled to benefits 
under Medicare are not eligible to make contributions to an HSA. 
Eligible individuals do not include individuals who may be claimed 
as a dependent on another person’s tax return. 

An individual with other coverage in addition to a high deduct-
ible health plan is still eligible for an HSA if such other coverage 
is certain permitted insurance or permitted coverage. Permitted in-
surance is: (1) insurance if substantially all of the coverage pro-
vided under such insurance relates to (a) liabilities incurred under 
worker’s compensation law, (b) tort liabilities, (c) liabilities relating 
to ownership or use of property (e.g., auto insurance), or (d) such 
other similar liabilities as the Secretary may prescribe by regula-
tions; (2) insurance for a specified disease or illness; and (3) insur-
ance that provides a fixed payment for hospitalization. Permitted 
coverage is coverage (whether provided through insurance or other-
wise) for accidents, disability, dental care, vision care, or long-term 
care. 

A high deductible health plan is a health plan that in the case 
of self-only coverage has an annual deductible between $1,000 and 
$2,500 and in the case of family coverage has an annual deductible 
between $2,000 and $5,050 (for 2003).14 The maximum out-of-pock-
et expenses must be no more than $3,350 in the case of self-only 
coverage and no more than $6,150 in the case of family coverage. 
The annual deductible maximum and minimum and out-of-pocket 
expense amounts are indexed for inflation. A plan is not a high de-
ductible health plan if substantially all of the coverage is for per-
mitted coverage or coverage that may be provided by permitted in-
surance, as described above. 

HSSAS 

Individuals eligible for HSSAs are individuals who (1) are cov-
ered under a health plan meeting minimum deductible require-
ments and no other health plan that does not meet the minimum 
deductible requirements, or (2) are uninsured. Individuals entitled 
to benefits under Medicare are not eligible to make contributions 
to an HSSA. Eligible individuals do not include individuals who 
may be claimed as a dependent on another person’s tax return. 

An individual with other coverage in addition to a plan meet-
ing the minimum deductible requirements is still eligible for an 
HSSA if such other coverage is for permitted coverage or coverage 
that may be provided by permitted insurance, as described above. 
In addition, an individual is treated as uninsured if his or her only 
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15 Employer contributions to a health account are excludable from wages for employment tax 
purposes if, at the time of payment, it is reasonable to believe that the employee will be able 
to exclude such payment from income (e.g., a reasonable basiss to believe that the employee’s 
income is within the applicable adjusted gross income limits for an HSSA).

16 The annual contribution limit for a health account is the sum of the limits determined sepa-
rately for each month, based on the individual’s status and health plan coverage as of the first 
day of the month. 

17 Written declarations releasing a claim to a dependency exemption under section 152(e)(2) 
are disregarded in determining whether an individual has dependents. 

18 Adjusted gross income is defined generally as under the rules relating to individual retire-
ment arrangements (‘‘IRAs’’), and is computed after the deduction for contributions to IRAs and 
before the deductions provided by the provision. 

coverage is permitted coverage or coverage that may be provided by 
permitted insurance. 

A plan meets the minimum deductible requirements if the plan 
is a health plan with an annual deductible of at least $500 in the 
case of self-only coverage and at least $1,000 in the case of family 
coverage. These dollar amounts are indexed for inflation. There are 
no maximum deductible requirements and no limits on out-of-pock-
et expenses. A plan is not a minimum deductible plan if substan-
tially all of the coverage is for permitted coverage or coverage that 
may be provided by permitted insurance, as described above. 

TAX TREATMENT OF AND LIMITS ON CONTRIBUTIONS 

Contributions to a health account made by an eligible indi-
vidual are deductible (within limits) in determining adjusted gross 
income (i.e., ‘‘above-the-line’’). In addition, employer contributions 
to a health account (including salary reduction contributions made 
through a cafeteria plan) are excludable from gross income and 
wages for employment tax purposes to the extent the contribution 
would be deductible if made by the employee (e.g., in the case of 
an HSSA, subject to the adjusted gross income limits).15 Non-
deductible contributions may be made to an HSSA by a family 
member of an eligible individual. In the case of an employee, con-
tributions to a health account may be made by both the individual 
(and family members in the case of an HSSA) and the individual’s 
employer. All contributions are aggregated for purposes of the max-
imum annual contribution limit. 

