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REPORT

[To accompany H.R. 2465]

[Including cost estimate of the Congressional Budget Office]

The Committee on Energy and Commerce, to whom was referred
the bill (H.R. 2465) to amend title XVIII of the Social Security Act
to make permanent the removal of the rental cap for durable med-
ical equipment under the Medicare program with respect to speech
generating devices, having considered the same, report favorably
thereon without amendment and recommend that the bill do pass.
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PURPOSE AND SUMMARY

H.R. 2465 was introduced on May 16, 2017, by Rep. Cathy
McMorris Rodgers (R—-WA). H.R. 2465 would make coverage of
speech generating devices under “routinely purchased durable med-
ical equipment” permanent under the Medicare program.

BACKGROUND AND NEED FOR LEGISLATION

Previously, Medicare considered speech generating devices,
which are electronic alternative communication systems that allow
those who have lost the ability to speak through disability or ill-
ness to communicate, as routinely purchased durable medical
equipment. Under rules issued from the Centers for Medicare and
Medicaid Services (CMS), speech generating devices, which are
uniquely configured for each eligible beneficiary, were categorized
and covered under a capped rental payment. However, if the bene-
ficiary entered a nursing home, hospital, or hospice, payment
ended, and the device was taken away from the beneficiary unless
they could afford the device on their own, which limited access to
the device. Congress responded in 2015 by passing the Steve Glea-
son Act, which removed speech generating devices from the capped
rental categorization. The bill would remove the 2018 sunset and
make this payment category change permanent.

COMMITTEE ACTION

On July 20, 2017, the Subcommittee on Health held a hearing on
H.R. 2465. The hearing was entitled “Examining Bipartisan Legis-
lation to Improve the Medicare Program.” The Subcommittee re-
ceived testimony from:

. e Christel Aprigliano, CEO, Diabetes Patient Advocacy Coa-
ition;

e Lisa Bardach, Speech-Language Pathologist, ALS of Michi-
gan,

e K. Eric De Jonge, President-Elect, American Academy of
Home Care Medicine (AAHCM);

e (Cletis Earle, Chairman-Elect, CHIME Board of Trustees;

e Mary Grealy, President, Healthcare Leadership Council,

e Deepak A. Kapoor, Chairman and CEO, Integrated Med-
ical Professionals;

e Brett Kissela, Chair, Department of Neurology and Reha-
bilitation Medicine, University of Cincinnati Gardner Neuro-
science Institute, on behalf of American Academy of Neurology;

e Justin Moore, CEO, American Physical Therapy Associa-
tion;

e Alan E. Morrison, Chair, Diagnostic Services Committee,
National Association for the Support of Long Term Care
(NASL);

e Varner Richards, Board Chair, National Home Infusion
Association; and

e Stacy Sanders, Federal Policy Director, Medicare Rights
Center.

On September 13, 2017, the Subcommittee on Health met in
open markup session and forwarded H.R. 2465, without amend-
ment, to the full Committee by a voice vote. On October 4, 2017,
the full Committee on Energy and Commerce met in open markup
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session and ordered H.R. 2465, without amendment, favorably re-
ported to the House by a voice vote.

COMMITTEE VOTES

Clause 3(b) of rule XIII requires the Committee to list the record
votes on the motion to report legislation and amendments thereto.
There were no record votes taken in connection with ordering H.R.
2465 reported.

OVERSIGHT FINDINGS AND RECOMMENDATIONS

Pursuant to clause 2(b)(1) of rule X and clause 3(c)(1) of rule
XIII, the Committee held a hearing and made findings that are re-
flected in this report.

NEW BUDGET AUTHORITY, ENTITLEMENT AUTHORITY, AND TAX
EXPENDITURES

Pursuant to clause 3(c)(2) of rule XIII, the Committee finds that
H.R. 2465 would result in no new or increased budget authority,
entitlement authority, or tax expenditures or revenues.

CONGRESSIONAL BUDGET OFFICE ESTIMATE

Pursuant to clause 3(c)(3) of rule XIII, at the time this report
was filed, the cost estimate prepared by the Director of the Con-
gressional Budget Office pursuant to section 402 of the Congres-
sional Budget Act of 1974 was not available.

U.S. CONGRESS,
CONGRESSIONAL BUDGET OFFICE,
Washington, DC, December 15, 2017.

Hon. GREG WALDEN,
Chairman, Committee on Energy and Commerce,
House of Representatives, Washington, DC.

DEAR MR. CHAIRMAN: The Congressional Budget Office has pre-
pared the enclosed cost estimate for H.R. 2465, the Steve Gleason
Enduring Voices Act of 2017.

If you wish further details on this estimate, we will be pleased
to provide them. The CBO staff contact is Lara Robillard.

Sincerely,
KeITH HALL,
Director.

Enclosure.

H.R. 2465—Steve Gleason Enduring Voices Act of 2017

Summary: H.R. 2465 would modify Medicare coverage and pay-
ment rules for speech-generating devices (SGDs). CBO estimates
that enacting H.R. 2465 would increase direct spending by $12 mil-
lion over the 2018-2027 period.

Pay-as-you-go procedures apply because enacting the legislation
would affect direct spending. The legislation would not affect reve-
nues.

CBO estimates that enacting H.R. 2465 would not increase net
direct spending or on-budget deficits by more than $2.5 billion in
any of the four consecutive 10-year periods beginning in 2028.
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H.R. 2465 contains no intergovernmental or private sector man-
dates as defined in the Unfunded Mandates Reform Act (UMRA).

Estimated cost to the Federal Government: The estimated budg-
etary effect of H.R. 2465 is shown in the following table. The costs
of this legislation fall within budget function 570 (Medicare).

By fiscal year, in millions of dollars—

2018—  2018—
2018 2019 2020 2021 2022 2023 2024 2025 2026 2027 2002 2027

INCREASES IN DIRECT SPENDING

Estimated Budget Authority .. 0 1 1 1 1 1 1 2 2 2 4 12
Estimated Outlays ............... 0 1 1 1 1 1 1 2 2 2 4 12

Basis of estimate: For this estimate, CBO assumes that H.R.
2465 will be enacted late in calendar year 2017.

SGDs assist individuals who have lost the ability to speak be-
cause of diseases like amyotrophic lateral sclerosis (ALS) and Par-
kinson’s disease. Under current law, the Medicare program covers
certain SGDs through the durable medical equipment (DME) ben-
efit. In general, Medicare pays for DME like SGDs on a capped-
rental basis; that is, Medicare makes a monthly payment for a set
period (13 months). At the end of the capped rental period, the ben-
eficiary may choose to own the item or return it. If the beneficiary
enters institutional care during the rental period, Medicare does
not make a payment, because the facility is responsible for all
items and services needed for beneficiary care.

Since enactment of the Steve Gleason Act of 2015 (Public Law
114-40), Medicare beneficiaries who need SGDs have had the op-
tion of purchasing them immediately, rather than assuming owner-
ship at the end of the rental period. That legislation made the pur-
chase option available from October 1, 2015, through September
30, 2018. H.R. 2465 would make the purchase option permanent.

CBO estimates that about 5,000 beneficiaries annually could
need an SGD and expects many beneficiaries would choose imme-
diate purchase, rather than opting for rental, to ensure continuous
access to the device. Although the total rental cost of 13 monthly
payments (about $9,800 in 2017) exceeds the up-front purchase
price (about $7,500 in 2017) for SGDs, many beneficiaries do not
use the device for the full 13 months. CBO estimates that, on aver-
age, Medicare makes rental payments for SGD for about eight
months. Thus average payments for SGDs under the capped-rental
approach are lower than under the purchase option. On that basis,
CBO estimates that Medicare’s payments for SGDs would be high-
er on average under H.R. 2465, raising federal spending over the
2018-2027 period.

In its analysis of the 2015 legislation, CBO estimated that the
bill would increase spending after 2018, even with a temporary
change in the statute, because the Centers for Medicare and Med-
icaid Services (CMS), which administers the Medicare program,
might continue to allow direct purchase after 2018—instead of re-
verting to capped rental. Thus, CBO’s baseline projections reflect
the possibility that the direct-purchase option for SGDs will con-
tinue beyond 2018. Accordingly, this estimate includes only the in-
cremental costs beyond those already included in CBO’s baseline
projections. CBO estimates that by providing a permanent option
to purchase SGDs, H.R. 2465 would increase federal spending by
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$12 million over the 2018-2027 period, less than half of the
amount in baseline.?

Pay-As-You-Go considerations: The Statutory Pay-As-You-Go Act
of 2010 establishes budget-reporting and enforcement procedures
for legislation affecting direct spending or revenues. The net
changes in outlays that are subject to those pay-as-you-go proce-
dures are shown in the following table.

CBO ESTIMATE OF PAY-AS-YOU-GO EFFECTS FOR H.R. 2465, AS ORDERED REPORTED BY THE
HOUSE COMMITTEE ON ENERGY AND COMMERCE ON OCTOBER 4, 2017

By fiscal year, in millions of dollars—

2018—  2018-
2018 2019 2020 2021 2022 2023 2024 2025 2026 2027 509 5qp7

NET INCREASE IN THE [ON-BUDGET] DEFICIT

Statutory Pay-As-You-Go Im-
PACE e 0 1 1 1 1 1 1 2 2 2 4 12

Increase in long-term direct spending and deficits: CBO esti-
mates that enacting the legislation would not increase net direct
spending or on-budget deficits by more than $2.5 billion in any of
the four consecutive 10-year periods beginning in 2028.

Intergovernmental and private-sector impact: H.R. 2465 contains
no intergovernmental or private-sector mandates as defined in
UMRA.

Estimate prepared by: Federal costs: Lara Robillard; Mandates:
Amy Petz.

Estimate approved by: Theresa Gullo, Assistant Director for
Budget Analysis.

FEDERAL MANDATES STATEMENT

The Committee adopts as its own the estimate of Federal man-
dates prepared by the Director of the Congressional Budget Office
pursuant to section 423 of the Unfunded Mandates Reform Act.

STATEMENT OF GENERAL PERFORMANCE GOALS AND OBJECTIVES

Pursuant to clause 3(c)(4) of rule XIII, the general performance
goal or objective of this legislation is to make coverage of speech
generating devices under “routinely purchased durable medical
equipment” permanent under the Medicare program.

DuUPLICATION OF FEDERAL PROGRAMS

Pursuant to clause 3(c)(5) of rule XIII, no provision of H.R. 2465
is known to be duplicative of another Federal program, including
any program that was included in a report to Congress pursuant
to section 21 of Public Law 111-139 or the most recent Catalog of
Federal Domestic Assistance.

COMMITTEE COST ESTIMATE
Pursuant to clause 3(d)(1) of rule XIII, the Committee adopts as
its own the cost estimate prepared by the Director of the Congres-

1For more information on CBO’s prior estimate, see Congressional Budget Office, Cost Esti-
mate for S. 984, June 22, 2015, www.cbo.gov / publication | 50340.
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sional Budget Office pursuant to section 402 of the Congressional
Budget Act of 1974. At the time this report was filed, the estimate
was not available.

EARMARK, LIMITED TAX BENEFITS, AND LIMITED TARIFF BENEFITS

Pursuant to clause 9(e), 9(f), and 9(g) of rule XXI, the Committee
finds that H.R. 2465 contains no earmarks, limited tax benefits, or
limited tariff benefits.

DISCLOSURE OF DIRECTED RULE MAKINGS

Pursuant to section 3() of H. Res. 5, the Committee finds that
H.R. 2465 contains no directed rule makings.

ADVISORY COMMITTEE STATEMENT

No advisory committees within the meaning of section 5(b) of the
Federal Advisory Committee Act were created by this legislation.

APPLICABILITY TO LEGISLATIVE BRANCH

The Committee finds that the legislation does not relate to the
terms and conditions of employment or access to public services or
accommodations within the meaning of section 102(b)(3) of the Con-
gressional Accountability Act.

SECTION-BY-SECTION ANALYSIS OF THE LEGISLATION

Section 1. Short title

Section 1 provides that the Act may be cited as the “Steve Glea-
son Enduring Voices Act of 2017.”

Section 2. Making permanent the removal cap for durable medical
equipment under medicare with respect to speech generating de-
vices

Section 2 strikes the October 1, 2018 sunset of speech generating
devices being excluded from Medicare’s capped rental categoriza-
tion. This change will allow Medicare to continue to treat speech
generating devices as routinely purchased durable medical equip-
ment.

CHANGES IN EXISTING LAW MADE BY THE BILL, AS REPORTED

In compliance with clause 3(e) of rule XIII of the Rules of the
House of Representatives, changes in existing law made by the bill,
as reported, are shown as follows (existing law proposed to be omit-
ted is enclosed in black brackets and existing law in which no
change is proposed is shown in roman):

SOCIAL SECURITY ACT

* * & * * * &

TITLE XVIII-HEALTH INSURANCE FOR THE AGED AND
DISABLED

* * k & * * k
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PART B—SUPPLEMENTARY MEDICAL INSURANCE BENEFITS FOR THE

*

AGED AND DISABLED

* *k & * * *k

SPECIAL PAYMENT RULES FOR PARTICULAR ITEMS AND SERVICES

SEC. 1

834. (a) PAYMENT FOR DURABLE MEDICAL EQUIPMENT.—

(1) GENERAL RULE FOR PAYMENT.—

(A) IN GENERAL.—With respect to a covered item (as de-
fined in paragraph (13)) for which payment is determined
under this subsection, payment shall be made in the fre-
quency specified in paragraphs (2) through (7) and in an
amount equal to 80 percent of the payment basis described
in subparagraph (B).

(B) PAYMENT BASIS.—Subject to subparagraph (F)(i), the
p?yment basis described in this subparagraph is the lesser
0 —

(i) the actual charge for the item, or

(i) the payment amount recognized under para-
graphs (2) through (7) of this subsection for the item:;

except that clause (i) shall not apply if the covered item is
furnished by a public home health agency (or by another
home health agency which demonstrates to the satisfaction
of the Secretary that a significant portion of its patients
are}:o 1low income) free of charge or at nominal charges to the
public.

(C) EXCLUSIVE PAYMENT RULE.—Subject to subparagraph
(F)(i), this subsection shall constitute the exclusive provi-
sion of this title for payment for covered items under this
part or under part A to a home health agency.

(D) REDUCTION IN FEE SCHEDULES FOR CERTAIN ITEMS.—
With respect to a seat-lift chair or transcutaneous elec-
trical nerve stimulator furnished on or after April 1, 1990,
the Secretary shall reduce the payment amount applied
under subparagraph (B)(ii) for such an item by 15 percent,
and, in the case of a transcutaneous electrical nerve stimu-
lator furnished on or after January 1, 1991, the Secretary
shall further reduce such payment amount (as previously
reduced) by 45 percent.

(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.

(1) 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)), 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 STANDARDS.—In
establishing the standards under this subparagraph,
the Secretary shall first establish standards for those



8

covered items for which the Secretary determines
there has been a proliferation of use, consistent find-
ings of charges for covered items that are not deliv-
ered, or consistent findings of falsification of docu-
mentation to provide for payment of such covered
items under this part.

(iv) STANDARDS FOR POWER WHEELCHAIRS.—Effective
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
conducted 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 standards
established under this subparagraph for clinical condi-
tion of coverage.

(F) APPLICATION OF COMPETITIVE ACQUISITION; LIMITA-
TION OF INHERENT REASONABLENESS AUTHORITY.—In the
case of covered items furnished on or after January 1,
2011, subject to subparagraphs (G) and (H), that are in-
cluded in a competitive acquisition program in a competi-
tive 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 ac-
quisition program;

(i) the Secretary may (and, in the case of covered
items furnished on or after January 1, 2016, subject to
clause (iii), shall) use information on the payment de-
termined under such competitive acquisition programs
to adjust the payment amount otherwise recognized
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

(ii1) in the case of covered items furnished on or
after January 1, 2016, the Secretary shall continue to
make such adjustments described in clause (ii) as,
under such competitive acquisition programs, addi-
tional covered items are phased in or information is
updated as contracts under section 1847 are recom-
peted in accordance with section 1847(b)(3)(B).

(G) USE OF INFORMATION ON COMPETITIVE BID RATES.—
The Secretary shall specify by regulation the methodology
to be used in applying the provisions of subparagraph
(F)(di) and subsection (h)(1)(H)(ii). In promulgating such
regulation, the Secretary shall consider the costs of items
and services in areas in which such provisions would be
applied compared to the payment rates for such items and
services in competitive acquisition areas.In the case of



9

items and services furnished on or after January 1, 2019,
in making any adjustments under clause (ii) or (iii) of sub-
paragraph (F), under subsection (h)(1)(H)(ii), or under sec-
tion 1842(s)(3)(B), the Secretary shall—

(i) solicit and take into account stakeholder input;
and

(ii) take into account the highest amount bid by a
winning supplier in a competitive acquisition area and
a comparison of each of the following with respect to
non-competitive acquisition areas and competitive ac-
quisition areas:

(I) The average travel distance and cost associ-
ated with furnishing items and services in the
area.

(IT) The average volume of items and services
furnished by suppliers in the area.

(IIT) The number of suppliers in the area.

(H) DIABETIC SUPPLIES.—

(i) IN GENERAL.—On or after the date described in
clause (ii), the payment amount under this part for di-
abetic supplies, including testing strips, that are non-
mail order items (as defined by the Secretary) shall be
equal to the single payment amounts established
under the national mail order competition for diabetic
supplies under section 1847.

(11) DATE DESCRIBED.—The date described in this
clause is the date of the implementation of the single
payment amounts under the national mail order com-
petition for diabetic supplies under section 1847.

(I) TREATMENT OF VACUUM ERECTION SYSTEMS.—Effec-
tive for items and services furnished on and after July 1,
2015, vacuum erection systems described as prosthetic de-
vices described in section 1861(s)(8) shall be treated in the
same manner as erectile dysfunction drugs are treated for
purposes of section 1860D-2(e)(2)(A).

(2) PAYMENT FOR INEXPENSIVE AND OTHER ROUTINELY PUR-
CHASED DURABLE MEDICAL EQUIPMENT.—

(A) IN GENERAL.—Payment for an item of durable med-
ical equipment (as defined in paragraph (13))—

(1) the purchase price of which does not exceed $150,

(ii) which the Secretary determines is acquired at
least 75 percent of the time by purchase,

(ii1) which is an accessory used in conjunction with
a nebulizer, aspirator, or a ventilator excluded under
paragraph (3)(A), or

(iv) in the case of devices furnished on or after Octo-
ber 1, 2015, [and before October 1, 2018,] which
serves as a speech generating device or which is an ac-
cessory that is needed for the individual to effectively
utilize such a device,

shall be made on a rental basis or in a lump-sum amount
for the purchase of the item. The payment amount recog-
nized for purchase or rental of such equipment is the
amount specified in subparagraph (B) for purchase or rent-
al, except that the total amount of payments with respect
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to an item may not exceed the payment amount specified
in subparagraph (B) with respect to the purchase of the
item.

