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The amendments are as follows:
Strike all after the enacting clause and insert the following:

SECTION 1. SHORT TITLE; TABLE OF CONTENTS.

(a) SHORT TITLE.—This Act may be cited as the “More Efficient Tools to Realize
Information for Consumers Act” or the “METRIC Act”.
(b) TABLE OF CONTENTS.—The table of contents for this Act is as follows:

89-006



Sec.

© 0 N AW

2

. Short title; table of contents.

. Reporting on explanation for drug price increases.

. Public disclosure of drug discounts.

. Study of pharmaceutical supply chain intermediaries and merger activity.

. Requiring certain manufacturers to report drug pricing information with respect to drugs under the

Medicare program.

. Making prescription drug marketing sample information reported by manufacturers available to certain

individuals and entities.

. Requiring prescription drug plan sponsors to include real-time benefit information as part of such spon-

sor’s electronic prescription program under the Medicare program.

. Sense of Congress regarding the need to expand commercially available drug pricing comparison plat-

forms.

. Technical corrections.

SEC. 2. REPORTING ON EXPLANATION FOR DRUG PRICE INCREASES.

(a) IN GENERAL.—Title III of the Public Health Service Act (42 U.S.C. 241 et seq.)
is amended by adding at the end the following:

“PART W—DRUG PRICE REPORTING; DRUG VALUE

FUND

“SEC. 39900. REPORTING ON EXPLANATION FOR DRUG PRICE INCREASES.
“(a) DEFINITIONS.—In this section:

“(1) MANUFACTURER.—The term ‘manufacturer’ means the person—

“(A) that holds the application for a drug approved under section 505 of
the Federal Food, Drug, and Cosmetic Act or licensed under section 351 of
this Act; or

“(B) who is responsible for setting the wholesale acquisition cost for the
drug.

“(2) QUALIFYING DRUG.—The term ‘qualifying drug’ means any drug that is

approved under subsection (c) or (j) of section 505 of the Federal Food, Drug,
and Cosmetic Act or licensed under subsection (a) or (k) of section 351 of this
Act—

“(A) that has a wholesale acquisition cost of $100 or more, adjusted for
inflation occurring after the date of enactment of the More Efficient Tools
to Realize Information for Consumers Act, for a month’s supply or a typical
course of treatment that lasts less than a month, and is—

“(i) subject to section 503(b)(1) of the Federal Food, Drug, and Cos-
metic Act;

“(i1) administered or otherwise dispensed to treat a disease or condi-
tion affecting more than 200,000 persons in the United States; and

“(iil) not a vaccine; and

“(B) for which, during the previous calendar year, at least 1 dollar of the
total amount of sales were for individuals enrolled under the Medicare pro-
gram under title XVIII of the Social Security Act (42 U.S.C. 1395 et seq.)
or under a State Medicaid plan under title XIX of such Act (42 U.S.C. 1396
et seq.) or under a waiver of such plan.

“(3) WHOLESALE ACQUISITION COST.—The term ‘wholesale acquisition cost’ has

the meaning given that term in section 1847A(c)(6)(B) of the Social Security Act
(42 U.S.C. 1395w-3a(c)(6)(B)).
“(b) REPORT.—

“(1) REPORT REQUIRED.—The manufacturer of a qualifying drug shall submit

a report to the Secretary for each increase in the price of a qualifying drug that
results in an increase in the wholesale acquisition cost of that drug that is
equal to—

“(A) 10 percent or more within a single calendar year beginning on or
after January 1, 2019; or
“(B) 25 percent or more within three consecutive calendar years for which
the first such calendar year begins on or after January 1, 2019.
“(2) REPORT DEADLINE.—Each report described in paragraph (1) shall be sub-

mitted to the Secretary—

“(A) in the case of a report with respect to an increase in the price of a
qualifying drug that occurs during the period beginning on January 1, 2019,
and ending on the day that is 60 days after the date of the enactment of
the More Efficient Tools to Realize Information for Consumers Act, not
later than 90 days after such date of enactment; and