The maximum aggregate annual contribution that can be made 
to an HSA is 100 percent of the annual deductible under the high 
deductible plan.16 

The maximum aggregate annual contribution that can be made 
to an HSSA is (1) $2,000 for (a) persons with self-only coverage and 
(b) uninsured individuals with no dependents 17 who do not file a 
joint return, and (2) $4,000 for (a) individuals with family coverage 
and (b) uninsured individuals with dependents or who file a joint 
return. In the case of individuals age 55 and older, the $2,000 and 
$4,000 HSSA annual contribution limits are increased by $500 in 
2004, $600 in 2005, $700 in 2006, $800 in 2007, $900 in 2008, and 
$1,000 in 2009 and thereafter. 

The maximum allowable contribution to an HSSA is phased 
out for taxpayers with adjusted gross income 18 above certain lev-
els. In the case of individuals with self-only coverage (other than 
individuals filing a joint return), the phase-out range is $75,000 to 
$85,000. For individuals with family coverage and individuals filing 
a joint return, the phase-out range is $150,000 to $170,000. The ad-
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19 The contribution limits are also coordinated with contributions to Archer MSAs. 
20 Ordering rules apply to determine the nature of any distributed excess contributions (e.g., 

nondeductible family contributions in the case of an HSSA or employer contributions). 
21 However, in any year for which a contribution is made to an HSA, withdrawals from the 

HSA maintained by that individual generally are excludable from income only if the individual 
for whom the expenses were incurred was covered under a high deductible plan for the month 

Continued

justed gross income limits apply to HSSA contributions from all 
sources (e.g., both individual and employer contributions). 

The maximum annual contribution limits for the health ac-
counts are coordinated so that contributions to one type of health 
account reduce the annual contribution limit for the other type of 
health account.19 

An excise tax applies to contributions in excess of the max-
imum contribution amount for the health account. The excise tax 
is generally equal to six percent of the cumulative amount of excess 
contributions that are not distributed from the health account to 
the contributor.20 

Amounts can be rolled over into a health account from an Ar-
cher MSA or a health FSA on a tax-free basis. Amounts can be 
rolled over into an HSA from another HSA or HSSA and into an 
HSSA from another HSSA on a tax-free basis. Rollovers from an 
HSA into an HSSA are not permitted. Amounts transferred from 
another health account or Archer MSA are not taken into account 
under the annual contribution limits. 

If an employer makes contributions to employees’ health ac-
counts, the employer must make available comparable contribu-
tions on behalf of all employees with comparable coverage during 
the same period. Contributions are considered comparable if they 
are either of the same amount or the same percentage of the de-
ductible under the plan. The comparability rule is applied sepa-
rately to part-time employees (i.e., employees who are customarily 
employed for fewer than 30 hours per week). The comparability 
rule does not apply to amounts transferred from an employee’s 
health account, health FSA, or Archer MSA or to contributions 
made through a cafeteria plan. 

If employer contributions do not satisfy the comparability rule 
during a period, then the employer is subject to an excise tax equal 
to 35 percent of the aggregate amount contributed by the employer 
to health accounts of the employer for that period. The excise tax 
is designed as a proxy for the denial of the deduction for employer 
contributions. In the case of a failure to comply with the com-
parability rule which is due to reasonable cause and not to willful 
neglect, the Secretary may waive part or all of the tax imposed to 
the extent that the payment of the tax would be excessive relative 
to the failure involved. For purposes of the comparability rule, em-
ployers under common control are aggregated. 

TAXATION OF DISTRIBUTIONS 

Distributions from a health account for qualified medical ex-
penses of the individual and his or her spouse or dependents gen-
erally are excludable from gross income. In general, amounts in a 
health account can be used for qualified medical expenses even if 
the individual is not currently eligible for contributions to the 
health account.21 
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in which the expenses were incurred. The rule does not apply for continuation coverage or cov-
erage while the individual is receiving unemployment compensation even if for an individual 
who is not an eligible individual. 