(B) PAYMENT AMOUNT.—For purposes of subparagraph
(A), the amount specified in this subparagraph, with re-
spect to the purchase or rental of an item furnished in a
carrier service area—

(i) in 1989 and in 1990 is the average reasonable
charge in the area for the purchase or rental, respec-
tively, of the item for the 12-month period ending on
June 30, 1987, increased by the percentage increase in
the consumer price index for all urban consumers
(U.S. city average) for the 6-month period ending with
December 1987;

(i1) in 1991 is the sum of (I) 67 percent of the local
payment amount for the item or device computed
under subparagraph (C)(1)(I) for 1991, and (II) 33 per-
cent of the national limited payment amount for the
item or device computed under subparagraph (C)(ii)
for 1991;

(iii) in 1992 is the sum of (I) 33 percent of the local
payment amount for the item or device computed
under subparagraph (C)(1)(II) for 1992, and (II) 67 per-
cent of the national limited payment amount for the
item or device computed under subparagraph (C)(ii)
for 1992; and

(iv) in 1993 and each subsequent year is the na-
tional limited payment amount for the item or device
computed under subparagraph (C)(ii) for that year (re-
duced by 10 percent, in the case of a blood glucose
testing strip furnished after 1997 for an individual
with diabetes).

(C) COMPUTATION OF LOCAL PAYMENT AMOUNT AND NA-
TIONAL LIMITED PAYMENT AMOUNT.—For purposes of sub-
paragraph (B)—

(i) the local payment amount for an item or device
for a year is equal to—

(I) for 1991, the amount specified in subpara-
graph (B)i) for 1990 increased by the covered
item update for 1991, and

(II) for 1992, 1993, and 1994 the amount deter-
mined under this clause for the preceding year in-
cre(iised by the covered item update for the year;
an

(i1) the national limited payment amount for an item
or device for a year is equal to—

(I) for 1991, the local payment amount deter-
mined under clause (i) for such item or device for
that year, except that the national limited pay-
ment amount may not exceed 100 percent of the
weighted average of all local payment amounts de-
termined under such clause for such item for that
year and may not be less than 85 percent of the
weighted average of all local payment amounts de-
termined under such clause for such item,
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(II) for 1992 and 1993, the amount determined
under this clause for the preceding year increased
by the covered item update for such subsequent
year,

(ITT) for 1994, the local payment amount deter-
mined under clause (i) for such item or device for
that year, except that the national limited pay-
ment amount may not exceed 100 percent of the
median of all local payment amounts determined
under such clause for such item for that year and
may not be less than 85 percent of the median of
all local payment amounts determined under such
clause for such item or device for that year, and

(IV) for each subsequent year, the amount de-
termined under this clause for the preceding year
increased by the covered item update for such sub-
sequent year.

(3) PAYMENT FOR ITEMS REQUIRING FREQUENT AND SUBSTAN-
TIAL SERVICING.—

(A) IN GENERAL.—Payment for a covered item (such as
IPPB machines and ventilators, excluding ventilators that
are either continuous airway pressure devices or intermit-
tent assist devices with continuous airway pressure de-
vices) for which there must be frequent and substantial
servicing in order to avoid risk to the patient’s health shall
be made on a monthly basis for the rental of the item and
the amount recognized is the amount specified in subpara-
graph (B).

(B) PAYMENT AMOUNT.—For purposes of subparagraph
(A), the amount specified in this subparagraph, with re-
spect to an item or device furnished in a carrier service
area—

(i) in 1989 and in 1990 is the average reasonable
charge in the area for the rental of the item or device
for the 12-month period ending with June 1987, in-
creased by the percentage increase in the consumer
price index for all urban consumers (U.S. city average)
for the 6-month period ending with December 1987;

(i) in 1991 is the sum of (I) 67 percent of the local
payment amount for the item or device computed
under subparagraph (C)(i)(I) for 1991, and (II) 33 per-
cent of the national limited payment amount for the
item or device computed under subparagraph (C)(ii)
for 1991;

(iii) in 1992 is the sum of (I) 33 percent of the local
payment amount for the item or device computed
under subparagraph (C)(1)(II) for 1992, and (II) 67 per-
cent of the national limited payment amount for the
item or device computed under subparagraph (C)(ii)
for 1992; and

(iv) in 1993 and each subsequent year is the na-
tional limited payment amount for the item or device
computed under subparagraph (C)(ii) for that year.
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(C) COMPUTATION OF LOCAL PAYMENT AMOUNT AND NA-
TIONAL LIMITED PAYMENT AMOUNT.—For purposes of sub-
paragraph (B)—

(i) the local payment amount for an item or device
for a year is equal to—

(I) for 1991, the amount specified in subpara-
graph (B)(i) for 1990 increased by the covered
item update for 1991, and

(IT) for 1992, 1993, and 1994 the amount deter-
mined under this clause for the preceding year in-
creased by the covered item update for the year;
and

(ii) the national limited payment amount for an item
or device for a year is equal to—

(I) for 1991, the local payment amount deter-
mined under clause (i) for such item or device for
that year, except that the national limited pay-
ment amount may not exceed 100 percent of the
weighted average of all local payment amounts de-
termined under such clause for such item for that
year and may not be less than 85 percent of the
weighted average of all local payment amounts de-
termined under such clause for such item,

(IT) for 1992 and 1993, the amount determined
under this clause for the preceding year increased
by the covered item update for such subsequent
year,

(III) for 1994, the local payment amount deter-
mined under clause (i) for such item or device for
that year, except that the national limited pay-
ment amount may not exceed 100 percent of the
median of all local payment amounts determined
under such clause for such item for that year and
may not be less than 85 percent of the median of
all local payment amounts determined under such
clause for such item or device for that year, and

(IV) for each subsequent year, the amount de-
termined under this clause for the preceding year
increased by the covered item update for such sub-
sequent year.

(4) PAYMENT FOR CERTAIN CUSTOMIZED ITEMS.—Payment
with respect to a covered item that is uniquely constructed or
substantially modified to meet the specific needs of an indi-
vidual patient, and for that reason cannot be grouped with
similar items for purposes of payment under this title, shall be
made in a lump-sum amount (A) for the purchase of the item
in a payment amount based upon the carrier’s individual con-
sideration for that item, and (B) for the reasonable and nec-
essary maintenance and servicing for parts and labor not cov-
ered by the supplier’s or manufacturer’s warranty, when nec-
essary during the period of medical need, and the amount rec-
ognized for such maintenance and servicing shall be paid on a
lump-sum, as needed basis based upon the carrier’s individual
consideration for that item. In the case of a wheelchair fur-
nished on or after January 1, 1992, the wheelchair shall be
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treated as a customized item for purposes of this paragraph if
the wheelchair has been measured, fitted, or adapted in consid-
eration of the patient’s body size, disability, period of need, or
intended use, and has been assembled by a supplier or ordered
from a manufacturer who makes available customized features,
modifications, or components for wheelchairs that are intended
for an individual patient’s use in accordance with instructions
from the patient’s physician.
(5) PAYMENT FOR OXYGEN AND OXYGEN EQUIPMENT.—

(A) IN GENERAL.—Payment for oxygen and oxygen equip-
ment shall be made on a monthly basis in the monthly
payment amount recognized under paragraph (9) for oxy-
gen and oxygen equipment (other than portable oxygen
equipment), subject to subparagraphs (B), (C), (E), and (F).

(B) ADD-ON FOR PORTABLE OXYGEN EQUIPMENT.—When
portable oxygen equipment is used, but subject to subpara-
graph (D), the payment amount recognized under subpara-
graph (A) shall be increased by the monthly payment
amount recognized under paragraph (9) for portable oxy-
gen equipment.

(C) VOLUME ADJUSTMENT.—When the attending physi-
cian prescribes an oxygen flow rate—

(i) exceeding 4 liters per minute, the payment
amount recognized under subparagraph (A), subject to
subparagraph (D), shall be increased by 50 percent, or

(i1) of less than 1 liter per minute, the payment
amount recognized under subparagraph (A) shall be
decreased by 50 percent.

(D) LiMIT ON ADJUSTMENT.—When portable oxygen
equipment is used and the attending physician prescribes
an oxygen flow rate exceeding 4 liters per minute, there
shall only be an increase under either subparagraph (B) or
(C), whichever increase is larger, and not under both such
subparagraphs.

(E) RECERTIFICATION FOR PATIENTS RECEIVING HOME OX-
YGEN THERAPY.—In the case of a patient receiving home
oxygen therapy services who, at the time such services are
initiated, has an initial arterial blood gas value at or above
a partial pressure of 56 or an arterial oxygen saturation at
or above 89 percent (or such other values, pressures, or cri-
teria as the Secretary may specify) no payment may be
made under this part for such services after the expiration
of the 90-day period that begins on the date the patient
first receives such services unless the patient’s attending
physician certifies that, on the basis of a follow-up test of
the patient’s arterial blood gas value or arterial oxygen
saturation conducted during the final 30 days of such 90-
day period, there is a medical need for the patient to con-
tinue to receive such services.

(F) RENTAL CAP.—

(i) IN GENERAL.—Payment for oxygen equipment (in-
cluding portable oxygen equipment) under this para-
graph may not extend over a period of continuous use
(as determined by the Secretary) of longer than 36
months.
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(ii) PAYMENTS AND RULES AFTER RENTAL CAP.—After
the 36th continuous month during which payment is
made for the equipment under this paragraph—

(I) the supplier furnishing such equipment
under this subsection shall continue to furnish the
equipment during any period of medical need for
the remainder of the reasonable useful lifetime of
the equipment, as determined by the Secretary;

(IT) payments for oxygen shall continue to be
made in the amount recognized for oxygen under
paragraph (9) for the period of medical need; and

(ITI) maintenance and servicing payments shall,
if the Secretary determines such payments are
reasonable and necessary, be made (for parts and
labor not covered by the supplier’s or manufactur-
er’'s warranty, as determined by the Secretary to
be appropriate for the equipment), and such pay-
ments shall be in an amount determined to be ap-
propriate by the Secretary.

(6) PAYMENT FOR OTHER COVERED ITEMS (OTHER THAN DURA-
BLE MEDICAL EQUIPMENT)—Payment for other covered items
(other than durable medical equipment and other covered
items described in paragraph (3), (4), or (5)) shall be made in
a lump-sum amount for the purchase of the item in the
amount of the purchase price recognized under paragraph (8).

(7) PAYMENT FOR OTHER ITEMS OF DURABLE MEDICAL EQUIP-
MENT.—

(A) PAYMENT.—In the case of an item of durable medical
equipment not described in paragraphs (2) through (6), the
following rules shall apply:

(i) RENTAL.—

(I) IN GENERAL.—Except as provided in clause
(iii), payment for the item shall be made on a
monthly basis for the rental of the item during the
period of medical need (but payments under this
clause may not extend over a period of continuous
use (as determined by the Secretary) of longer
than 13 months).

(I) PAYMENT AMOUNT.—Subject to subclause
(III) and subparagraph (B), the amount recognized
for the item, for each of the first 3 months of such
period, is 10 percent of the purchase price recog-
nized under paragraph (8) with respect to the
item, and, for each of the remaining months of
such period, is 7.5 percent of such purchase price.

(III) SPECIAL RULE FOR POWER-DRIVEN WHEEL-
CHAIRS.—For purposes of payment for power-driv-
en wheelchairs, subclause (II) shall be applied by
substituting “15 percent” and “6 percent” for “10
percent” and “7.5 percent”, respectively.

(ii) OWNERSHIP AFTER RENTAL.—On the first day
that begins after the 13th continuous month during
which payment is made for the rental of an item
under clause (i), the supplier of the item shall transfer
title to the item to the individual.
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(i11)) PURCHASE AGREEMENT OPTION FOR COMPLEX, RE-
HABILITATIVE POWER-DRIVEN WHEELCHAIRS.—In the
case of a complex, rehabilitative power-driven wheel-
chair, at the time the supplier furnishes the item, the
supplier shall offer the individual the option to pur-
chase the item, and payment for such item shall be
made on a lump-sum basis if the individual exercises
such option.

(iv) MAINTENANCE AND SERVICING.—After the sup-
plier transfers title to the item under clause (ii) or in
the case of a power-driven wheelchair for which a pur-
chase agreement has been entered into under clause
(ii1), maintenance and servicing payments shall, if the
Secretary determines such payments are reasonable
and necessary, be made (for parts and labor not cov-
ered by the supplier’s or manufacturer’s warranty, as
determined by the Secretary to be appropriate for the
particular type of durable medical equipment), and
such payments shall be in an amount determined to
be appropriate by the Secretary.

(B) RANGE FOR RENTAL AMOUNTS.—

(i) FOR 1989.—For items furnished during 1989, the
payment amount recognized under subparagraph (A)@d)
shall not be more than 115 percent, and shall not be
less than 85 percent, of the prevailing charge estab-
lished for rental of the item in January 1987, in-
creased by the percentage increase in the consumer
price index for all urban consumers (U.S. city average)
for the 6-month period ending with December 1987.

(i1)) For 1990.—For items furnished during 1990,
clause (i) shall apply in the same manner as it applies
to items furnished during 1989.

(C) REPLACEMENT OF ITEMS.—

(i) ESTABLISHMENT OF REASONABLE USEFUL LIFE-
TIME.—In accordance with clause (iii), the Secretary
shall determine and establish a reasonable useful life-
time for items of durable medical equipment for which
payment may be made under this paragraph.

(ii) PAYMENT FOR REPLACEMENT ITEMS.—If the rea-
sonable lifetime of such an item, as so established, has
been reached during a continuous period of medical
need, or the carrier determines that the item is lost or
irreparably damaged, the patient may elect to have
payment for an item serving as a replacement for such
item made—

(I) on a monthly basis for the rental of the re-
placement item in accordance with subparagraph
(A); or

(II) in the case of an item for which a purchase
agreement has been entered into under subpara-
graph (A)(iii), in a lump-sum amount for the pur-
chase of the item.

(iii) LENGTH OF REASONABLE USEFUL LIFETIME.—The
reasonable useful lifetime of an item of durable med-
ical equipment under this subparagraph shall be equal
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to 5 years, except that, if the Secretary determines
that, on the basis of prior experience in making pay-
ments for such an item under this title, a reasonable
useful lifetime of 5 years is not appropriate with re-
spect to a particular item, the Secretary shall estab-
lish an alternative reasonable lifetime for such item.
(8) PURCHASE PRICE RECOGNIZED FOR MISCELLANEOUS DE-
VICES AND ITEMS.—For purposes of paragraphs (6) and (7), the
amount that is recognized under this paragraph as the pur-
chase price for a covered item is the amount described in sub-
paragraph (C) of this paragraph, determined as follows:

(A) COMPUTATION OF LOCAL PURCHASE PRICE.—Each car-
rier under section 1842 shall compute a base local pur-
chase price for the item as follows:

(i) The carrier shall compute a base local purchase
price, for each item described—

(I) in paragraph (6) equal to the average reason-
able charge in the locality for the purchase of the
item for the 12-month period ending with June
1987, or

(IT) in paragraph (7) equal to the average of the
purchase prices on the claims submitted on an as-
signment-related basis for the unused item sup-
plied during the 6-month period ending with De-
cember 1986.

(i) The carrier shall compute a local purchase price,
with respect to the furnishing of each particular
item—

(I) in 1989 and 1990, equal to the base local
purchase price computed under clause (i) in-
creased by the percentage increase in the con-
sumer price index for all urban consumers (U.S.
city average) for the 6-month period ending with
December 1987,

(II) in 1991, equal to the local purchase price
computed under this clause for the previous year,
increased by the covered item update for 1991,
and decreased by the percentage by which the av-
erage of the reasonable charges for claims paid for
all items described in paragraph (7) is lower than
the average of the purchase prices submitted for
such items during the final 9 months of 1988; or

(III) in 1992, 1993, and 1994 equal to the local
purchase price computed under this clause for the
previous year increased by the covered item up-
date for the year.

(B) COMPUTATION OF NATIONAL LIMITED PURCHASE
PRICE.—With respect to the furnishing of a particular item
in a year, the Secretary shall compute a national limited
purchase price—

(i) for 1991, equal to the local purchase price com-
puted under subparagraph (A)@ii) for the item for the
year, except that such national limited purchase price
may not exceed 100 percent of the weighted average of
all local purchase prices for the item computed under
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such subparagraph for the year, and may not be less
than 85 percent of the weighted average of all local
purchase prices for the item computed under such sub-
paragraph for the year;

(i1) for 1992 and 1993, the amount determined under
this subparagraph for the preceding year increased by
the covered item update for such subsequent year;

(iii) for 1994, the local purchase price computed
under subparagraph (A)(ii) for the item for the year,
except that such national limited purchase price may
not exceed 100 percent of the median of all local pur-
chase prices computed for the item under such sub-
paragraph for the year and may not be less than 85
percent of the median of all local purchase prices com-
puted under such subparagraph for the item for the
year; and

(iv) for each subsequent year, equal to the amount
determined under this subparagraph for the preceding
year increased by the covered item update for such
subsequent year.

(C) PURCHASE PRICE RECOGNIZED.—For purposes of para-
graphs (6) and (7), the amount that is recognized under
this paragraph as the purchase price for each item fur-
nished—

(i) in 1989 or 1990, is 100 percent of the local pur-
chase price computed under subparagraph (A)Gi)(I);

(i1) in 1991, is the sum of (I) 67 percent of the local
purchase price computed under subparagraph
(A)E)II) for 1991, and (II) 33 percent of the national
limited purchase price computed under subparagraph
(B) for 1991;

(iii) in 1992, is the sum of (I) 33 percent of the local
purchase price computed wunder subparagraph
(A)G1)III) for 1992, and (II) 67 percent of the national
limited purchase price computed under subparagraph
(B) for 1992; and

(iv) in 1993 or a subsequent year, is the national
limited purchase price computed under subparagraph
(B) for that year.

(9) MONTHLY PAYMENT AMOUNT RECOGNIZED WITH RESPECT
TO OXYGEN AND OXYGEN EQUIPMENT.—For purposes of para-
graph (5), the amount that is recognized under this paragraph
for payment for oxygen and oxygen equipment is the monthly
payment amount described in subparagraph (C) of this para-
graph. Such amount shall be computed separately (i) for all
items of oxygen and oxygen equipment (other than portable ox-
ygen equipment) and (ii) for portable oxygen equipment (each
such group referred to in this paragraph as an “item”).

(A) COMPUTATION OF LOCAL MONTHLY PAYMENT RATE.—
Each carrier under this section shall compute a base local
payment rate for each item as follows:

(i) The carrier shall compute a base local average
monthly payment rate per beneficiary as an amount
equal to (I) the total reasonable charges for the item
during the 12-month period ending with December
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1986, divided by (II) the total number of months for all
beneficiaries receiving the item in the area during the
12-month period for which the carrier made payment
for the item under this title.

(i1) The carrier shall compute a local average month-
ly payment rate for the item applicable—

(I) to 1989 and 1990, equal to 95 percent of the
base local average monthly payment rate com-
puted under clause (i) for the item increased by
the percentage increase in the consumer price
index for all urban consumers (U.S. city average)
for the 6-month period ending with December
1987, or

(ID) to 1991, 1992, 1993, and 1994 equal to the
local average monthly payment rate computed
under this clause for the item for the previous
year increased by the covered item increase for
the year.

(B) COMPUTATION OF NATIONAL LIMITED MONTHLY PAY-
MENT RATE.—With respect to the furnishing of an item in
a year, the Secretary shall compute a national limited
monthly payment rate equal to—

(1) for 1991, the local monthly payment rate com-
puted under subparagraph (A)(ii)(II) for the item for
the year, except that such national limited monthly
payment rate may not exceed 100 percent of the
weighted average of all local monthly payment rates
computed for the item under such subparagraph for
the year, and may not be less than 85 percent of the
weighted average of all local monthly payment rates
computed for the item under such subparagraph for
the year;

(i1) for 1992 and 1993, the amount determined under
this subparagraph for the preceding year increased by
the covered item update for such subsequent year;

(iii) for 1994, the local monthly payment rate com-
puted under subparagraph (A)@i) for the item for the
year, except that such national limited monthly pay-
ment rate may not exceed 100 percent of the median
of all local monthly payment rates computed for the
item under such subparagraph for the year and may
not be less than 85 percent of the median of all local
monthly payment rates computed for the item under
such subparagraph for the year;

(iv) for 1995, 1996, and 1997, equal to the amount
determined under this subparagraph for the preceding
year increased by the covered item update for such
subsequent year;

(v) for 1998, 75 percent of the amount determined
under this subparagraph for 1997; and

(vi) for 1999 and each subsequent year, 70 percent
of the amount determined under this subparagraph for
1997.

(C) MONTHLY PAYMENT AMOUNT RECOGNIZED.—For pur-
poses of paragraph (5), the amount that is recognized
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under this paragraph as the base monthly payment
amount for each item furnished—

(i) in 1989 and in 1990, is 100 percent of the local
average monthly payment rate computed under sub-
paragraph (A)(i) for the item;

(i1) in 1991, is the sum of (I) 67 percent of the local
average monthly payment rate computed under sub-
paragraph (A)(i1)(II) for the item for 1991, and (II) 33
percent of the national limited monthly payment rate
computed under subparagraph (B)(i) for the item for
1991;

(iii) in 1992, is the sum of (I) 33 percent of the local
average monthly payment rate computed under sub-
paragraph (A)(i1)(II) for the item for 1992, and (II) 67
percent of the national limited monthly payment rate
computed under subparagraph (B)(ii) for the item for
1992; and

(iv) in a subsequent year, is the national limited
monthly payment rate computed under subparagraph
(B) for the item for that year.

(10) EXCEPTIONS AND ADJUSTMENTS.—

(A) AREAS OUTSIDE CONTINENTAL UNITED STATES.—Ex-
ceptions to the amounts recognized under the previous pro-
visions of this subsection shall be made to take into ac-
count the unique circumstances of covered items furnished
in Alaska, Hawaii, or Puerto Rico.

(B) ADJUSTMENT FOR INHERENT REASONABLENESS.—The
Secretary is authorized to apply the provisions of para-
graphs (8) and (9) of section 1842(b) to covered items and
suppliers of such items and payments under this sub-
section 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).

(C) TRANSCUTANEOUS ELECTRICAL NERVE STIMULATOR
(TENS).—In order to permit an attending physician time to
determine whether the purchase of a transcutaneous elec-
trical nerve stimulator is medically appropriate for a par-
ticular patient, the Secretary may determine an appro-
priate payment amount for the initial rental of such item
for a period of not more than 2 months. If such item is
subsequently purchased, the payment amount with respect
to such purchase is the payment amount determined under
paragraph (2).

(11) IMPROPER BILLING AND REQUIREMENT OF PHYSICIAN
ORDER.—

(A) IMPROPER BILLING FOR CERTAIN RENTAL ITEMS.—Not-
withstanding any other provision of this title, a supplier of
a covered item for which payment is made under this sub-
section and which is furnished on a rental basis shall con-
tinue to supply the item without charge (other than a
charge provided under this subsection for the maintenance
and servicing of the item) after rental payments may no
longer be made under this subsection. If a supplier know-
ingly and willfully violates the previous sentence, the Sec-
retary may apply sanctions against the supplier under sec-
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tion 1842(j)(2) in the same manner such sanctions may
apply with respect to a physician.

(B) REQUIREMENT OF PHYSICIAN ORDER.—

(i) IN GENERAL.—The Secretary is authorized to re-
quire, for specified covered items, that payment may
be made under this subsection with respect to the item
only if a physician enrolled under section 1866(j) or an
eligible professional under section 1848(k)(3)(B) that is
enrolled under section 1866(j) has communicated to
the supplier, before delivery of the item, a written
order for the item.

(i1) REQUIREMENT FOR FACE TO FACE ENCOUNTER.—
The Secretary shall require that such an order be
written pursuant to a physician, a physician assistant,
a nurse practitioner, or a clinical nurse specialist (as
those terms are defined in section 1861(aa)(5)) docu-
menting such physician, physician assistant, practi-
tioner, or specialist has had a face-to-face encounter
(including through use of telehealth under subsection
(m) and other than with respect to encounters that are
incident to services involved) with the individual in-
volved during the 6-month period preceding such writ-
ten order, or other reasonable timeframe as deter-
mined by the Secretary.

(12) REGIONAL CARRIERS.—The Secretary may designate, by
regulation under section 1842, one carrier for one or more en-
tire regions to process all claims within the region for covered
items under this section.

(13) COVERED ITEM.—In this subsection, the term “covered
item” means durable medical equipment (as defined in section
1861(n)), including such equipment described in section
1861(m)(5), but not including implantable items for which pay-
ment may be made under section 1833(t).

(14) COVERED ITEM UPDATE.—In this subsection, the term
“covered item update” means, with respect to a year—

(A) for 1991 and 1992, the percentage increase in the
consumer price index for all urban consumers (U.S. city
average) for the 12-month period ending with June of the
previous year reduced by 1 percentage point;

(B) for 1993, 1994, 1995, 1996, and 1997, the percentage
increase in the consumer price index for all urban con-
sumers (U.S. city average) for the 12-month period ending
with June of the previous year;

(C) for each of the years 1998 through 2000, 0 percent-
age points;

(D) for 2001, the percentage increase in the consumer
price index for all urban consumers (U.S. city average) for
the 12-month period ending with June 2000;

(E) for 2002, 0 percentage points;

(F) for 2003, 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 2002;

(G) for 2004 through 2006—

(i) subject to clause (ii), in the case of class III med-
ical devices described in section 513(a)(1)(C) of the
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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

(i) 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 med-
ical 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

(i) in the case of covered items not described in
clause (i), 0 percentage points;

(I) for 2008—

(i) subject to clause (ii), in the case of class III med-
ical 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 percent-
age change under subparagraph (H)(i)); and

(i1) in the case of covered items not described in
clause (i), 0 percentage points;

(J) for 2009—

(i) in the case of items and services furnished in any
geographic area, if such items or services were se-
lected for competitive acquisition in any area under
the competitive acquisition program under section
1847(a)(1)(B)(A)I) before July 1, 2008, including re-
lated accessories but only if furnished with such items
and services selected for such competition and diabetic
supplies but only if furnished through mail order, - 9.5
percent; or

(i1) in the case of other items and services, the per-
centage increase in the consumer price index for all
urban consumers (U.S. urban average) for the 12-
month period ending with June 2008;

(K) for 2010, 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; and

(L) for 2011 and each subsequent year—

(i) the percentage increase in the consumer price
index for all urban consumers (United States city av-
erage) for the 12-month period ending with June of
the previous year, reduced by—

(i1) the productivity adjustment described in section
1886(b)(3)(B)(xi)(II).

The application of subparagraph (L)(ii) may result in the cov-
ered item update under this paragraph being less than 0.0 for
a year, and may result in payment rates under this subsection



22

for a year being less than such payment rates for the preceding
year.

(15) ADVANCE DETERMINATIONS OF COVERAGE FOR CERTAIN
ITEMS.—

(A) DEVELOPMENT OF LISTS OF ITEMS BY SECRETARY.—
The Secretary may develop and periodically update a list
of items for which payment may be made under this sub-
section that the Secretary determines, on the basis of prior
payment experience, are frequently subject to unnecessary
utilization throughout a carrier’s entire service area or a
portion of such area.

(B) DEVELOPMENT OF LISTS OF SUPPLIERS BY SEC-
RETARY.—The Secretary may develop and periodically up-
date a list of suppliers of items for which payment may be
made under this subsection with respect to whom—

(i) the Secretary has found that a substantial num-
ber of claims for payment under this part for items
furnished by the supplier have been denied on the
basis of the application of section 1862(a)(1); or

(i) the Secretary has identified a pattern of over-
utilization resulting from the business practice of the
supplier.

(C) DETERMINATIONS OF COVERAGE IN ADVANCE.—A car-
rier shall determine in advance of delivery of an item
whether payment for the item may not be made because
the item is not covered or because of the application of sec-
tion 1862(a)(1) if—

(i) the item is included on the list developed by the
Secretary under subparagraph (A);

(i1) the item is furnished by a supplier included on
the list developed by the Secretary under subpara-
graph (B); or

(i1i) the item is a customized item (other than inex-
pensive items specified by the Secretary) and the pa-
tient to whom the item is to be furnished or the sup-
plier requests that such advance determination be
made.

(16) DISCLOSURE OF INFORMATION AND SURETY BOND.—The
Secretary shall not provide for the issuance (or renewal) of a
provider number for a supplier of durable medical equipment,
for purposes of payment under this part for durable medical
equipment furnished by the supplier, unless the supplier pro-
vides the Secretary on a continuing basis—

(A) with—

(i) full and complete information as to the identity
of each person with an ownership or control interest
(as defined in section 1124(a)(3)) in the supplier or in
any subcontractor (as defined by the Secretary in reg-
ulations) in which the supplier directly or indirectly
has a 5 percent or more ownership interest; and

(i) to the extent determined to be feasible under
regulations of the Secretary, the name of any dis-
closing entity (as defined in section 1124(a)(2)) with
respect to which a person with such an ownership or
control interest in the supplier is a person with such
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an ownership or control interest in the disclosing enti-
ty; and

(B) with a surety bond in a form specified by the Sec-
retary and in an amount that is not less than $50,000 that
the Secretary determines is commensurate with the vol-
ume of the billing of the supplier.

The Secretary may waive the requirement of a bond under sub-
paragraph (B) in the case of a supplier that provides a com-
parable surety bond under State law. The Secretary, at the
Secretary’s discretion, may impose the requirements of the
first sentence with respect to some or all providers of items or
services under part A or some or all suppliers or other persons
(other than physicians or other practitioners, as defined in sec-
tion 1842(b)(18)(C)) who furnish items or services under this
part.

(17) PROHIBITION AGAINST UNSOLICITED TELEPHONE CON-
TACTS BY SUPPLIERS.—

(A) IN GENERAL.—A supplier of a covered item under
this subsection may not contact an individual enrolled
under this part by telephone regarding the furnishing of a
C(l)vered item to the individual unless 1 of the following ap-
plies:

(i) The individual has given written permission to
the supplier to make contact by telephone regarding
the furnishing of a covered item.

(i) The supplier has furnished a covered item to the
individual and the supplier is contacting the indi-
vidual only regarding the furnishing of such covered
item.

(iii) If the contact is regarding the furnishing of a
covered item other than a covered item already fur-
nished to the individual, the supplier has furnished at
least 1 covered item to the individual during the 15-
month period preceding the date on which the supplier
makes such contact.

(B) PROHIBITING PAYMENT FOR ITEMS FURNISHED SUBSE-
QUENT TO UNSOLICITED CONTACTS.—If a supplier know-
ingly contacts an individual in violation of subparagraph
(A), no payment may be made under this part for any item
subsequently furnished to the individual by the supplier.

(C) EXCLUSION FROM PROGRAM FOR SUPPLIERS ENGAGING
IN PATTERN OF UNSOLICITED CONTACTS.—If a supplier
knowingly contacts individuals in violation of subpara-
graph (A) to such an extent that the supplier’s conduct es-
tablishes a pattern of contacts in violation of such subpara-
graph, the Secretary shall exclude the supplier from par-
ticipation in the programs under this Act, in accordance
with the procedures set forth in subsections (c¢), (f), and (g)
of section 1128.

(18) REFUND OF AMOUNTS COLLECTED FOR CERTAIN DIS-
ALLOWED ITEMS.—

(A) IN GENERAL.—If a nonparticipating supplier fur-
nishes to an individual enrolled under this part a covered
item for which no payment may be made under this part
by reason of paragraph (17)(B), the supplier shall refund
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on a timely basis to the patient (and shall be liable to the
patient for) any amounts collected from the patient for the
item, unless—

(i) the supplier establishes that the supplier did not
know and could not reasonably have been expected to
know that payment may not be made for the item by
reason of paragraph (17)(B), or

(i1) before the item was furnished, the patient was
informed that payment under this part may not be
made for that item and the patient has agreed to pay
for that item.

(B) SanctionNs.—If a supplier knowingly and willfully
fails to make refunds in violation of subparagraph (A), the
Secretary may apply sanctions against the supplier in ac-
cordance with section 1842(G)(2).

(C) NoticE.—Each carrier with a contract in effect
under this part with respect to suppliers of covered items
shall send any notice of denial of payment for covered
items by reason of paragraph (17)(B) and for which pay-
ment is not requested on an assignment-related basis to
the supplier and the patient involved.

(D) TIMELY BASIS DEFINED.—A refund under subpara-
graph (A) is considered to be on a timely basis only if—

(i) in the case of a supplier who does not request re-
consideration or seek appeal on a timely basis, the re-
fund is made within 30 days after the date the sup-
plier receives a denial notice under subparagraph (C),
or

(i1) in the case in which such a reconsideration or
appeal is taken, the refund is made within 15 days
after the date the supplier receives notice of an ad-
verse determination on reconsideration or appeal.

(19) CERTAIN UPGRADED ITEMS.—

(A) INDIVIDUAL’S RIGHT TO CHOOSE UPGRADED ITEM.—
Notwithstanding any other provision of this title, the Sec-
retary may issue regulations under which an individual
may purchase or rent from a supplier an item of upgraded
durable medical equipment for which payment would be
made under this subsection if the item were a standard
item.

(B) PAYMENTS TO SUPPLIER.—In the case of the purchase
or rental of an upgraded item under subparagraph (A)—

(i) the supplier shall receive payment under this
subsection with respect to such item as if such item
were a standard item; and

(i) the individual purchasing or renting the item
shall pay the supplier an amount equal to the dif-
ference between the supplier’s charge and the amount
under clause (i).

In no event may the supplier’s charge for an upgraded
item exceed the applicable fee schedule amount (if any) for
such item.

(C) CONSUMER PROTECTION SAFEGUARDS.—Any regula-
tions under subparagraph (A) shall provide for consumer
protection standards with respect to the furnishing of up-
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graded equipment under subparagraph (A). Such regula-
tions shall provide for—

(i) determination of fair market prices with respect
to an upgraded item,;

(ii) full disclosure of the availability and price of
standard items and proof of receipt of such disclosure
information by the beneficiary before the furnishing of
the upgraded item;

(iii) conditions of participation for suppliers in the
billing arrangement;

(iv) sanctions of suppliers who are determined to en-
gage in coercive or abusive practices, including exclu-
sion; and

(v) such other safeguards as the Secretary deter-
mines are necessary.

(20) IDENTIFICATION OF QUALITY STANDARDS.—

(A) IN GENERAL.—Subject to subparagraph (C), the Sec-
retary shall establish and implement quality standards for
suppliers of items and services described in subparagraph
(D) to be applied by recognized independent accreditation
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 number
used to submit claims for reimbursement for any such
item or service for which payment may be made under
this title.

(B) DESIGNATION OF INDEPENDENT ACCREDITATION ORGA-
NIZATIONS.—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(a), the Secretary shall designate and approve
one or more independent accreditation organizations for
purposes 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 appro-
priate:

(i) Covered items (as defined in paragraph (13)) for
which payment may otherwise be made under this
subsection.

(i) Prosthetic devices and orthotics and prosthetics
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, including subparagraph (F), after
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consultation with representatives of relevant parties. Such
standards shall be applied prospectively and shall be pub-
lished on the Internet website of the Centers for Medicare
& Medicaid Services.

(F) APPLICATION OF ACCREDITATION REQUIREMENT.—In
implementing quality standards under this paragraph—

(i) subject to clause (ii) and subparagraph (G), the
Secretary shall require suppliers furnishing items and
services described in subparagraph (D) on or after Oc-
tober 1, 2009, directly or as a subcontractor for an-
other entity, to have submitted to the Secretary evi-
dence of accreditation by an accreditation organization
designated under subparagraph (B) as meeting appli-
cable quality standards, except that the Secretary
shall not require under this clause pharmacies to ob-
tain such accreditation before January 1, 2010, except
that the Secretary shall not require a pharmacy to
have submitted to the Secretary such evidence of ac-
creditation prior to January 1, 2011; and

(i1) in applying such standards and the accreditation
requirement of clause (i) with respect to eligible pro-
fessionals (as defined in section 1848(k)(3)(B)), and in-
cluding such other persons, such as orthotists and
prosthetists, as specified by the Secretary, furnishing
such items and services—

(I) such standards and accreditation require-
ment shall not apply to such professionals and
persons unless the Secretary determines that the
standards being applied are designed specifically
to Clloe applied to such professionals and persons;
an

(I) the Secretary may exempt such profes-
sionals and persons from such standards and re-
quirement if the Secretary determines that licens-
ing, accreditation, or other mandatory quality re-
quirements apply to such professionals and per-
sons with respect to the furnishing of such items
and services.