22 Amounts paid by the employer include salary reduction contributions.
23 Ordering rules apply to determine the extent to which distributions are attributable to non-

deductible contributions. 
24 Sec. 2056. 

Qualified medical expenses generally are defined as under sec-
tion 213(d) and include expenses for diagnosis, cure, mitigation, 
treatment, or prevention of disease, including prescription drugs, 
transportation primarily for and essential to such care, and quali-
fied long-term care expenses. Qualified medical expenses do not in-
clude expenses for insurance other than for (1) long-term care in-
surance, (2) premiums for health coverage during any period of 
continuation coverage required by Federal law, and (3) premiums 
for health care coverage while an individual is receiving unemploy-
ment compensation under Federal or State law. In the case of 
HSSAs, qualified medical expenses also include (1) health insur-
ance meeting the minimum deductible requirements if no portion 
of the cost of the insurance is paid by the employer or former em-
ployer of the individual or the individual’s spouse,22 and (2) health 
insurance for individuals who are older than age 65 (including 
Medicare expenses). For purposes of determining the itemized de-
duction for medical expenses, distributions from a health account 
for qualified medical expenses are not treated as expenses paid for 
medical care under section 213. 

Distributions from a health account that are not for qualified 
medical expenses are includible in gross income (except to the ex-
tent that the distribution is attributable to a return of nondeduct-
ible family contributions in the case of an HSSA).23 Distributions 
includible in gross income are also subject to an additional 15-per-
cent tax unless made after death, disability, or the individual at-
tains the age of Medicare eligibility (i.e., age 65). 

TAX TREATMENT OF HSAS AND HSSAS AFTER DEATH 

Upon death, any balance remaining in the decedent’s health 
account is includible in his or her gross estate. 

If the health account holder’s surviving spouse is the named 
beneficiary of the health account, then, after the death of the 
health account holder, the health account becomes the health ac-
count of the surviving spouse and the amount of the health account 
balance may be deducted in computing the decedent’s taxable es-
tate, pursuant to the estate tax marital deduction.24 The surviving 
spouse is not required to include any amount in gross income as 
a result of the death; the general rules applicable to the health ac-
count apply to the surviving spouse’s health account (e.g., the sur-
viving spouse is subject to income tax only on distributions from 
the health account for nonqualified expenses). The surviving spouse 
can exclude from gross income amounts withdrawn from the health 
account for expenses incurred by the decedent prior to death, to the 
extent they otherwise are qualified medical expenses. 

If, upon death, the health account passes to a named bene-
ficiary other than the decedent’s surviving spouse, the health ac-
count ceases to be a health account as of the date of the decedent’s 
death, and the beneficiary is required to include the fair market 
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25 The deduction is calculated in accordance with the present-law rules relating to income in 
respect of a decedent set forth in section 691(c). 

26 The rules for HSAs generally follow those of Archer MSAs unless otherwise provided. 
27 The $1,000 limit is indexed for inflation. The family coverage limit will always be twice the 

individual limit (as indexed for inflation). 

value of health account assets as of the date of death in gross in-
come for the taxable year that includes the date of death. The 
amount includible in income is reduced by the amount in the 
health account used, within one year after death, to pay qualified 
medical expenses incurred by the decedent prior to the death. As 
is the case with other health account distributions, whether the ex-
penses are qualified medical expenses is determined as of the time 
the expenses were incurred. In computing taxable income, the ben-
eficiary may claim a deduction for that portion of the Federal es-
tate tax on the decedent’s estate that was attributable to the 
amount of the health account balance.25 

If there is no named beneficiary of the decedent’s health ac-
count, the health account ceases to be a health account as of the 
date of death, and the fair market value of the assets in the health 
account as of such date is includible in the decedent’s gross income 
for the year of the death. 