(G) APPLICATION OF ACCREDITATION REQUIREMENT TO
CERTAIN PHARMACIES.—

(i) IN GENERAL.—With respect to items and services
furnished on or after January 1, 2011, in imple-
menting quality standards under this paragraph—

(I) subject to subclause (II), in applying such
standards and the accreditation requirement of
subparagraph (F)i) with respect to pharmacies
described in clause (ii) furnishing such items and
services, such standards and accreditation re-
quilrement shall not apply to such pharmacies;
an

(IT) the Secretary may apply to such pharmacies
an alternative accreditation requirement estab-
lished by the Secretary if the Secretary deter-
mines such alternative accreditation requirement
is more appropriate for such pharmacies.
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(ii) PHARMACIES DESCRIBED.—A pharmacy described
in this clause is a pharmacy that meets each of the fol-
lowing criteria:

(I) The total billings by the pharmacy for such
items and services under this title are less than 5
percent of total pharmacy sales, as determined
based on the average total pharmacy sales for the
previous 3 calendar years, 3 fiscal years, or other
yearly period specified by the Secretary.

(IT) The pharmacy has been enrolled under sec-
tion 1866(j) as a supplier of durable medical
equipment, prosthetics, orthotics, and supplies,
has been issued (which may include the renewal
of) a provider number for at least 5 years, and for
which a final adverse action (as defined in section
424.57(a) of title 42, Code of Federal Regulations)
has not been imposed in the past 5 years.

(ITTI) The pharmacy submits to the Secretary an
attestation, in a form and manner, and at a time,
specified by the Secretary, that the pharmacy
meets the criteria described in subclauses (I) and
(IT). Such attestation shall be subject to section
1001 of title 18, United States Code.

(IV) The pharmacy agrees to submit materials
as requested by the Secretary, or during the
course of an audit conducted on a random sample
of pharmacies selected annually, to verify that the
pharmacy meets the criteria described in sub-
clauses (I) and (II). Materials submitted under the
preceding sentence shall include a certification by
an accountant on behalf of the pharmacy or the
submission of tax returns filed by the pharmacy
during the relevant periods, as requested by the
Secretary.

(21) SPECIAL PAYMENT RULE FOR SPECIFIED ITEMS AND SUP-
PLIES.—

(A) IN GENERAL.—Notwithstanding the preceding provi-
sions 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

(i) 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 MEDI-
CARE PRICES COMPARED TO VA, MEDICAID, RE-
TAIL, AND FEHP PRICES FOR 16 ITEMS” included
in the Testimony of the Inspector General before the
Senate Committee on Appropriations, June 12, 2002,
or any subsequent report by the Inspector General.
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(B) SPECIFIED ITEM OR SUPPLY DESCRIBED.—For purposes
of subparagraph (A), a specified item or supply means oxy-
gen and oxygen equipment, standard wheelchairs (includ-
ing standard power wheelchairs), nebulizers, diabetic sup-
plies consisting of lancets and testing strips, hospital beds,
and air mattresses, but only if the HCPCS code for the
item or supply is identified in a table referred to in sub-
paragraph (A)(i).

(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.

(22) SPECIAL PAYMENT RULE FOR DIABETIC SUPPLIES.—Not-
withstanding the preceding provisions of this subsection, for
purposes of determining the payment amount under this sub-
section for diabetic supplies furnished on or after the first day
of the calendar quarter during 2013 that is at least 30 days
after the date of the enactment of this paragraph and before
the date described in paragraph (1)(H)(i1), the Secretary shall
recalculate and apply the covered item update under para-
graph (14) as if subparagraph (J)(i) of such paragraph was
arrcllended by striking “but only if furnished through mail
order”.

(b) FEE SCHEDULES FOR RADIOLOGIST SERVICES.—

(1) DEVELOPMENT.—The Secretary shall develop—

(A) a relative value scale to serve as the basis for the
payment for radiologist services under this part, and

(B) using such scale and appropriate conversion factors
and subject to subsection (¢)(1)(A), fee schedules (on a re-
gional, statewide, locality, or carrier service area basis) for
payment for radiologist services under this part, to be im-
plemented for such services furnished during 1989.

(2) CONSULTATION.—In carrying out paragraph (1), the Sec-
retary shall regularly consult closely with the Physician Pay-
ment Review Commission, the American College of Radiology,
and other organizations representing physicians or suppliers
who furnish radiologist services and shall share with them the
data and data analysis being used to make the determinations
under paragraph (1), including data on variations in current
medicare payments by geographic area, and by service and
physician specialty.

(3) CONSIDERATIONS.—In developing the relative value scale
and fee schedules under paragraph (1), the Secretary—

(A) shall take into consideration variations in the cost of
furnishing such services among geographic areas and
among different sites where services are furnished, and

(B) may also take into consideration such other factors
respecting the manner in which physicians in different
specialties furnish such services as may be appropriate to
assure that payment amounts are equitable and designed
to promote effective and efficient provision of radiologist
services by physicians in the different specialties.

(4) SAVINGS.—
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(A) BUDGET NEUTRAL FEE SCHEDULES.—The Secretary
shall develop preliminary fee schedules for 1989, which are
designed to result in the same amount of aggregate pay-
ments (net of any coinsurance and deductibles under sec-
tions 1833(a)(1)(J) and 1833(b)) for radiologist services fur-
nished in 1989 as would have been made if this subsection
had not been enacted.

(B) INITIAL SAVINGS.—The fee schedules established for
payment purposes under this subsection for services fur-
nished in 1989 shall be 97 percent of the amounts per-
mitted under these preliminary fee schedules developed
under subparagraph (A).

(C) 1990 FEE sCHEDULES.—For radiologist services (other
than portable X-ray services) furnished under this part
during 1990, after March 31 of such year, the conversion
factors used under this subsection shall be 96 percent of
the conversion factors that applied under this subsection
as of December 31, 1989.

(D) 1991 FEE SCHEDULES.—For radiologist services (other
than portable X-ray services) furnished under this part
during 1991, the conversion factors used in a locality
under this subsection shall, subject to clause (vii), be re-
duced to the adjusted conversion factor for the locality de-
termined as follows:

(i) NATIONAL WEIGHTED AVERAGE CONVERSION FAC-
TOR.—The Secretary shall estimate the national
weighted average of the conversion factors used under
this subsection for services furnished during 1990 be-
ginning on April 1, using the best available data.

(ii) REDUCED NATIONAL WEIGHTED AVERAGE.—The
national weighted average estimated under clause (i)
shall be reduced by 13 percent.

(iii) COMPUTATION OF 1990 LOCALITY INDEX RELATIVE
TO NATIONAL AVERAGE.—The Secretary shall establish
an index which reflects, for each locality, the ratio of
the conversion factor used in the locality under this
subsection to the national weighted average estimated
under clause (1).

(iv) ADJUSTED CONVERSION FACTOR.—The adjusted
conversion factor for the professional or technical com-
ponent of a service in a locality is the sum of %2 of the
locally-adjusted amount determined under clause (v)
and Y2 of the GPCI-adjusted amount determined
under clause (vi).

(v) LOCALLY-ADJUSTED AMOUNT.—For purposes of
clause (iv), the locally adjusted amount determined
under this clause is the product of (I) the national
weighted average conversion factor computed under
clause (ii), and (II) the index value established under
clause (iii) for the locality.

(vi) GPCI-ADJUSTED AMOUNT.—For purposes of
clause (iv), the GPCI-adjusted amount determined
under this clause is the sum of—

(I) the product of (a) the portion of the reduced
national weighted average conversion factor com-
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puted under clause (ii) which is attributable to
physician work and (b) the geographic work index
value for the locality (specified in Addendum C to
the Model Fee Schedule for Physician Services
(published on September 4, 1990, 55 Federal Reg-
ister pp. 36238-36243)); and
(IT) the product of (a) the remaining portion of
the reduced national weighted average conversion
factor computed under clause (ii), and (b) the geo-
graphic practice cost index value specified in sec-
tion 1842(b)(14)(C)(iv) for the locality.
In applying this clause with respect to the professional
component of a service, 80 percent of the conversion
factor shall be considered to be attributable to physi-
cian work and with respect to the technical component
of the service, 0 percent shall be considered to be at-
tributable to physician work.

(vii) LIMITS ON CONVERSION FACTOR.—The conver-
sion factor to be applied to a locality to the profes-
sional or technical component of a service shall not be
reduced under this subparagraph by more than 9.5
percent below the conversion factor applied in the lo-
cality under subparagraph (C) to such component, but
in no case shall the conversion factor be less than 60
percent of the national weighted average of the con-
version factors (computed under clause (i)).

(E) RULE FOR CERTAIN SCANNING SERVICES.—In the case
of the technical components of magnetic resonance imaging
(MRI) services and computer assisted tomography (CAT)
services furnished after December 31, 1990, the amount
otherwise payable shall be reduced by 10 percent.

(F) SUBSEQUENT UPDATING.—For radiologist services fur-
nished in subsequent years, the fee schedules shall be the
schedules for the previous year updated by the percentage
increase in the MEI (as defined in section 1842(i)(3)) for
the year.

(G) NONPARTICIPATING PHYSICIANS AND SUPPLIERS.—
Each fee schedule so established shall provide that the
payment rate recognized for nonparticipating physicians
and suppliers is equal to the appropriate percent (as de-
fined in section 1842(b)(4)(A)(iv)) of the payment rate rec-
ognized for participating physicians and suppliers.

(5) LIMITING CHARGES OF NONPARTICIPATING PHYSICIANS AND
SUPPLIERS.—

(A) IN GENERAL.—In the case of radiologist services fur-
nished after January 1, 1989, for which payment is made
under a fee schedule under this subsection, if a nonpartici-
pating physician or supplier furnishes the service to an in-
dividual entitled to benefits under this part, the physician
or supplier may not charge the individual more than the
limiting charge (as defined in subparagraph (B)).

(B) LIMITING CHARGE DEFINED.—In subparagraph (A),
the term “limiting charge” means, with respect to a service
furnished—
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(i) in 1989, 125 percent of the amount specified for
the service in the appropriate fee schedule established
under paragraph (1),

(ii) in 1990, 120 percent of the amount specified for
the service in the appropriate fee schedule established
under paragraph (1), and

(ii1) after 1990, 115 percent of the amount specified
for the service in the appropriate fee schedule estab-
lished under paragraph (1).

(C) ENFORCEMENT.—If a physician or supplier knowingly
and willfully bills in violation of subparagraph (A), the
Secretary may apply sanctions against such physician or
supplier in accordance with section 1842(j)(2) in the same
manner as such sanctions may apply to a physician.

(6) RADIOLOGIST SERVICES DEFINED.—For the purposes of
this subsection and section 1833(a)(1)(J), the term “radiologist
services” only includes radiology services performed by, or
under the direction or supervision of, a physician—

(A) who is certified, or eligible to be certified, by the
American Board of Radiology, or

(B) for whom radiology services account for at least 50
percent of the total amount of charges made under this
part.

(c) PAYMENT AND STANDARDS FOR SCREENING MAMMOGRAPHY.—

(1) IN GENERAL.—With respect to expenses incurred for
screening mammography (as defined in section 1861(jj)), pay-
ment may be made only—

(A) for screening mammography conducted consistent
with the frequency permitted under paragraph (2); and

(B) if the screening mammography is conducted by a fa-
cility that has a certificate (or provisional certificate)
issued under section 354 of the Public Health Service Act.

(2) FREQUENCY COVERED.—

(A) IN GENERAL.—Subject to revision by the Secretary
under subparagraph (B)—

(i) no payment may be made under this part for
screening mammography performed on a woman
under 35 years of age;

(il) payment may be made under this part for only
one screening mammography performed on a woman
over 34 years of age, but under 40 years of age; and

(iii) in the case of a woman over 39 years of age,
payment may not be made under this part for screen-
ing mammography performed within 11 months fol-
lowing the month in which a previous screening mam-
mography was performed.

(B) REVISION OF FREQUENCY.—

(i) REVIEW.—The Secretary, in consultation with the
Director of the National Cancer Institute, shall review
periodically the appropriate frequency for performing
screening mammography, based on age and such other
factors as the Secretary believes to be pertinent.

(ii) REVISION OF FREQUENCY.—The Secretary, taking
into consideration the review made under clause (i),
may revise from time to time the frequency with
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which screening mammography may be paid for under
this subsection.
(d) FREQUENCY LIMITS AND PAYMENT FOR COLORECTAL CANCER
SCREENING TESTS.—
(1) SCREENING FECAL-OCCULT BLOOD TESTS.—

(A) PAYMENT AMOUNT.—The payment amount for
colorectal cancer screening tests consisting of screening
fecal-occult blood tests is equal to the payment amount es-
tablished for diagnostic fecal-occult blood tests under sec-
tion 1833(h).

(B) FREQUENCY LIMIT.—No payment may be made under
this part for a colorectal cancer screening test consisting of
a screening fecal-occult blood test—

(i) if the individual is under 50 years of age; or

(i1) if the test is performed within the 11 months
after a previous screening fecal-occult blood test.

(2) SCREENING FLEXIBLE SIGMOIDOSCOPIES.—

(A) FEE SCHEDULE.—With respect to colorectal cancer
screening  tests  consisting of screening flexible
sigmoidoscopies, payment under section 1848 shall be con-
sistent with payment under such section for similar or re-
lated services.

(B) PAYMENT LIMIT.—In the case of screening flexible
sigmoidoscopy services, payment under this part shall not
exceed such amount as the Secretary specifies, based upon
the rates recognized for diagnostic flexible sigmoidoscopy
services.

(C) FACILITY PAYMENT LIMIT.—

(i) IN GENERAL.—Notwithstanding subsections
(1)(2)(A) and (t) of section 1833, in the case of screen-
ing flexible sigmoidoscopy services furnished on or
after January 1, 1999, that—

(I) in accordance with regulations, may be per-
formed in an ambulatory surgical center and for
which the Secretary permits ambulatory surgical
center payments under this part, and

(IT) are performed in an ambulatory surgical
center or hospital outpatient department,

payment under this part shall be based on the lesser
of the amount under the fee schedule that would apply
to such services if they were performed in a hospital
outpatient department in an area or the amount under
the fee schedule that would apply to such services if
they were performed in an ambulatory surgical center
in the same area.

(i1) LIMITATION ON COINSURANCE.—Notwithstanding
any other provision of this title, in the case of a bene-
ficiary who receives the services described in clause
(D—

(I) in computing the amount of any applicable
copayment, the computation of such coinsurance
shall be based upon the fee schedule under which
payment is made for the services, and
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(IT) the amount of such coinsurance is equal to
25 percent of the payment amount under the fee
schedule described in subclause (I).

(D) SPECIAL RULE FOR DETECTED LESIONS.—If during the
course of such screening flexible sigmoidoscopy, a lesion or
growth is detected which results in a biopsy or removal of
the lesion or growth, payment under this part shall not be
made for the screening flexible sigmoidoscopy but shall be
made for the procedure classified as a flexible
sigmoidoscopy with such biopsy or removal.

(E) FREQUENCY LIMIT.—No payment may be made under
this part for a colorectal cancer screening test consisting of
a screening flexible sigmoidoscopy—

(i) if the individual is under 50 years of age; or

(i) if the procedure is performed within the 47
months after a previous screening flexible
sigmoidoscopy or, in the case of an individual who is
not at high risk for colorectal cancer, if the procedure
is performed within the 119 months after a previous
screening colonoscopy.

(3) SCREENING COLONOSCOPY.—

(A) FEE sSCHEDULE.—With respect to colorectal cancer
screening test consisting of a screening colonoscopy, pay-
ment under section 1848 shall be consistent with payment
amounts under such section for similar or related services.

(B) PAYMENT LIMIT.—In the case of screening
colonoscopy services, payment under this part shall not ex-
ceed such amount as the Secretary specifies, based upon
the rates recognized for diagnostic colonoscopy services.

(C) FACILITY PAYMENT LIMIT.—

(i) IN GENERAL.—Notwithstanding subsections
(1)(2)(A) and (t) of section 1833, in the case of screen-
ing colonoscopy services furnished on or after January
1, 1999, that are performed in an ambulatory surgical
center or a hospital outpatient department, payment
under this part shall be based on the lesser of the
amount under the fee schedule that would apply to
such services if they were performed in a hospital out-
patient department in an area or the amount under
the fee schedule that would apply to such services if
they were performed in an ambulatory surgical center
in the same area.

(i) LIMITATION ON COINSURANCE.—Notwithstanding
any other provision of this title, in the case of a bene-
ficiary who receives the services described in clause
(i)—

(I) in computing the amount of any applicable
coinsurance, the computation of such coinsurance
shall be based upon the fee schedule under which
payment is made for the services, and

(IT) the amount of such coinsurance is equal to
25 percent of the payment amount under the fee
schedule described in subclause (I).

(D) SPECIAL RULE FOR DETECTED LESIONS.—If during the
course of such screening colonoscopy, a lesion or growth is
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detected which results in a biopsy or removal of the lesion
or growth, payment under this part shall not be made for
the screening colonoscopy but shall be made for the proce-
dure classified as a colonoscopy with such biopsy or re-
moval.

(E) FREQUENCY LIMIT.—No payment may be made under
this part for a colorectal cancer screening test consisting of
a screening colonoscopy for individuals at high risk for
colorectal cancer if the procedure is performed within the
23 months after a previous screening colonoscopy or for
other individuals if the procedure is performed within the
119 months after a previous screening colonoscopy or with-
in 47 months after a previous screening flexible
sigmoidoscopy.

(e) ACCREDITATION REQUIREMENT FOR ADVANCED DIAGNOSTIC IM-
AGING SERVICES.—
(1) IN GENERAL.—

(A) IN GENERAL.—Beginning with January 1, 2012, with
respect to the technical component of advanced diagnostic
imaging services for which payment is made under the fee
schedule established under section 1848(b) and that are
furnished by a supplier, payment may only be made if
such supplier is accredited by an accreditation organiza-
tion designated by the Secretary under paragraph (2)(B)(i).

(B) ADVANCED DIAGNOSTIC IMAGING SERVICES DEFINED.—
In this subsection, the term “advanced diagnostic imaging
services” includes—

(i) diagnostic magnetic resonance imaging, computed
tomography, and nuclear medicine (including positron
emission tomography); and

(ii) such other diagnostic imaging services, including
services described in section 1848(b)(4)(B) (excluding
X-ray, ultrasound, and fluoroscopy), as specified by the
Secretary in consultation with physician specialty or-
ganizations and other stakeholders.

(C) SUPPLIER DEFINED.—In this subsection, the term
“supplier” has the meaning given such term in section
1861(d).

(2) ACCREDITATION ORGANIZATIONS.—

(A) FACTORS FOR DESIGNATION OF ACCREDITATION ORGA-
NIZATIONS.—The Secretary shall consider the following fac-
tors in designating accreditation organizations under sub-
paragraph (B)(i) and in reviewing and modifying the list of
accreditation organizations designated pursuant to sub-
paragraph (C):

(i) The ability of the organization to conduct timely
reviews of accreditation applications.

(i1)) Whether the organization has established a proc-
ess for the timely integration of new advanced diag-
nostic imaging services into the organization’s accredi-
tation program.

(iil)) Whether the organization uses random site vis-
its, site audits, or other strategies for ensuring accred-
ited suppliers maintain adherence to the criteria de-
scribed in paragraph (3).
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(iv) The ability of the organization to take into ac-
count the capacities of suppliers located in a rural
area (as defined in section 1886(d)(2)(D)).

(v) Whether the organization has established rea-
sonable fees to be charged to suppliers applying for ac-
creditation.

(vi) Such other factors as the Secretary determines
appropriate.

(B) DESIGNATION.—Not later than January 1, 2010, the
Secretary shall designate organizations to accredit sup-
pliers furnishing the technical component of advanced di-
agnostic imaging services. The list of accreditation organi-
zations so designated may be modified pursuant to sub-
paragraph (C).

(C) REVIEW AND MODIFICATION OF LIST OF ACCREDITA-
TION ORGANIZATIONS.—

(i) IN GENERAL.—The Secretary shall review the list
of accreditation organizations designated under sub-
paragraph (B) taking into account the factors under
subparagraph (A). Taking into account the results of
such review, the Secretary may, by regulation, modify
the list of accreditation organizations designated
under subparagraph (B).

(i) SPECIAL RULE FOR ACCREDITATIONS DONE PRIOR
TO REMOVAL FROM LIST OF DESIGNATED ACCREDITATION
ORGANIZATIONS.—In the case where the Secretary re-
moves an organization from the list of accreditation or-
ganizations designated under subparagraph (B), any
supplier that is accredited by the organization during
the period beginning on the date on which the organi-
zation is designated as an accreditation organization
under subparagraph (B) and ending on the date on
which the organization is removed from such list shall
be considered to have been accredited by an organiza-
tion designated by the Secretary under subparagraph
(B) for the remaining period such accreditation is in
effect.

(3) CRITERIA FOR ACCREDITATION.—The Secretary shall estab-
lish procedures to ensure that the criteria used by an accredi-
tation organization designated under paragraph (2)(B) to
evaluate a supplier that furnishes the technical component of
advanced diagnostic imaging services for the purpose of accred-
itation of such supplier is specific to each imaging modality.
Such criteria shall include—

(A) standards for qualifications of medical personnel who
are not physicians and who furnish the technical compo-
nent of advanced diagnostic imaging services;

(B) standards for qualifications and responsibilities of
medical directors and supervising physicians, including
standards that recognize the considerations described in
paragraph (4);

(C) procedures to ensure that equipment used in fur-
nishing the technical component of advanced diagnostic
imaging services meets performance specifications;
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(D) standards that require the supplier have procedures
in place to ensure the safety of persons who furnish the
technical component of advanced diagnostic imaging serv-
ices and individuals to whom such services are furnished;

(E) standards that require the establishment and main-
tenance of a quality assurance and quality control program
by the supplier that is adequate and appropriate to ensure
the reliability, clarity, and accuracy of the technical qual-
ity of diagnostic images produced by such supplier; and

(F) any other standards or procedures the Secretary de-
termines appropriate.

(4) RECOGNITION IN STANDARDS FOR THE EVALUATION OF
MEDICAL DIRECTORS AND SUPERVISING PHYSICIANS.—The stand-
ards described in paragraph (3)(B) shall recognize whether a
medical director or supervising physician—

(A) in a particular specialty receives training in ad-
vanced diagnostic imaging services in a residency program;

(B) has attained, through experience, the necessary ex-
pertise to be a medical director or a supervising physician;

(C) has completed any continuing medical education
courses relating to such services; or

(D) has met such other standards as the Secretary deter-
mines appropriate.

(5) RULE FOR ACCREDITATIONS MADE PRIOR TO DESIGNA-
TION.—In the case of a supplier that is accredited before Janu-
ary 1, 2010, by an accreditation organization designated by the
Secretary under paragraph (2)(B) as of January 1, 2010, such
supplier shall be considered to have been accredited by an or-
ganization designated by the Secretary under such paragraph
as of January 1, 2012, for the remaining period such accredita-
tion is in effect.

(f) REDUCTION IN PAYMENTS FOR PHYSICIAN PATHOLOGY SERVICES
DURING 1991.—

(1) IN GENERAL.—For physician pathology services furnished
under this part during 1991, the prevailing charges used in a
locality under this part shall be 7 percent below the prevailing
charges used in the locality under this part in 1990 after
March 31.

(2) LiMITATION.—The prevailing charge for the technical and
professional components of an physician pathology service fur-
nished by a physician through an independent laboratory shall
not be reduced pursuant to paragraph (1) to the extent that
such reduction would reduce such prevailing charge below 115
percent of the prevailing charge for the professional component
of such service when furnished by a hospital-based physician
in the same locality. For purposes of the preceding sentence,
an independent laboratory is a laboratory that is independent
of a hospital and separate from the attending or consulting
physicians’ office.

(g) PAYMENT FOR OUTPATIENT CRITICAL ACCESS HOSPITAL SERV-
ICES.—

(1) IN GENERAL.—The amount of payment for outpatient crit-
ical access hospital services of a critical access hospital is equal
to 101 percent of the reasonable costs of the hospital in pro-
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viding such services, unless the hospital makes the election
under paragraph (2).

(2) ELECTION OF COST-BASED HOSPITAL OUTPATIENT SERVICE
PAYMENT PLUS FEE SCHEDULE FOR PROFESSIONAL SERVICES.—A
critical access hospital may elect to be paid for outpatient crit-
ical access hospital services amounts equal to the sum of the
following, less the amount that such hospital may charge as
described in section 1866(a)(2)(A):

(A) Faciuity FEE.—With respect to facility services, not
including any services for which payment may be made
under subparagraph (B), 101 percent of the reasonable
costs of the critical access hospital in providing such serv-
ices.

(B) FEE SCHEDULE FOR PROFESSIONAL SERVICES.—With
respect to professional services otherwise included within
outpatient critical access hospital services, 115 percent of
such amounts as would otherwise be paid under this part
if such services were not included in outpatient critical ac-
cess hospital services. Subsections (x) and (y) of section
1833 shall not be taken into account in determining the
amounts that would otherwise be paid pursuant to the pre-
ceding sentence.

The Secretary may not require, as a condition for applying sub-
paragraph (B) with respect to a critical access hospital, that
each physician or other practitioner providing professional
services 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.

(3) DISREGARDING CHARGES.—The payment amounts under
this subsection shall be determined without regard to the
amount of the customary or other charge.

(4) TREATMENT OF CLINICAL DIAGNOSTIC LABORATORY SERV-
ICES.—No coinsurance, deductible, copayment, or other cost-
sharing otherwise applicable under this part shall apply with
respect to clinical diagnostic laboratory services furnished as
an outpatient critical access hospital service. Nothing in this
title shall be construed as providing for payment for clinical di-
agnostic laboratory services furnished as part of outpatient
critical access hospital services, other than on the basis de-
scribed in this subsection. For purposes of the preceding sen-
tence and section 1861(mm)(3), clinical diagnostic laboratory
services furnished by a critical access hospital shall be treated
as being furnished as part of outpatient critical access services
without regard to whether the individual with respect to whom
such services are furnished is physically present in the critical
access hospital, or in a skilled nursing facility or a clinic (in-
cluding a rural health clinic) that is operated by a critical ac-
cess hospital, at the time the specimen is collected.

(5) COVERAGE OF COSTS FOR CERTAIN EMERGENCY ROOM ON-
CALL PROVIDERS.—In determining the reasonable costs of out-
patient critical access hospital services under paragraphs (1)
and (2)(A), the Secretary shall recognize as allowable costs,
amounts (as defined by the Secretary) for reasonable com-
pensation and related costs for physicians, physician assist-
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ants, nurse practitioners, and clinical nurse specialists who are
on-call (as defined by the Secretary) to provide emergency serv-
ices but who are not present on the premises of the critical ac-
cess hospital involved, and are not otherwise furnishing serv-
ices covered under this title and are not on-call at any other
provider or facility.

(h) PAYMENT FOR PROSTHETIC DEVICES AND ORTHOTICS AND

PROSTHETICS.—
(1) GENERAL RULE FOR PAYMENT.—

(A) IN GENERAL.—Payment under this subsection for
prosthetic devices and orthotics and prosthetics shall be
made in a lump-sum amount for the purchase of the item
in an amount equal to 80 percent of the payment basis de-
scribed in subparagraph (B).

(B) PAYMENT BASIS.—Except as provided in subpara-
graphs (C), (E), and (H)(i), the payment basis described in
this subparagraph is the lesser of—

(i) the actual charge for the item; or

(i) the amount recognized under paragraph (2) as
the purchase price for the item.

(C) EXCEPTION FOR CERTAIN PUBLIC HOME HEALTH AGEN-
CIES.—Subparagraph (B)(i) shall not apply to an item fur-
nished by a public home health agency (or by another
home health agency which demonstrates to the satisfaction
of the Secretary that a significant portion of its patients
are low income) free of charge or at nominal charges to the
public.

(D) EXCLUSIVE PAYMENT RULE.—Subject to subparagraph
(H)(i1), this subsection shall constitute the exclusive provi-
sion of this title for payment for prosthetic devices,
orthotics, and prosthetics under this part or under part A
to a home health agency.

(E) EXCEPTION FOR CERTAIN ITEMS.—Payment for ostomy
supplies, tracheostomy supplies, and urologicals shall be
made in accordance with subparagraphs (B) and (C) of sec-
tion 1834(a)(2).

(F) SPECIAL PAYMENT RULES FOR CERTAIN PROSTHETICS
AND CUSTOM-FABRICATED ORTHOTICS.—

(i) IN GENERAL.—No payment shall be made under
this subsection for an item of custom-fabricated
orthotics described in clause (ii) or for an item of pros-
thetics unless such item is—

(I) furnished by a qualified practitioner; and

(IT) fabricated by a qualified practitioner or a
qualified supplier at a facility that meets such cri-
teria as the Secretary determines appropriate.

(ii) DESCRIPTION OF CUSTOM-FABRICATED ITEM.—

(I) IN GENERAL.—An item described in this
clause is an item of custom-fabricated orthotics
that requires education, training, and experience
to custom-fabricate and that is included in a list
established by the Secretary in subclause (II).
Such an item does not include shoes and shoe in-
serts.



39

(IT) LisT oF ITEMS.—The Secretary, in consulta-
tion with appropriate experts in orthotics (includ-
ing national organizations representing manufac-
turers of orthotics), shall establish and update as
appropriate a list of items to which this subpara-
graph applies. No item may be included in such
list unless the item is individually fabricated for
the patient over a positive model of the patient.

(iil) QUALIFIED PRACTITIONER DEFINED.—In this sub-
paragraph, the term “qualified practitioner” means a
physician or other individual who—

(I) is a qualified physical therapist or a qualified
occupational therapist;

(IT) in the case of a State that provides for the
licensing of orthotics and prosthetics, is licensed
in orthotics or prosthetics by the State in which
the item is supplied; or

(ITI) in the case of a State that does not provide
for the licensing of orthotics and prosthetics, is
specifically trained and educated to provide or
manage the provision of prosthetics and custom-
designed or -fabricated orthotics, and is certified
by the American Board for Certification in
Orthotics and Prosthetics, Inc. or by the Board for
Orthotist/Prosthetist Certification, or is
credentialed and approved by a program that the
Secretary determines, in consultation with appro-
priate experts in orthotics and prosthetics, has
training and education standards that are nec-
essary to provide such prosthetics and orthotics.

(iv) QUALIFIED SUPPLIER DEFINED.—In this subpara-
graph, the term “qualified supplier” means any entity
that is accredited by the American Board for Certifi-
cation in Orthotics and Prosthetics, Inc. or by the
Board for Orthotist/Prosthetist Certification, or accred-
ited and approved by a program that the Secretary de-
termines has accreditation and approval standards
that are essentially equivalent to those of such Board.

(G) REPLACEMENT OF PROSTHETIC DEVICES AND PARTS.—

(i) IN GENERAL.—Payment shall be made for the re-
placement of prosthetic devices which are artificial
limbs, or for the replacement of any part of such de-
vices, without regard to continuous use or useful life-
time restrictions if an ordering physician determines
that the provision of a replacement device, or a re-
placement part of such a device, is necessary because
of any of the following:

(I) A change in the physiological condition of the
patient.

(I) An irreparable change in the condition of
the device, or in a part of the device.

(ITIT) The condition of the device, or the part of
the device, requires repairs and the cost of such
repairs would be more than 60 percent of the cost
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of a replacement device, or, as the case may be, of
the part being replaced.

(i1) CONFIRMATION MAY BE REQUIRED IF DEVICE OR
PART BEING REPLACED IS LESS THAN 3 YEARS OLD.—If
a physician determines that a replacement device, or
a replacement part, is necessary pursuant to clause
(i)—

(I) such determination shall be controlling; and

(IT) such replacement device or part shall be
deemed to be reasonable and necessary for pur-
poses of section 1862(a)(1)(A);

except that if the device, or part, being replaced is less
than 3 years old (calculated from the date on which
the beneficiary began to use the device or part), the
Secretary may also require confirmation of necessity of
the replacement device or replacement part, as the
case may be.

(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, subject to subsection (a)(1)(G), that are included in
a competitive acquisition program in a competitive acquisi-
tion area under such section—

(i) the payment basis under this subsection for such
orthotics furnished in such area shall be the payment
basis determined under such competitive acquisition
program; and

(i1) subject to subsection (a)(1)(G), the Secretary may
use information on the payment determined under
such competitive acquisition programs to adjust the
payment amount otherwise recognized under subpara-
graph (B)(ii) for an area that is not a competitive ac-
quisition area under section 1847, and in the case of
such adjustment, paragraphs (8) and (9) of section
1842(b) shall not be applied.

(2) PURCHASE PRICE RECOGNIZED.—For purposes of para-
graph (1), the amount that is recognized under this paragraph
as the purchase price for prosthetic devices, orthotics, and
prosthetics is the amount described in subparagraph (C) of this
paragraph, determined as follows:

(A) COMPUTATION OF LOCAL PURCHASE PRICE.—Each car-
rier under section 1842 shall compute a base local pur-
chase price for the item as follows:

(i) The carrier shall compute a base local purchase
price for each item equal to the average reasonable
charge in the locality for the purchase of the item for
the 12-month period ending with June 1987.

(i) The carrier shall compute a local purchase price,
with respect to the furnishing of each particular
item—

(I) in 1989 and 1990, equal to the base local
purchase price computed under clause (i) in-
creased by the percentage increase in the con-
sumer price index for all urban consumers (United
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States city average) for the 6-month period ending
with December 1987, or

(II) in 1991, 1992 or 1993, equal to the local
purchase price computed under this clause for the
previous year increased by the applicable percent-
age increase for the year.

(B) COMPUTATION OF REGIONAL PURCHASE PRICE.—With
respect to the furnishing of a particular item in each re-
gion (as defined by the Secretary), the Secretary shall com-
pute a regional purchase price—

(i) for 1992, equal to the average (weighted by rel-
ative volume of all claims among carriers) of the local
purchase prices for the carriers in the region computed
under subparagraph (A)@ii)(II) for the year, and

(ii) for each subsequent year, equal to the regional
purchase price computed under this subparagraph for
the previous year increased by the applicable percent-
age increase for the year.

(C) PURCHASE PRICE RECOGNIZED.—For purposes of para-
graph (1) and subject to subparagraph (D), the amount
that is recognized under this paragraph as the purchase
price for each item furnished—

(i) in 1989, 1990, or 1991, is 100 percent of the local
purchase price computed under subparagraph (A)Gi);

(ii) in 1992, is the sum of (I) 75 percent of the local
purchase price computed wunder subparagraph
(A)G1)II) for 1992, and (II) 25 percent of the regional
purchase price computed under subparagraph (B) for
1992;

(iii) in 1993, is the sum of (I) 50 percent of the local
purchase price computed under subparagraph
(A)GE)II) for 1993, and (II) 50 percent of the regional
purchase price computed under subparagraph (B) for
1993; and

(iv) in 1994 or a subsequent year, is the regional
purchase price computed under subparagraph (B) for
that year.

(D) RANGE ON AMOUNT RECOGNIZED.—The amount that
is recognized under subparagraph (C) as the purchase
price for an item furnished—

(i) in 1992, may not exceed 125 percent, and may
not be lower than 85 percent, of the average of the
purchase prices recognized under such subparagraph
for all the carrier service areas in the United States
in that year; and

(i) in a subsequent year, may not exceed 120 per-
cent, and may not be lower than 90 percent, of the av-
erage of the purchase prices recognized under such
subparagraph for all the carrier service areas in the
United States in that year.

(3) APPLICABILITY OF CERTAIN PROVISIONS RELATING TO DURA-
BLE MEDICAL EQUIPMENT.—Paragraphs (12) and (17) and sub-
paragraphs (A) and (B) of paragraph (10) and paragraph (11)
of subsection (a) shall apply to prosthetic devices, orthotics,
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and prosthetics in the same manner as such provisions apply
to covered items under such subsection.
(4) DEFINITIONS.—In this subsection—

(A) the term “applicable percentage increase” means—

i) for 1991, 0 percent;

(i) for 1992 and 1993, the percentage increase in
the consumer price index for all urban consumers
(United States city average) for the 12-month period
ending with June of the previous year;

(ii1) for 1994 and 1995, 0 percent;

(iv) for 1996 and 1997, the percentage increase in
the consumer price index for all urban consumers
(United States city average) for the 12-month period
ending with June of the previous year;

(v) for each of the years 1998 through 2000, 1 per-
cent;

(vi) for 2001, the percentage increase in the con-
sumer price index for all urban consumers (U.S. city
average) for the 12-month period ending with June
2000;

(vii) for 2002, 1 percent;

(viii) for 2003, the percentage increase in the con-
sumer price index for all urban consumers (United
States city average) for the 12-month period ending
with June of the previous year;

(ix) for 2004, 2005, and 2006, 0 percent;

(x) for for each of 2007 through 2010, the percentage
increase in the consumer price index for all urban con-
sumers (United States city average) for the 12-month
period ending with June of the previous year; and

(xi) for 2011 and each subsequent year—

(I) the percentage increase in the consumer
price index for all urban consumers (United States
city average) for the 12-month period ending with
June of the previous year, reduced by—

(IT) the productivity adjustment described in
section 1886(b)(3)(B)(x1)(ID).

(B) the term “prosthetic devices” has the meaning given
such term in section 1861(s)(8), except that such term does
not include parenteral and enteral nutrition nutrients,
supplies, and equipment and does not include an
implantable item for which payment may be made under
section 1833(t); and

(C) the term “orthotics and prosthetics” has the meaning
given such term in section 1861(s)(9) (and includes shoes
described in section 1861(s)(12)), but does not include
intraocular lenses or medical supplies (including catheters,
catheter supplies, ostomy bags, and supplies related to
ostomy care) furnished by a home health agency under sec-
tion 1861(m)(5).