This rule applies in all cases in which there is no named bene-
ficiary, even if the surviving spouse ultimately obtains the right to 
the health account assets (e.g., if the surviving spouse is the sole 
beneficiary of the decedent’s estate). 

REPORTING REQUIREMENTS 

Employer contributions are required to be reported on the em-
ployee’s Form W–2. Trustees of health accounts may be required to 
report to the Secretary of the Treasury amounts with respect to 
contributions, distributions, and other matters as determined ap-
propriate by the Secretary. In addition, providers of health insur-
ance are required to report information as may be prescribed by 
the Secretary. 

Effective date.—The House bill provision is effective for taxable 
years beginning after December 31, 2003. 

Senate Amendment 
No provision. 

Conference Agreement 
The conference agreement does not include the House bill pro-

vision relating to HSSAs. The conference agreement includes the 
HSA provision from the House bill, with the following modifica-
tions.26 

The conference agreement modifies the definition of a high de-
ductible health plan applicable to HSAs by removing the limitation 
on the maximum amount of the deductible and increasing the limit 
on out-of-pocket expenses. Under the conference agreement, a high 
deductible health plan is a health plan that has a deductible that 
is at least $1,000 for self-only coverage or $2,000 for family cov-
erage 27 and that has an out-of-pocket expense limit that is no more 
than $5,000 in the case of self-only coverage and $10,000 in the 
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28 In the case of the plan using a network of providers, the plan does not fail to be a high 
deductible health plan (if it would otherwise meet the requirements of a high deductible health 
plan) solely because the out of-pocket expense limit for services provised outside of the network 
exceeds the $5,000 and $10,000 out-of-pocket expense limits. In addition, such plan’s deductible 
for out-of-network services is not taken into account in determining the annual contribution 
limit (i.e., the deductible for services within the network is used for such purpose).

29 The maximum annual contribution limit is calculated as the sum of limits determined for 
each month based on the individual’s health plan coverage on the first day of the month. 

30 Under present law, contributions made on behalf of another individual are generally treated 
as gifts. The present-law gift tax rules apply to contributions made on behalf of another indi-
vidual. 

31 As in determining the general annual contribution limit, the increase in the annual con-
tribution limit for individuals who have attained age 55 is also determined on a monthly basis. 

case of family coverage.28 As under present law, out-of-pocket ex-
penses include deductibles, co-payments, and other amounts (other 
than premiums) that the individual must pay for covered benefits 
under the plan. 

Under the conference agreement, the maximum aggregate an-
nual contribution 29 that can be made to an HSA is the lesser of 
(1) 100 percent of the annual deductible under the high deductible 
health plan, or (2) the maximum deductible permitted under an Ar-
cher MSA high deductible health plan under present law, as ad-
justed for inflation. For 2004, the amount of the maximum high de-
ductible is estimated to be $2,600 in the case of self-only coverage 
and $5,150 in the case of family coverage. 

Under the conference agreement, contributions made by or on 
behalf of an eligible individual are deductible by the individual. 
Thus, for example, contributions made by an eligible individual’s 
family members are deductible by the eligible individual to the ex-
tent the contributions would be deductible if made by the indi-
vidual.30 As under the House bill, all contributions by or on behalf 
of an eligible individual are aggregated for purposes of the max-
imum annual contribution limit. Contributions to Archer MSAs re-
duce the annual contribution limit for HSAs. 

The conference agreement increases the annual contribution 
limits for individuals who have attained age 55 by the end of the 
taxable year. In the case of policyholders and covered spouses who 
are age 55 or older, the HSA annual contribution limit is greater 
than the otherwise applicable limit by $500 in 2004, $600 in 2005, 
$700 in 2006, $800 in 2007, $900 in 2008, and $1,000 in 2009 and 
thereafter.31 As under the House bill, contributions, including 
catch-up contributions, cannot be made once an individual is eligi-
ble for Medicare. Under the conference agreement, qualified med-
ical expenses are expanded to include health insurance premiums 
for individuals eligible for Medicare, other than premiums for 
Medigap policies. Qualified health insurance premiums include, for 
example, Medicare Part A and Part B premiums, Medicare HMO 
premiums, and the employee share of premiums for employer- 
sponsored health insurance including employer-sponsored retiree 
health insurance. 