The application of subparagraph (A)(xi)(II) may result in the
applicable percentage increase under subparagraph (A) being
less than 0.0 for a year, and may result in payment rates
under this subsection for a year being less than such payment
rates for the preceding year.
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(i) PAYMENT FOR SURGICAL DRESSINGS.—

(1) IN GENERAL.—Payment under this subsection for surgical
dressings (described in section 1861(s)(5)) shall be made in a
lump sum amount for the purchase of the item in an amount
equal to 80 percent of the lesser of—

(A) the actual charge for the item; or

(B) a payment amount determined in accordance with
the methodology described in subparagraphs (B) and (C) of
subsection (a)(2) (except that in applying such method-
ology, the national limited payment amount referred to in
such subparagraphs shall be initially computed based on
local payment amounts using average reasonable charges
for the 12-month period ending December 31, 1992, in-
creased by the covered item updates described in such sub-
section for 1993 and 1994).

(2) EXCEPTIONS.—Paragraph (1) shall not apply to surgical
dressings that are—

(A) furnished as an incident to a physician’s professional
service; or

(B) furnished by a home health agency.

(j) REQUIREMENTS FOR SUPPLIERS OF MEDICAL EQUIPMENT AND
SUPPLIES.—

(1) ISSUANCE AND RENEWAL OF SUPPLIER NUMBER.—

(A) PAYMENT.—Except as provided in subparagraph (C),
no payment may be made under this part after the date
of the enactment of the Social Security Act Amendments
of 1994 for items furnished by a supplier of medical equip-
ment and supplies unless such supplier obtains (and re-
news at such intervals as the Secretary may require) a
supplier number.

(B) STANDARDS FOR POSSESSING A SUPPLIER NUMBER.—A
supplier may not obtain a supplier number unless—

(i) for medical equipment and supplies furnished on
or after the date of the enactment of the Social Secu-
rity Act Amendments of 1994 and before January 1,
1996, the supplier meets standards prescribed by the
Secretary in regulations issued on June 18, 1992; and

(i1) for medical equipment and supplies furnished on
or after January 1, 1996, the supplier meets revised
standards prescribed by the Secretary (in consultation
with representatives of suppliers of medical equipment
and supplies, carriers, and consumers) that shall in-
clude requirements that the supplier—

(I) comply with all applicable State and Federal
licensure and regulatory requirements;

(I) maintain a physical facility on an appro-
priate site;

(ITT) have proof of appropriate liability insur-
ance; and

(IV) meet such other requirements as the Sec-
retary may specify.

(C) EXCEPTION FOR ITEMS FURNISHED AS INCIDENT TO A
PHYSICIAN’S SERVICE.—Subparagraph (A) shall not apply
with respect to medical equipment and supplies furnished
incident to a physician’s service.
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(D) PROHIBITION AGAINST MULTIPLE SUPPLIER NUM-
BERS.—The Secretary may not issue more than one sup-
plier number to any supplier of medical equipment and
supplies unless the issuance of more than one number is
appropriate to identify subsidiary or regional entities
under the supplier’s ownership or control.

(E) PROHIBITION AGAINST DELEGATION OF SUPPLIER DE-
TERMINATIONS.—The Secretary may not delegate (other
than by contract under section 1842) the responsibility to
determine whether suppliers meet the standards necessary
to obtain a supplier number.

(2) CERTIFICATES OF MEDICAL NECESSITY.—

(A) LIMITATION ON INFORMATION PROVIDED BY SUPPLIERS
ON CERTIFICATES OF MEDICAL NECESSITY.—

(i) IN GENERAL.—Effective 60 days after the date of
the enactment of the Social Security Act Amendments
of 1994, a supplier of medical equipment and supplies
may distribute to physicians, or to individuals entitled
to benefits under this part, a certificate of medical ne-
cessity for commercial purposes which contains no
more than the following information completed by the
supplier:

(I) An identification of the supplier and the ben-
eficiary to whom such medical equipment and
supplies are furnished.

(IT) A description of such medical equipment
and supplies.

(III) Any product code identifying such medical
equipment and supplies.

(IV) Any other administrative information
(other than information relating to the bene-
ficiary’s medical condition) identified by the Sec-
retary.

(ii)) INFORMATION ON PAYMENT AMOUNT AND
CHARGES.—If a supplier distributes a certificate of
medical necessity containing any of the information
permitted to be supplied under clause (i), the supplier
shall also list on the certificate of medical necessity
the fee schedule amount and the supplier’s charge for
the medical equipment or supplies being furnished
prior to distribution of such certificate to the physi-
cian.

(iii) PENALTY.—Any supplier of medical equipment
and supplies who knowingly and willfully distributes a
certificate of medical necessity in violation of clause (i)
or fails to provide the information required under
clause (ii) is subject to a civil money penalty in an
amount not to exceed $1,000 for each such certificate
of medical necessity so distributed. The provisions of
section 1128A (other than subsections (a) and (b))
shall apply to civil money penalties under this sub-
paragraph in the same manner as they apply to a pen-
alty or proceeding under section 1128A(a).

(B) DEFINITION.—For purposes of this paragraph, the
term “certificate of medical necessity” means a form or
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other document containing information required by the
carrier to be submitted to show that an item is reasonable
and necessary for the diagnosis or treatment of illness or
injury or to improve the functioning of a malformed body
member.

(83) COVERAGE AND REVIEW CRITERIA.—The Secretary shall
annually review the coverage and utilization of items of med-
ical equipment and supplies to determine whether such items
should be made subject to coverage and utilization review cri-
teria, and if appropriate, shall develop and apply such criteria
to such items.

(4) LIMITATION ON PATIENT LIABILITY.—If a supplier of med-
ical equipment and supplies (as defined in paragraph (5))—

(A) furnishes an item or service to a beneficiary for
which no payment may be made by reason of paragraph
(1);

(B) furnishes an item or service to a beneficiary for
which payment is denied in advance under subsection
(a)(15); or

(C) furnishes an item or service to a beneficiary for
which payment is denied under section 1862(a)(1);

any expenses incurred for items and services furnished to an
individual by such a supplier not on an assigned basis shall be
the responsibility of such supplier. The individual shall have
no financial responsibility for such expenses and the supplier
shall refund on a timely basis to the individual (and shall be
liable to the individual for) any amounts collected from the in-
dividual for such items or services. The provisions of subsection
(a)(18) shall apply to refunds required under the previous sen-
tence in the same manner as such provisions apply to refunds
under such subsection.

(5) DEFINITION.—The term “medical equipment and supplies”
means—

(A) durable medical equipment (as defined in section
1861(n));

(B) prosthetic devices (as described in section 1861(s)(8));

(C) orthotics and prosthetics (as described in section
1861(s)(9));

(D) surgical dressings (as described in section
1861(s)(5));

(E) such other items as the Secretary may determine;
and

(F) for purposes of paragraphs (1) and (3)—

(i) home dialysis supplies and equipment (as de-
scribed in section 1861(s)(2)(F)),

(i1) immunosuppressive drugs (as described in sec-
tion 1861(s)(2)(J)),

(iii) therapeutic shoes for diabetics (as described in
section 1861(s)(12)),

(iv) oral drugs prescribed for use as an anticancer
therapeutic agent (as described in section
1861(s)(2)(Q)), and

(v) self-administered erythropoetin (as described in
section 1861(s)(2)(P)).
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(k) PAYMENT FOR OUTPATIENT THERAPY SERVICES AND COM-
PREHENSIVE OUTPATIENT REHABILITATION SERVICES.—

(1) IN GENERAL.—With respect to services described in sec-
tion 1833(a)(8) or 1833(a)(9) for which payment is determined
under this subsection, the payment basis shall be—

(A) for services furnished during 1998, the amount de-
termined under paragraph (2); or
(B) for services furnished during a subsequent year, 80
percent of the lesser of—
(i) the actual charge for the services, or
(ii) the applicable fee schedule amount (as defined in
paragraph (3)) for the services.

(2) PAYMENT IN 1998 BASED UPON ADJUSTED REASONABLE
cosTS.—The amount under this paragraph for services is the
lesser of—

(A) the charges imposed for the services, or
(B) the adjusted reasonable costs (as defined in para-
graph (4)) for the services,
less 20 percent of the amount of the charges imposed for such
services.

(3) APPLICABLE FEE SCHEDULE AMOUNT.—In this subsection,
the term “applicable fee schedule amount” means, with respect
to services furnished in a year, the amount determined under
the fee schedule established under section 1848 for such serv-
ices furnished during the year or, if there is no such fee sched-
ule established for such services, the amount determined under
the fee schedule established for such comparable services as
the Secretary specifies.

(4) ADJUSTED REASONABLE COSTS.—In paragraph (2), the
term “adjusted reasonable costs” means, with respect to any
services, reasonable costs determined for such services, re-
duced by 10 percent. The 10-percent reduction shall not apply
to services described in section 1833(a)(8)(B) (relating to serv-
ices provided by hospitals).

(5) UNIFORM CODING.—For claims for services submitted on
or after April 1, 1998, for which the amount of payment is de-
termined under this subsection, the claim shall include a code
(or codes) under a uniform coding system specified by the Sec-
retary that identifies the services furnished.

(6) RESTRAINT ON BILLING.—The provisions of subparagraphs
(A) and (B) of section 1842(b)(18) shall apply to therapy serv-
ices for which payment is made under this subsection in the
same manner as they apply to services provided by a practi-
tioner described in section 1842(b)(18)(C).

(7) ADJUSTMENT IN DISCOUNT FOR CERTAIN MULTIPLE THER-
APY SERVICES.—In the case of therapy services furnished on or
after April 1, 2013, and for which payment is made under this
subsection pursuant to the applicable fee schedule amount (as
defined in paragraph (3)), instead of the 25 percent multiple
procedure payment reduction specified in the final rule pub-
lished by the Secretary in the Federal Register on November
29, 2010, the reduction percentage shall be 50 percent.

(1) ESTABLISHMENT OF FEE SCHEDULE FOR AMBULANCE SERV-
ICES.—
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(1) IN GENERAL.—The Secretary shall establish a fee sched-
ule for payment for ambulance services whether provided di-
rectly by a supplier or provider or under arrangement with a
provider under this part through a negotiated rulemaking proc-
ess described in title 5, United States Code, and in accordance
with the requirements of this subsection.

(2) CONSIDERATIONS.—In establishing such fee schedule, the
Secretary shall—

(A) establish mechanisms to control increases in expend-
itures for ambulance services under this part;

(B) establish definitions for ambulance services which
link payments to the type of services provided;

(C) consider appropriate regional and operational dif-
ferences;

(D) consider adjustments to payment rates to account for
inflation and other relevant factors; and

(E) phase in the application of the payment rates under
the fee schedule in an efficient and fair manner consistent
with paragraph (11), except that such phase-in shall pro-
vide for full payment of any national mileage rate for am-
bulance services provided by suppliers that are paid by
carriers in any of the 50 States where payment by a car-
rier for such services for all such suppliers in such State
did not, prior to the implementation of the fee schedule, in-
clude a separate amount for all mileage within the county
from which the beneficiary is transported.

(8) SAVINGS.—In establishing such fee schedule, the Sec-
retary shall—

(A) ensure that the aggregate amount of payments made
for ambulance services under this part during 2000 does
not exceed the aggregate amount of payments which would
have been made for such services under this part during
such year if the amendments made by section 4531(a) of
the Balanced Budget Act of 1997 continued in effect, ex-
cept that in making such determination the Secretary
shall assume an update in such payments for 2002 equal
to percentage increase in the consumer price index for all
urban consumers (U.S. city average) for the 12-month pe-
riod ending with June of the previous year reduced in the
case of 2002 by 1.0 percentage points;

(B) set the payment amounts provided under the fee
schedule for services furnished in 2001 and each subse-
quent year at amounts equal to the payment amounts
under the fee schedule for services furnished during the
previous year, increased, subject to subparagraph (C) and
the succeeding sentence of this paragraph, by the percent-
age increase in the consumer price index for all urban con-
sumers (U.S. city average) for the 12-month period ending
with June of the previous year reduced in the case of 2002
by 1.0 percentage points; and

(C) for 2011 and each subsequent year, after deter-
mining the percentage increase under subparagraph (B)
for the year, reduce such percentage increase by the pro-
ductivity adjustment described in section
1886(b)(3)(B)(xi)II).
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The application of subparagraph (C) may result in the percent-
age increase under subparagraph (B) being less than 0.0 for a
year, and may result in payment rates under the fee schedule
under this subsection for a year being less than such payment
rates for the preceding year.

(4) CONSULTATION.—In establishing the fee schedule for am-
bulance services under this subsection, the Secretary shall con-
sult with various national organizations representing individ-
uals and entities who furnish and regulate ambulance services
and share with such organizations relevant data in estab-
lishing such schedule.

(5) LIMITATION ON REVIEW.—There shall be no administra-
tive or judicial review under section 1869 or otherwise of the
amounts established under the fee schedule for ambulance
services under this subsection, including matters described in
paragraph (2).

(6) RESTRAINT ON BILLING.—The provisions of subparagraphs
(A) and (B) of section 1842(b)(18) shall apply to ambulance
services for which payment is made under this subsection in
the same manner as they apply to services provided by a prac-
titioner described in section 1842(b)(18)(C).

(7) CODING SYSTEM.—The Secretary may require the claim
for any services for which the amount of payment is deter-
mined under this subsection to include a code (or codes) under
a uniform coding system specified by the Secretary that identi-
fies the services furnished.

(8) SERVICES FURNISHED BY CRITICAL ACCESS HOSPITALS.—
Notwithstanding any other provision of this subsection, the
Secretary shall pay 101 percent of the reasonable costs in-
curred in furnishing ambulance services if such services are
furnished—

(A) by a critical access hospital (as defined in section
1861(mm)(1)), or
(B) by an entity that is owned and operated by a critical
access hospital,
but only if the critical access hospital or entity is the only pro-
vider or supplier of ambulance services that is located within
a 35-mile drive of such critical access hospital.

(9) TRANSITIONAL ASSISTANCE FOR RURAL PROVIDERS.—In the
case of ground ambulance services furnished on or after July
1, 2001, and before January 1, 2004, for which the transpor-
tation originates in a rural area (as defined in section
1886(d)(2)(D)) or in 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)), the
fee schedule established under this subsection shall provide
that, with respect to the payment rate for mileage for a trip
above 17 miles, and up to 50 miles, the rate otherwise estab-
lished shall be increased by not less than 2 of the additional
payment per mile established for the first 17 miles of such a
trip originating in a rural area.

(10) PHASE-IN PROVIDING FLOOR USING BLEND OF FEE SCHED-
ULE AND REGIONAL FEE SCHEDULES.—In carrying out the
phase-in under paragraph (2)(E) for each level of ground serv-
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ice furnished in a year, the portion of the payment amount
that is based on the fee schedule shall be the greater of the
amount determined under such fee schedule (without regard to
this paragraph) or the following blended rate of the fee sched-
ule under paragraph (1) and of a regional fee schedule for the
region involved:

(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 percent
on the fee schedule under paragraph (1) and 60 percent on
the regional fee schedule.

(C) For 2006, the blended rate shall be based 60 percent
on the fee schedule under paragraph (1) and 40 percent 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 para-
graph (1).

For purposes of this paragraph, the Secretary shall establish
a regional fee schedule for each of the nine census divisions
(referred to in section 1886(d)(2)) using the methodology (used
in establishing the fee schedule under paragraph (1)) to cal-
culate a regional conversion factor and a regional mileage pay-
ment rate and using the same payment adjustments and the
same relative value units as used in the fee schedule under
such 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 otherwise established shall be increased by Y4 of the pay-
ment per mile otherwise applicable to miles in excess of 50
miles in such trip.

(12) ASSISTANCE FOR RURAL PROVIDERS FURNISHING SERVICES
IN LOW POPULATION DENSITY AREAS.—

(A) IN GENERAL.—In the case of ground ambulance serv-
ices furnished on or after July 1, 2004, and before January
1, 2018, for which the transportation originates in a quali-
fied 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 increase, the Sec-
retary 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 highest
quartile of all rural county populations.

(B) IDENTIFICATION OF QUALIFIED RURAL AREAS.—



50

(i) DETERMINATION OF POPULATION DENSITY IN
AREA.—Based upon data from the United States de-
cennial census for the year 2000, the Secretary shall
determine, for each rural area, the population density
for that area.

(i1)) RANKING OF AREAS.—The Secretary shall rank
each such area based on such population density.

(ii1) IDENTIFICATION OF QUALIFIED RURAL AREAS.—
The Secretary shall identify those areas (in subpara-
graph (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 pop-
ulation of all such areas.

(iv) RURAL AREA.—For purposes of this paragraph,
the term “rural area” has the meaning given such
term in section 1886(d)(2)(D). If 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 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 administra-
tive or judicial review under section 1869, 1878, or
otherwise, respecting the identification of an area
under this subparagraph.

(13) TEMPORARY INCREASE FOR GROUND AMBULANCE SERV-
ICES.—

(A) IN GENERAL.—After computing the rates with respect
to ground ambulance services under the other applicable
provisions of this subsection, in the case of such services
furnished on or after July 1, 2004, and before January 1,
2007, and for such services furnished on or after July 1,
2008, and before January 1, 2018, for which the transpor-
tation originates in—

(i) a rural area described in paragraph (9) or in a
rural census tract described in such paragraph, the fee
schedule established under this section shall provide
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 (or 3 per-
cent if such service is furnished on or after July 1,
2008, and before January 1, 2018); and

(i1) an area not described in clause (i), the fee sched-
ule established under this subsection shall provide
that the rate for the service otherwise established,
after the application of any increase under paragraph
(11), shall be increased by 1 percent (or 2 percent if
such service is furnished on or after July 1, 2008, and
before January 1, 2018).

(B) APPLICATION OF INCREASED PAYMENTS AFTER APPLI-
CABLE PERIOD.—The increased payments under subpara-
graph (A) shall not be taken into account in calculating
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payments for services furnished after the applicable period
specified in such subparagraph.
(14) PROVIDING APPROPRIATE COVERAGE OF RURAL AIR AMBU-
LANCE 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 im-
mediately prior to the time of the transport; and

(i) complies with equipment and crew requirements
established by the Secretary.