Except as otherwise provide by the Secretary, preventative 
care is defined as under section 1871 of the Social Security Act. It 
is intended that the Secretary of the Treasury will amend the defi-
nition of preventative care if the definition used under the Social 
Security Act is inconsistent with the purposes of the provision. 
Under the conference agreement, the additional tax on nonqualified 
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32 Sec. 106(c). 
33 FSAs may also be used to provide certain other nontaxable benefits, such as dependent care. 
34 Long-term care insurance cannot be offered through a cafeteria plan. Sec. 125(f). 
35 Sec. 401(k). 
36 Prop. Treas. Reg. sec. 1.125–2 Q&A–5(a). 
37 Section 2 of the bill provides the eligibility rules for contributions to an HSA or HSSA. 

distributions is reduced to 10 percent (rather than 15 percent as 
in the House bill). 

Under the conference agreement, amounts can be rolled over 
into an HSA from another HSA or from an Archer MSA. The con-
ference agreement also clarifies information reporting requirements 
in the House bill.

Effective date.—The provision is effective for taxable years be-
ginning after December 31, 2003. 

Disposition of Unused Health Benefits in Flexible Spending Ar-
rangements (sec. 1203 of the House bill and sec. 125 of the 
Code) 

Present Law 
A flexible spending arrangement (‘‘FSA’’) is defined under the 

Code as a benefit program which provides employees with coverage 
under which specified incurred expenses may be reimbursed and 
the maximum amount of reimbursement which is reasonably avail-
able to a participant for such coverage is less than 500 percent of 
the value of such coverage.32 A health FSA is an FSA that provides 
for reimbursement of medical expenses.33 Health FSAs are typi-
cally part of a cafeteria plan and may be funded through salary re-
duction.34 Health FSAs are commonly used, for example, to reim-
burse employees for medical expenses not covered by insurance. 
There is no special exclusion for benefits provided under an FSA. 
Thus, health benefits provided under an FSA are excludable from 
income only if they qualify for exclusion under sections 105 or 106. 

FSAs that are part of a cafeteria plan must comply with the 
rules applicable to cafeteria plans generally. One of these rules is 
that a cafeteria plan may not offer deferred compensation except 
through a qualified cash or deferred arrangement.35 Under pro-
posed Treasury regulations, a cafeteria plan is considered to permit 
the deferral of compensation if it includes a health FSA which re-
imburses participants for medical expenses incurred beyond the 
end of the plan year.36 Thus, amounts in an employee’s health ac-
count that are not used for medical expenses incurred before the 
end of a plan year must be forfeited. This rule is often referred to 
as the ‘‘use it or lose it’’ rule. 

House Bill 
The House bill allows up to $500 of unused health benefits in 

an employee’s health FSA to be carried forward to the employee’s 
health account for the next plan year of the health FSA or trans-
ferred to an HSA or HSSA maintained for the benefit of the em-
ployee.37 Amounts transferred to an HSA or HSSA are treated as 
employer contributions for purposes of the HSA and HSSA rules. 
Under the House bill, if an individual is not eligible to contribute 
to an HSA or HSSA for the taxable year, the individual may trans-
fer up to $500 of unused health benefits in the employee’s health 
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38 Sec. 61. 

FSA to a tax-qualified retirement plan, a tax-sheltered annuity 
(section 403(b)), an individual retirement arrangement (‘‘IRA’’), or 
an eligible deferred compensation plan of a State or local govern-
ment (section 457). An employee’s unused health benefit is the ex-
cess of the maximum amount of reimbursement allowable to the 
employee over the actual amount of reimbursement made during 
the year. Amounts transferred are subject to the rules and limits 
on contributions that would otherwise apply to contributions to the 
transferee plan. 

Effective date.—The House bill provision applies to taxable 
years beginning after December 31, 2003. 

Senate Amendment 
No provision. 