(B) SATISFACTION OF REQUIREMENT OF MEDICALLY NEC-
ESSARY.—The requirement of subparagraph (A)(i) is
deemed to be met for a rural air ambulance service if—

(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 certifies or
reasonably determines that the individual’s condition
is such that the time needed to transport the indi-
vidual by land or the instability of transportation by
land poses a threat to the individual’s survival or seri-
ously endangers the individual’s health; or

(i1) such service is furnished pursuant to a protocol
that is established by a State or regional emergency
medical service (EMS) agency and recognized or ap-
proved 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 pur-
poses 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
Goldsmith Modification, originally published in the Fed-
eral 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 be-
tween 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 mem-
ber 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)
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by the hospital of the requester or immediate family
member if the remuneration is for provider-based phy-
sician 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 indirectly to the provision of rural air ambulance
services.

(15) PAYMENT ADJUSTMENT FOR NON-EMERGENCY AMBULANCE
TRANSPORTS FOR ESRD BENEFICIARIES.—The fee schedule
amount otherwise applicable under the preceding provisions of
this subsection shall be reduced by 10 percent for ambulance
services furnished on or after October 1, 2013, consisting of
non-emergency basic life support services involving transport
of an individual with end-stage renal disease for renal dialysis
services (as described in section 1881(b)(14)(B)) furnished other
than on an emergency basis by a provider of services or a renal
dialysis facility.

(16) PRIOR AUTHORIZATION FOR REPETITIVE SCHEDULED NON-
EMERGENT AMBULANCE TRANSPORTS.—

(A) IN GENERAL.—Beginning January 1, 2017, if the ex-
pansion to all States of the model of prior authorization
described in paragraph (2) of section 515(a) of the Medi-
care Access and CHIP Reauthorization Act of 2015 meets
the requirements described in paragraphs (1) through (3)
of section 1115A(c), then the Secretary shall expand such
model to all States.

(B) FUNDING.—The Secretary shall use funds made
availﬁlble under section 1893(h)(10) to carry out this para-
graph.

(C) CLARIFICATION REGARDING BUDGET NEUTRALITY.—
Nothing in this paragraph may be construed to limit or
modify the application of section 1115A(b)(3)(B) to models
described in such section, including with respect to the
model described in subparagraph (A) and expanded begin-
ning on January 1, 2017, under such subparagraph.

(m) PAYMENT FOR TELEHEALTH SERVICES.—

(1) IN GENERAL.—The Secretary shall pay for telehealth serv-
ices that are furnished via a telecommunications system by a
physician (as defined in section 1861(r)) or a practitioner (de-
scribed in section 1842(b)(18)(C)) to an eligible telehealth indi-
vidual enrolled under this part notwithstanding that the indi-
vidual physician or practitioner providing the telehealth serv-
ice is not at the same location as the beneficiary. For purposes
of the preceding sentence, in the case of any Federal telemedi-
cine demonstration program conducted in Alaska or Hawaii,
the term “telecommunications system” includes store-and-for-
ward technologies that provide for the asynchronous trans-
mission of health care information in single or multimedia for-
mats.

(2) PAYMENT AMOUNT.—

(A) DistANT SITE.—The Secretary shall pay to a physi-
cian or practitioner located at a distant site that furnishes
a telehealth service to an eligible telehealth individual an
amount equal to the amount that such physician or practi-
tioner would have been paid under this title had such serv-
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ice been furnished without the use of a telecommuni-
cations system.

(B) FACILITY FEE FOR ORIGINATING SITE.—With respect to
a telehealth service, subject to section 1833(a)(1)(U), there
shall be paid to the originating site a facility fee equal to—

(i) for the period beginning on October 1, 2001, and
ending on December 31, 2001, and for 2002, $20; and

(ii) for a subsequent year, the facility fee specified in
clause (i) or this clause for the preceding year in-
creased by the percentage increase in the MEI (as de-
fined in section 1842(i)(3)) for such subsequent year.

(C) TELEPRESENTER NOT REQUIRED.—Nothing in this
subsection shall be construed as requiring an eligible tele-
health individual to be presented by a physician or practi-
tioner at the originating site for the furnishing of a service
via a telecommunications system, unless it is medically
necessary (as determined by the physician or practitioner
at the distant site).

(3) LIMITATION ON BENEFICIARY CHARGES.—

(A) PHYSICIAN AND PRACTITIONER.—The provisions of
section 1848(g) and subparagraphs (A) and (B) of section
1842(b)(18) shall apply to a physician or practitioner re-
ceiving payment under this subsection in the same manner
as they apply to physicians or practitioners under such
sections.

(B) ORIGINATING SITE.—The provisions of section
1842(b)(18) shall apply to originating sites receiving a fa-
cility fee in the same manner as they apply to practi-
tioners under such section.

(4) DEFINITIONS.—For purposes of this subsection:

(A) DiSTANT SITE.—The term “distant site” means the
site at which the physician or practitioner is located at the
time the service is provided via a telecommunications sys-
tem.

(B) ELIGIBLE TELEHEALTH INDIVIDUAL.—The term “eligi-
ble telehealth individual” means an individual enrolled
under this part who receives a telehealth service furnished
at an originating site.

(C) ORIGINATING SITE.—

(i) IN GENERAL.—The term “originating site” means
only those sites described in clause (ii) at which the el-
igible telehealth individual is located at the time the
service is furnished via a telecommunications system
and only if such site is located—

(I) in an area that is designated as a rural
health professional shortage area under section
332(a)(1)(A) of the Public Health Service Act (42
U.S.C. 254e(a)(1)(A));

(II) in a county that is not included in a Metro-
politan Statistical Area; or

(ITT) from an entity that participates in a Fed-
eral telemedicine demonstration project that has
been approved by (or receives funding from) the
Secretary of Health and Human Services as of De-
cember 31, 2000.
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(11) SITES DESCRIBED.—The sites referred to in clause
(i) are the following sites:

(I) The office of a physician or practitioner.

(IT) A critical access hospital (as defined in sec-
tion 1861(mm)(1)).

(ITT) A rural health clinic (as defined in section
1861(aa)(2)).

(IV) A Federally qualified health center (as de-
fined in section 1861(aa)(4)).

(V) A hospital (as defined in section 1861(e)).

(VI) A hospital-based or critical access hospital-
based renal dialysis center (including satellites).

(VII) A skilled nursing facility (as defined in
section 1819(a)).

(VIII) A community mental health center (as de-
fined in section 1861(ff)(3)(B)).

(D) PHYSICIAN.—The term “physician” has the meaning
given that term in section 1861(r).

(E) PRACTITIONER.—The term “practitioner” has the
meaning given that term in section 1842(b)(18)(C).

(F) TELEHEALTH SERVICE.—

(i) IN GENERAL.—The term “telehealth service”
means professional consultations, office visits, and of-
fice psychiatry services (identified as of July 1, 2000,
by HCPCS codes 99241-99275, 99201-99215, 90804—
90809, and 90862 (and as subsequently modified by
the Secretary)), and any additional service specified by
the Secretary.

(i1) YEARLY UPDATE.—The Secretary shall establish a
process that provides, on an annual basis, for the addi-
tion or deletion of services (and HCPCS codes), as ap-
propriate, to those specified in clause (i) for authorized
payment under paragraph (1).

(n) AUTHORITY TO MODIFY OR ELIMINATE COVERAGE OF CERTAIN
PREVENTIVE SERVICES.—Notwithstanding any other provision of
this title, effective beginning on January 1, 2010, if the Secretary
determines appropriate, the Secretary may—

(1) modify—

(A) the coverage of any preventive service described in
subparagraph (A) of section 1861(ddd)(3) to the extent that
such modification is consistent with the recommendations
of the United States Preventive Services Task Force; and

(B) the services included in the initial preventive phys-
ical examination described in subparagraph (B) of such
section; and

(2) provide that no payment shall be made under this title
for a preventive service described in subparagraph (A) of such
section that has not received a grade of A, B, C, or I by such
Task Force.

(o) DEVELOPMENT AND IMPLEMENTATION OF PROSPECTIVE PAY-
MENT SYSTEM.—

(1) DEVELOPMENT.—

(A) IN GENERAL.—The Secretary shall develop a prospec-
tive payment system for payment for Federally qualified
health center services furnished by Federally qualified
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health centers under this title. Such system shall include
a process for appropriately describing the services fur-
nished by Federally qualified health centers and shall es-
tablish payment rates for specific payment codes based on
such appropriate descriptions of services. Such system
shall be established to take into account the type, inten-
sity, and duration of services furnished by Federally quali-
fied health centers. Such system may include adjustments,
including geographic adjustments, determined appropriate
by the Secretary.

(B) COLLECTION OF DATA AND EVALUATION.—By not later
than January 1, 2011, the Secretary shall require Feder-
ally qualified health centers to submit to the Secretary
such information as the Secretary may require in order to
develop and implement the prospective payment system
under this subsection, including the reporting of services
using HCPCS codes.

(2) IMPLEMENTATION.—

(A) IN GENERAL.—Notwithstanding section 1833(a)(3)(A),
the Secretary shall provide, for cost reporting periods be-
ginning on or after October 1, 2014, for payments of pro-
spective payment rates for Federally qualified health cen-
ter services furnished by Federally qualified health centers
under this title in accordance with the prospective pay-
Enent system developed by the Secretary under paragraph
1).

(B) PAYMENTS.—

(i) INITIAL PAYMENTS.—The Secretary shall imple-
ment such prospective payment system so that the es-
timated aggregate amount of prospective payment
rates (determined prior to the application of section
1833(a)(1)(Z)) under this title for Federally qualified
health center services in the first year that such sys-
tem is implemented is equal to 100 percent of the esti-
mated amount of reasonable costs (determined without
the application of a per visit payment limit or produc-
tivity screen and prior to the application of section
1866(a)(2)(A)(ii)) that would have occurred for such
services under this title in such year if the system had
not been implemented.

(i) PAYMENTS IN SUBSEQUENT YEARS.—Payment
rates in years after the year of implementation of such
system shall be the payment rates in the previous
year increased—

(I) in the first year after implementation of such
system, by the percentage increase in the MEI (as
defined in section 1842(1)(3)) for the year involved;
and

(I) in subsequent years, by the percentage in-
crease in a market basket of Federally qualified
health center goods and services as promulgated
through regulations, or if such an index is not
available, by the percentage increase in the MEI
(as1 dgﬁned in section 1842(i)(3)) for the year in-
volved.
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(C) PREPARATION FOR PPS IMPLEMENTATION.—Notwith-
standing any other provision of law, the Secretary may es-
tablish and implement by program instruction or other-
wise the payment codes to be used under the prospective
payment system under this section.

(p) QUALITY INCENTIVES TO PROMOTE PATIENT SAFETY AND PUB-
Lic HEALTH IN COMPUTED TOMOGRAPHY.—

(1) QUALITY INCENTIVES.—In the case of an applicable com-
puted tomography service (as defined in paragraph (2)) for
which payment is made under an applicable payment system
(as defined in paragraph (3)) and that is furnished on or after
January 1, 2016, using equipment that is not consistent with
the CT equipment standard (described in paragraph (4)), the
payment amount for such service shall be reduced by the appli-
cable percentage (as defined in paragraph (5)).

(2) APPLICABLE COMPUTED TOMOGRAPHY SERVICES DEFINED.—
In this subsection, the term “applicable computed tomography
service” means a service billed using diagnostic radiological im-
aging codes for computed tomography (identified as of January
1, 2014, by HCPCS codes 7045070498, 71250-71275, 72125—
72133, 72191-72194, 73200-73206, 73700-73706, 74150-
74dl78, 74261-74263, and 75571-75574 (and any succeeding
codes).

(3) APPLICABLE PAYMENT SYSTEM DEFINED.—In this sub-
section, the term “applicable payment system” means the fol-
lowing:

(A) The technical component and the technical compo-
nent of the global fee under the fee schedule established
under section 1848(b).

(B) The prospective payment system for hospital out-
patient department services under section 1833(t).

(4) CONSISTENCY WITH CT EQUIPMENT STANDARD.—In this
subsection, the term “not consistent with the CT equipment
standard” means, with respect to an applicable computed to-
mography service, that the service was furnished using equip-
ment that does not meet each of the attributes of the National
Electrical Manufacturers Association (NEMA) Standard XR-
29-2013, entitled “Standard Attributes on CT Equipment Re-
lated to Dose Optimization and Management”. Through rule-
making, the Secretary may apply successor standards.

(5) APPLICABLE PERCENTAGE DEFINED.—In this subsection,
the term “applicable percentage” means—

(A) for 2016, 5 percent; and

(B) for 2017 and subsequent years, 15 percent.

(6) IMPLEMENTATION.—

(A) INFORMATION.—The Secretary shall require that in-
formation be provided and attested to by a supplier and a
hospital outpatient department that indicates whether an
applicable computed tomography service was furnished
that was not consistent with the CT equipment standard
(described in paragraph (4)). Such information may be in-
cluded on a claim and may be a modifier. Such information
shall be verified, as appropriate, as part of the periodic ac-
creditation of suppliers under section 1834(e) and hospitals
under section 1865(a).
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(B) ADMINISTRATION.—Chapter 35 of title 44, United
States Code, shall not apply to information described in
subparagraph (A).

(q) RECOGNIZING APPROPRIATE USE CRITERIA FOR CERTAIN IMAG-
ING SERVICES.—
(1) PROGRAM ESTABLISHED.—

(A) IN GENERAL.—The Secretary shall establish a pro-
gram to promote the use of appropriate use criteria (as de-
fined in subparagraph (B)) for applicable imaging services
(as defined in subparagraph (C)) furnished in an applicable
setting (as defined in subparagraph (D)) by ordering pro-
fessionals and furnishing professionals (as defined in sub-
paragraphs (E) and (F), respectively).

(B) APPROPRIATE USE CRITERIA DEFINED.—In this sub-
section, the term “appropriate use criteria” means criteria,
only developed or endorsed by national professional med-
ical specialty societies or other provider-led entities, to as-
sist ordering professionals and furnishing professionals in
making the most appropriate treatment decision for a spe-
cific clinical condition for an individual. To the extent fea-
sible, such criteria shall be evidence-based.

(C) APPLICABLE IMAGING SERVICE DEFINED.—In this sub-
section, the term “applicable imaging service” means an
advanced diagnostic imaging service (as defined in sub-
section (e)(1)(B)) for which the Secretary determines—

(i) one or more applicable appropriate use criteria
specified under paragraph (2) apply;

(ii) there are one or more qualified clinical decision
support mechanisms listed under paragraph (3)(C);
and

(iii) one or more of such mechanisms is available
free of charge.

(D) APPLICABLE SETTING DEFINED.—In this subsection,
the term “applicable setting” means a physician’s office, a
hospital outpatient department (including an emergency
department), an ambulatory surgical center, and any other
provider-led outpatient setting determined appropriate by
the Secretary.

(E) ORDERING PROFESSIONAL DEFINED.—In this sub-
section, the term “ordering professional” means a physi-
cian (as defined in section 1861(r)) or a practitioner de-
scribed in section 1842(b)(18)(C) who orders an applicable
imaging service.

(F) FURNISHING PROFESSIONAL DEFINED.—In this sub-
section, the term “furnishing professional” means a physi-
cian (as defined in section 1861(r)) or a practitioner de-
scribed in section 1842(b)(18)(C) who furnishes an applica-
ble imaging service.

(2) ESTABLISHMENT OF APPLICABLE APPROPRIATE USE CRI-
TERIA.—

(A) IN GENERAL.—Not later than November 15, 2015, the
Secretary shall through rulemaking, and in consultation
with physicians, practitioners, and other stakeholders,
specify applicable appropriate use criteria for applicable
imaging services only from among appropriate use criteria
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developed or endorsed by national professional medical
specialty societies or other provider-led entities.

(B) CONSIDERATIONS.—In specifying applicable appro-
priate use criteria under subparagraph (A), the Secretary
shall take into account whether the criteria—

(i) have stakeholder consensus;

(ii) are scientifically valid and evidence based; and

(iii) are based on studies that are published and re-
viewable by stakeholders.

(C) REVISIONS.—The Secretary shall review, on an an-
nual basis, the specified applicable appropriate use criteria
to determine if there is a need to update or revise (as ap-
propriate) such specification of applicable appropriate use
criteria and make such updates or revisions through rule-
making.

(D) TREATMENT OF MULTIPLE APPLICABLE APPROPRIATE
USE CRITERIA.—In the case where the Secretary deter-
mines that more than one appropriate use criterion applies
with respect to an applicable imaging service, the Sec-
retary shall apply one or more applicable appropriate use
criteria under this paragraph for the service.

(3) MECHANISMS FOR CONSULTATION WITH APPLICABLE APPRO-
PRIATE USE CRITERIA.—

(A) IDENTIFICATION OF MECHANISMS TO CONSULT WITH
APPLICABLE APPROPRIATE USE CRITERIA.—

(i) IN GENERAL.—The Secretary shall specify quali-
fied clinical decision support mechanisms that could
be used by ordering professionals to consult with ap-
plicable appropriate use criteria for applicable imaging
services.

(ii)) CONSULTATION.—The Secretary shall consult
with physicians, practitioners, health care technology
experts, and other stakeholders in specifying mecha-
nisms under this paragraph.

(iii) INCLUSION OF CERTAIN MECHANISMS.—Mecha-
nisms specified under this paragraph may include any
or all of the following that meet the requirements de-
scribed in subparagraph (B)(ii):

(I) Use of clinical decision support modules in
certified EHR technology (as defined in section
1848(0)(4)).

(IT) Use of private sector clinical decision sup-
port mechanisms that are independent from cer-
tified EHR technology, which may include use of
clinical decision support mechanisms available
from medical specialty organizations.

(IIT) Use of a clinical decision support mecha-
nism established by the Secretary.

(B) QUALIFIED CLINICAL DECISION SUPPORT MECHA-
NISMS.—

(i) IN GENERAL.—For purposes of this subsection, a
qualified clinical decision support mechanism is a
mechanism that the Secretary determines meets the
requirements described in clause (ii).
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(ii)) REQUIREMENTS.—The requirements described in
this clause are the following:

(I) The mechanism makes available to the or-
dering professional applicable appropriate use cri-
teria specified under paragraph (2) and the sup-
porting documentation for the applicable imaging
service ordered.

(II) In the case where there is more than one
applicable appropriate use criterion specified
under such paragraph for an applicable imaging
service, the mechanism indicates the criteria that
it uses for the service.

(IITI) The mechanism determines the extent to
which an applicable imaging service ordered is
consistent with the applicable appropriate use cri-
teria so specified.

(IV) The mechanism generates and provides to
the ordering professional a certification or docu-
mentation that documents that the qualified clin-
ical decision support mechanism was consulted by
the ordering professional.

(V) The mechanism is updated on a timely basis
to reflect revisions to the specification of applica-
ble appropriate use criteria under such paragraph.

(VI) The mechanism meets privacy and security
standards under applicable provisions of law.

(VII) The mechanism performs such other func-
tions as specified by the Secretary, which may in-
clude a requirement to provide aggregate feedback
to the ordering professional.

(C) LIST OF MECHANISMS FOR CONSULTATION WITH APPLI-
CABLE APPROPRIATE USE CRITERIA.—

(i) INITIAL LIST.—Not later than April 1, 2016, the
Secretary shall publish a list of mechanisms specified
under this paragraph.

(ii) PERIODIC UPDATING OF LIST.—The Secretary
shall identify on an annual basis the list of qualified
clinical decision support mechanisms specified under
this paragraph.

(4) CONSULTATION WITH APPLICABLE APPROPRIATE USE CRI-
TERIA.—

(A) CONSULTATION BY ORDERING PROFESSIONAL.—Begin-
ning with January 1, 2017, subject to subparagraph (C),
with respect to an applicable imaging service ordered by
an ordering professional that would be furnished in an ap-
plicable setting and paid for under an applicable payment
system (as defined in subparagraph (D)), an ordering pro-
fessional shall—

(i) consult with a qualified decision support mecha-
nism listed under paragraph (3)(C); and

(i) provide to the furnishing professional the infor-
mation described in clauses (i) through (iii) of subpara-
graph (B).

(B) REPORTING BY FURNISHING PROFESSIONAL.—Begin-
ning with January 1, 2017, subject to subparagraph (C),
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with respect to an applicable imaging service furnished in
an applicable setting and paid for under an applicable pay-
ment system (as defined in subparagraph (D)), payment
for such service may only be made if the claim for the
service includes the following:

(i) Information about which qualified clinical deci-
sion support mechanism was consulted by the ordering
professional for the service.

(ii) Information regarding—

(I) whether the service ordered would adhere to
the applicable appropriate use criteria specified
under paragraph (2);

(II) whether the service ordered would not ad-
here to such criteria; or

(IIT) whether such criteria was not applicable to
the service ordered.

(iii) The national provider identifier of the ordering
professional (if different from the furnishing profes-
sional).

(C) ExcePTIONS.—The provisions of subparagraphs (A)
and (B) and paragraph (6)(A) shall not apply to the fol-
lowing:

(i) EMERGENCY SERVICES.—An applicable imaging
service ordered for an individual with an emergency
medical condition (as defined in section 1867(e)(1)).

(ii) INPATIENT SERVICES.—An applicable imaging
service ordered for an inpatient and for which pay-
ment is made under part A.

(iil) SIGNIFICANT HARDSHIP.—An applicable imaging
service ordered by an ordering professional who the
Secretary may, on a case-by-case basis, exempt from
the application of such provisions if the Secretary de-
termines, subject to annual renewal, that consultation
with applicable appropriate use criteria would result
in a significant hardship, such as in the case of a pro-
fessional who practices in a rural area without suffi-
cient Internet access.

(D) APPLICABLE PAYMENT SYSTEM DEFINED.—In this sub-
section, the term “applicable payment system” means the
following:

(i) The physician fee schedule established under sec-
tion 1848(b).

(ii) The prospective payment system for hospital out-
patient department services under section 1833(t).

(iii) The ambulatory surgical center payment sys-
tems under section 1833@).

(5) IDENTIFICATION OF OUTLIER ORDERING PROFESSIONALS.—

(A) IN GENERAL.—With respect to applicable imaging
services furnished beginning with 2017, the Secretary
shall determine, on an annual basis, no more than five
percent of the total number of ordering professionals who
are outlier ordering professionals.

(B) OUTLIER ORDERING PROFESSIONALS.—The determina-
tion of an outlier ordering professional shall—



61

(i) be based on low adherence to applicable appro-
priate use criteria specified under paragraph (2),
which may be based on comparison to other ordering
professionals; and

(ii) include data for ordering professionals for whom
prior authorization under paragraph (6)(A) applies.

(C) USE OF TWO YEARS OF DATA.—The Secretary shall
use two years of data to identify outlier ordering profes-
sionals under this paragraph.

(D) ProcEss.—The Secretary shall establish a process
for determining when an outlier ordering professional is no
longer an outlier ordering professional.

(E) CONSULTATION WITH STAKEHOLDERS.—The Secretary
shall consult with physicians, practitioners and other
stakeholders in developing methods to identify outlier or-
dering professionals under this paragraph.

(6) PRIOR AUTHORIZATION FOR ORDERING PROFESSIONALS WHO
ARE OUTLIERS.—

(A) IN GENERAL.—Beginning January 1, 2020, subject to
paragraph (4)(C), with respect to services furnished during
a year, the Secretary shall, for a period determined appro-
priate by the Secretary, apply prior authorization for appli-
cable imaging services that are ordered by an outlier or-
dering professional identified under paragraph (5).

(B) APPROPRIATE USE CRITERIA IN PRIOR AUTHORIZA-
TION.—In applying prior authorization under subpara-
graph (A), the Secretary shall utilize only the applicable
appropriate use criteria specified under this subsection.

(C) FuNDING.—For purposes of carrying out this para-
graph, the Secretary shall provide for the transfer, from
the Federal Supplementary Medical Insurance Trust Fund
under section 1841, of $5,000,000 to the Centers for Medi-
care & Medicaid Services Program Management Account
for each of fiscal years 2019 through 2021. Amounts trans-
ferred under the preceding sentence shall remain available
until expended.

(7) CONSTRUCTION.—Nothing in this subsection shall be con-
strued as granting the Secretary the authority to develop or
initiate the development of clinical practice guidelines or ap-
propriate use criteria.

(r) PAYMENT FOR RENAL DIALYSIS SERVICES FOR INDIVIDUALS
WiTH ACUTE KIDNEY INJURY.—

(1) PAYMENT RATE.—In the case of renal dialysis services (as
defined in subparagraph (B) of section 1881(b)(14)) furnished
under this part by a renal dialysis facility or provider of serv-
ices paid under such section during a year (beginning with
2017) to an individual with acute kidney injury (as defined in
paragraph (2)), the amount of payment under this part for
such services shall be the base rate for renal dialysis services
determined for such year under such section, as adjusted by
any applicable geographic adjustment factor applied under sub-
paragraph (D)(iv)(II) of such section and may be adjusted by
the Secretary (on a budget neutral basis for payments under
this paragraph) by any other adjustment factor under subpara-
graph (D) of such section.
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(2) INDIVIDUAL WITH ACUTE KIDNEY INJURY DEFINED.—In this
subsection, the term “individual with acute kidney injury”
means an individual who has acute loss of renal function and
does not receive renal dialysis services for which payment is
made under section 1881(b)(14).

(s) PAYMENT FOR APPLICABLE DISPOSABLE DEVICES.—

(1) SEPARATE PAYMENT.—The Secretary shall make a pay-
ment (separate from the payments otherwise made under sec-
tion 1895) in the amount established under paragraph (3) to a
home health agency for an applicable disposable device (as de-
fined in paragraph (2)) when furnished on or after January 1,
2017, to an individual who receives home health services for
which payment is made under section 1895(b).

(2) APPLICABLE DISPOSABLE DEVICE.—In this subsection, the
term applicable disposable device means a disposable device
that, as determined by the Secretary, is—

(A) a disposable negative pressure wound therapy device
that is an integrated system comprised of a non-manual
vacuum pump, a receptacle for collecting exudate, and
dressings for the purposes of wound therapy; and

(B) a substitute for, and used in lieu of, a negative pres-
sure wound therapy durable medical equipment item that
is an integrated system of a negative pressure vacuum
pump, a separate exudate collection canister, and
dressings that would otherwise be covered for individuals
for such wound therapy.

(3) PAYMENT AMOUNT.—The separate payment amount estab-
lished under this paragraph for an applicable disposable device
for a year shall be equal to the amount of the payment that
would be made under section 1833(t) (relating to payment for
covered OPD services) for the year for the Level I Healthcare
Common Procedure Coding System (HCPCS) code for which
the description for a professional service includes the fur-
nishing of such device.

(t) SITE-OF-SERVICE PRICE TRANSPARENCY.—

(1) IN GENERAL.—In order to facilitate price transparency
with respect to items and services for which payment may be
made either to a hospital outpatient department or to an am-
bulatory surgical center under this title, the Secretary shall,
for 2018 and each year thereafter, make available to the public
via a searchable Internet website, with respect to an appro-
priate number of such items and services—

(A) the estimated payment amount for the item or serv-
ice under the outpatient department fee schedule under
subsection (t) of section 1833 and the ambulatory surgical
center payment system under subsection (i) of such sec-
tion; and

(B) the estimated amount of beneficiary liability applica-
ble to the item or service.

(2) CALCULATION OF ESTIMATED BENEFICIARY LIABILITY.—For
purposes of paragraph (1)(B), the estimated amount of bene-
ficiary liability, with respect to an item or service, is the
amount for such item or service for which an individual who
does not have coverage under a Medicare supplemental policy
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certified under section 1882 or any other supplemental insur-
ance coverage is responsible.

(3) IMPLEMENTATION.—In carrying out this subsection, the
Secretary—

(A) shall include in the notice described in section
1804(a) a notification of the availability of the estimated
amounts made available under paragraph (1); and

(B) may utilize mechanisms in existence on the date of
enactment of this subsection, such as the portion of the
Internet website of the Centers for Medicare & Medicaid
Services on which information comparing physician per-
formance is posted (commonly referred to as the Physician
Compare Internet website), to make available such esti-
mated amounts under such paragraph.

(4) FUNDING.—For purposes of implementing this subsection,
the Secretary shall provide for the transfer, from the Federal
Supplementary Medical Insurance Trust Fund under section
1841 to the Centers for Medicare & Medicaid Services Program
Management Account, of $6,000,000 for fiscal year 2017, to re-
main available until expended.

(u) PAYMENT AND RELATED REQUIREMENTS FOR HOME INFUSION
THERAPY.—

(1) PAYMENT.—

(A) SINGLE PAYMENT.—

(i) IN GENERAL.—Subject to clause (iii) and subpara-
graphs (B) and (C), the Secretary shall implement a
payment system under which a single payment is
made under this title to a qualified home infusion
therapy supplier for items and services described in
subparagraphs (A) and (B) of section 1861(iii)(2)) fur-
nished by a qualified home infusion therapy supplier
(as defined in section 1861(iii)(3)(D)) in coordination
with the furnishing of home infusion drugs (as defined
in section 1861(iii)(3)(C)) under this part.

(ii) UNIT OF SINGLE PAYMENT.—A unit of single pay-
ment under the payment system implemented under
this subparagraph is for each infusion drug adminis-
tration calendar day in the individual’s home. The Sec-
retary shall, as appropriate, establish single payment
amounts for types of infusion therapy, including to
take into account variation in utilization of nursing
services by therapy type.

(ii1) LIMITATION.—The single payment amount deter-
mined under this subparagraph after application of
subparagraph (B) and paragraph (3) shall not exceed
the amount determined under the fee schedule under
section 1848 for infusion therapy services furnished in
a calendar day if furnished in a physician office set-
ting, except such single payment shall not reflect more
than 5 hours of infusion for a particular therapy in a
calendar day.

(B) REQUIRED ADJUSTMENTS.—The Secretary shall adjust
the single payment amount determined under subpara-
graph (A) for home infusion therapy services under section
1861(iii)(1) to reflect other factors such as—
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(i) a geographic wage index and other costs that may
vary by region; and

(ii) patient acuity and complexity of drug adminis-
tration.

(C) DISCRETIONARY ADJUSTMENTS.—

(i) IN GENERAL.—Subject to clause (ii), the Secretary
may adjust the single payment amount determined
under subparagraph (A) (after application of subpara-
graph (B)) to reflect outlier situations and other fac-
tors as the Secretary determines appropriate.

(ii) REQUIREMENT OF BUDGET NEUTRALITY.—Any ad-
justment under this subparagraph shall be made in a
budget neutral manner.

(2) CONSIDERATIONS.—In developing the payment system
under this subsection, the Secretary may consider the costs of
furnishing infusion therapy in the home, consult with home in-
fusion therapy suppliers, consider payment amounts for similar
items and services under this part and part A, and consider
payment amounts established by Medicare Advantage plans
under part C and in the private insurance market for home in-
fusion therapy (including average per treatment day payment
amounts by type of home infusion therapy).

(3) ANNUAL UPDATES.—

(A) IN GENERAL.—Subject to subparagraph (B), the Sec-
retary shall update the single payment amount under this
subsection from year to year beginning in 2022 by increas-
ing the single payment amount from the prior year by the
percentage increase in the Consumer Price Index for all
urban consumers (United States city average) for the 12-
month period ending with June of the preceding year.

(B) ADJUSTMENT.—For each year, the Secretary shall re-
duce the percentage increase described in subparagraph
(A) by the productivity adjustment described in section
1886(b)(3)(B)(x1)(II). The application of the preceding sen-
tence may result in a percentage being less than 0.0 for a
year, and may result in payment being less than such pay-
ment rates for the preceding year.

(4) AUTHORITY TO APPLY PRIOR AUTHORIZATION.—The Sec-
retary may, as determined appropriate by the Secretary, apply
prior authorization for home infusion therapy services under
section 1861(iii)(1).

(5) ACCREDITATION OF QUALIFIED HOME INFUSION THERAPY
SUPPLIERS.—

(A) FACTORS FOR DESIGNATION OF ACCREDITATION ORGA-
NIZATIONS.—The Secretary shall consider the following fac-
tors in designating accreditation organizations under sub-
paragraph (B) and in reviewing and modifying the list of
accreditation organizations designated pursuant to sub-
paragraph (C):

(i) The ability of the organization to conduct timely
reviews of accreditation applications.

(ii) The ability of the organization to take into ac-
count the capacities of suppliers located in a rural
area (as defined in section 1886(d)(2)(D)).
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(iii)) Whether the organization has established rea-
sonable fees to be charged to suppliers applying for ac-
creditation.

(iv) Such other factors as the Secretary determines
appropriate.

(B) DESIGNATION.—Not later than January 1, 2021, the
Secretary shall designate organizations to accredit sup-
pliers furnishing home infusion therapy. The list of accred-
itation organizations so designated may be modified pursu-
ant to subparagraph (C).

(C) REVIEW AND MODIFICATION OF LIST OF ACCREDITA-
TION ORGANIZATIONS.—

(i) IN GENERAL.—The Secretary shall review the list
of accreditation organizations designated under sub-
paragraph (B) taking into account the factors under
subparagraph (A). Taking into account the results of
such review, the Secretary may, by regulation, modify
the list of accreditation organizations designated
under subparagraph (B).

(i) SPECIAL RULE FOR ACCREDITATIONS DONE PRIOR
TO REMOVAL FROM LIST OF DESIGNATED ACCREDITATION
ORGANIZATIONS.—In the case where the Secretary re-
moves an organization from the list of accreditation or-
ganizations designated under subparagraph (B), any
supplier that is accredited by the organization during
the period beginning on the date on which the organi-
zation is designated as an accreditation organization
under subparagraph (B) and ending on the date on
which the organization is removed from such list shall
be considered to have been accredited by an organiza-
tion designated by the Secretary under subparagraph
(B) for the remaining period such accreditation is in
effect.

(D) RULE FOR ACCREDITATIONS MADE PRIOR TO DESIGNA-
TION.—In the case of a supplier that is accredited before
January 1, 2021, by an accreditation organization des-
ignated by the Secretary under subparagraph (B) as of
January 1, 2019, such supplier shall be considered to have
been accredited by an organization designated by the Sec-
retary under such paragraph as of January 1, 2023, for the
remaining period such accreditation is in effect.

(6) NOTIFICATION OF INFUSION THERAPY OPTIONS AVAILABLE
PRIOR TO FURNISHING HOME INFUSION THERAPY.—Prior to the
furnishing of home infusion therapy to an individual, the phy-
sician who establishes the plan described in section 1861(iii)(1)
for the individual shall provide notification (in a form, manner,
and frequency determined appropriate by the Secretary) of the
options available (such as home, physician’s office, hospital
outpatient department) for the furnishing of infusion therapy
under this part.

* * * * * * *
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orvpsTwANL December 5, 2017

The Honorable Greg Walden
Chairman

Committee on Energy and Commerce
2125 Rayburn House Office Building
Washington, DC 20515

Dear Chairman Walden,

1 am writing with respect to H.R. 2465, the “Steve Gleason Enduring Voices Act of 2017,” on which
the Committee on Ways and Means was granted an additional referral.

As a result of your having consulted with us on provisions in H.R. 2465 that fall within the Rule X
jurisdiction of the Committee on Ways and Means, ] agree to waive formal consideration of this bill so
that it may move expeditiously to the floor. The Committee on Ways and Means takes this action with
the mutual understanding that we do not waive any jurisdiction over the subject matter contained in
this or similar legislation, and the Committee will be appropriately consulted and involved as the bill
or similar legislation moves forward so that we may address any remaining issues that fall within our
jurisdiction. The Committee also reserves the right to seek appointment of an appropriate number of
conferees to any House-Senate conference involving this or simitar legislation, and requests your
support for such request.

Finally, I would appreciate your response to this letter confirming this understanding, and would ask
that a copy of our exchange of letters on this matter be included in the Congressional Record during
floor consideration of H.R. 2465.

Kevin Bra
Chairman

cc: The Honorable Paul Ryan, Sp
The Honorable Richard E, Neal
The Honorable Frank Pallone
Thomas J. Wickham, Ir., Parliamentarian
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GREG WALDEN, OREGON FRANK PALLONE, JR., NEW JERSEY
CHAIRMAN RANKING MEMBER

ONE HUNDRED FIFTEENTH CONGRESS

Congress of the United States

House of Representatives
COMMITTEE ON ENERGY AND COMMERCE

2125 Ravsuen House Orrice Buioing
Wasrnaton, DC 20615-6115

December 5, 2017

The Honorable Kevin Brady

Chairman

Committee on Ways and Means

1102 Longworth House Office Building
Washington, DC 20515

Dear Chairman Brady:

Thank you for your letter regarding H.R. 2465, Steve Gleason Enduring Voices Act of
2017, on which the Committee on Ways and Means was granted an additional referral.

I appreciate your agreeing to waive formal consideration of H.R. 2465 in order to allow
the bill to move expeditiously to the House floor.

I agree that by foregoing consideration on H.R. 2465 at this time, the Committee on
Ways and Means does not waive any jurisdiction over subject matter contained in this or similar
legislation, and that the Committee will be appropriately consulted and involved as this bill or
similar legislation moves forward. I also agree that the Committee reserves the right to seek
appointment of an appropriate number of conferees to any House-Senate conference involving
this or similar legislation, and T will support any such request.

Finally, I will include a copy of your letter and this response in the Congressional Record
during the floor consideration of this bill.

Sincerely,

dkddin

Greg Walden
Chairman

O
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