Conference Agreement 
The conference agreement does not include the House bill pro-

vision. 

Exclusion from Gross Income of Certain Federal Subsidies for Pre-
scription Drug Plans (new sec. 139A of the Code) 

Present Law 
Gross income includes all income from whatever source derived 

unless a specific exclusion applies.38 

House Bill 
No provision. 

Senate Amendment 
No provision. 

Conference Agreement 
The conference agreement provides that gross income does not 

include any special subsidy payment received under section 1860D–
22 of the Social Security Act. The exclusion applies for purposes of 
both the regular tax and the alternative minimum tax (including 
the adjustment for adjusted current earnings). 

The exclusion is not taken into account in determining whether 
a deduction is allowable with respect to costs taken into account in 
determining the subsidy payment. Accordingly, a taxpayer could 
claim a deduction for prescription drug expenses incurred even 
though the taxpayer also received an excludible subsidy related to 
the same expenses. 

Effective date.—The provision is effective for taxable years end-
ing after the date of enactment. 
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39 Sec. 6041. 
40 Treas. Reg. sec. 1.6041–1(d)(2). 
41 Treas. Reg. sec. 1.6041–3(p)(1). These regulations also provide an exception from these in-

formation reporting requirements if the payment is made to a hospital that is tax-exempt or 
that is owned and operated by a government entity. 

42 Rev. Rul. 2003–43, 2003–21 I.R.B. 935 (May 27, 2003). 
43 Id. 
44 This term is defined in sec. 106(c)(2). 

Exception to Information Reporting Requirements for Certain 
Health Arrangements (sec. 1204 of the House bill and sec. 6041 
of the Code) 

Present Law 
Any person in a trade or business who, in the course of that 

trade or business, makes specified payments to another person to-
taling $600 or more in a year, must provide an information report 
to the IRS (as well as a copy to the recipient) on the payments.39 
Reporting is required to be done on Form 1099. In general, these 
information reports remind taxpayers of amounts of income that 
should be reflected on their tax returns and assist the IRS in 
verifying that taxpayers have correctly reported these amounts. 

Treasury regulations specify that fees for professional services, 
including the services of physicians, must be reported.40 Treasury 
regulations also provide a general exception from these information 
reporting requirements for payments made to corporations, except 
that this exception is inapplicable if the corporation is ‘‘engaged in 
providing medical and health care services.’’ 41 Earlier this year, 
the IRS issued a revenue ruling describing whether employer-pro-
vided expense reimbursements made through debit or credit cards 
or other electronic media are excludible from gross income.42 The 
ruling states that ‘‘payments made to medical service providers 
through the use of debit, credit, and stored value cards are report-
able by the employer on Form 1099–MISC under section 6041.’’ 43 

House Bill 
The House bill provides an exception from the generally appli-

cable information reporting provisions for payments for medical 
care made under either: (1) a flexible spending arrangement,44 or 
(2) a health reimbursement arrangement that is treated as em-
ployer-provided coverage. 

Effective date.—The House bill provision applies to payments 
made after December 31, 2002. 

Senate Amendment 
No provision. 

Conference Agreement 
The conference agreement follows the House bill. 

TAX COMPLEXITY ANALYSIS 

Section 4022(b) of the Internal Revenue Service Reform and 
Restructuring Act of 1998 (the ‘‘IRS Reform Act’’) requires the Joint 
Committee on Taxation (in consultation with the Internal Revenue 
Service and the Department of the Treasury) to provide a tax com-
plexity analysis. The complexity analysis is required for all legisla-
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tion reported by the Senate Committee on Finance, the House 
Committee on Ways and Means, or any committee of conference if 
the legislation includes a provision that directly or indirectly 
amends the Internal Revenue Code (the ‘‘Code’’) and has wide-
spread applicability to individuals or small businesses. 

The staff of the Joint Committee on Taxation has determined 
that a complexity analysis is not required under section 4022(b) of 
the IRS Reform Act because the bill contains no provisions that 
amend the Code and that have ‘‘widespread applicability’’ to indi-
viduals or small businesses
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