“(B) in the case of a report with respect to an increase in the price of a
qualifying drug that occurs after the period described in subparagraph (A),
not later than 30 days prior to the planned effective date of such price in-
crease for such qualifying drug.
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“(c) CONTENTS.—A report under subsection (b), consistent with the standard for
disclosures described in section 213.3(d) of title 12, Code of Federal Regulations (as
in effect on the date of enactment of the More Efficient Tools to Realize Information
for Consumers Act), shall, at a minimum, include—

“(1) with respect to the qualifying drug—

“(A) the percentage by which the manufacturer will raise the wholesale
acquisition cost of the drug within the calendar year or three consecutive
calendar years as described in subsection (b)(1)(A) or (b)(1)(B), and the ef-
fective date of such price increase;

“(B) an explanation for, and description of, each price increase for such
drug that will occur during the calendar year period described in subsection
(b)(1)(A) or the three consecutive calendar year period described in sub-
section (b)(1)(B), as applicable;

“(C) if known and different from the manufacturer of the qualifying drug,
the identity of—

“(i) the sponsor or sponsors of any investigational new drug applica-
tions under section 505() of the Federal Food, Drug, and Cosmetic Act
for clinical investigations with respect to such drug, for which the full
reports are submitted as part of the application—

“(I) for approval of the drug under section 505 of such Act; or
“(II) for licensure of the drug under section 351 of this Act; and

“(i1) the sponsor of an application for the drug approved under such
section 505 of the Federal Food, Drug, and Cosmetic Act or licensed
under section 351 of this Act;

“(D) a description of the history of the manufacturer’s price increases for
the drug since the approval of the application for the drug under section
505 of the Federal Food, Drug, and Cosmetic Act or the issuance of the li-
cense for the drug under section 351 of this Act, or since the manufacturer
acquired such approved application or license, if applicable;

“(E) the current wholesale acquisition cost of the drug;

“(F) the total expenditures of the manufacturer on—

“(i) materials and manufacturing for such drug; and

“(i1) acquiring patents and licensing for such drug;

“(G) the percentage of total expenditures of the manufacturer on research
and development for such drug that was derived from Federal funds;

“(H) the total expenditures of the manufacturer on research and develop-
ment for such drug that is necessary to demonstrate that it meets applica-
ble statutory standards for approval under section 505 of the Federal Food,
DIl';lg, and Cosmetic Act or licensure under section 351 of this Act, as appli-
cable;

“(I) the total expenditures of the manufacturer on pursuing new or ex-
panded indications or dosage changes for such drug under section 505 of
the Federal Food, Drug, and Cosmetic Act or section 351 of this Act;

“J) the total expenditures of the manufacturer on carrying out
postmarket requirements related to such drug, including under section
505(0)(3) of the Federal Food, Drug, and Cosmetic Act;

“(K) the total revenue and the net profit generated from the qualifying
drug for each calendar year since the approval of the application for the
drug under section 505 of the Federal Food, Drug, and Cosmetic Act or the
issuance of the license for the drug under section 351, or since the manufac-
turer acquired such approved application or license; and

“L) the total costs associated with marketing and advertising for the
qualifying drug;

“(2) with respect to the manufacturer—

“(A) the total revenue and the net profit of the manufacturer for each of
the 1-year period described in subsection (b)(1)(A) or the 3-year period de-
scribed in subsection (b)(1)(B), as applicable;

“(B) all stock-based performance metrics used by the manufacturer to de-
termine executive compensation for each of the 1-year period described in
subsection (b)(1)(A) or the 3-year period described in subsection (b)(1)(B), as
applicable; and

“(C) any additional information the manufacturer chooses to provide re-
lated to drug pricing decisions, such as total expenditures on—

“(i) drug research and development; or

“(i1) clinical trials, including on drugs that failed to receive approval
by the Food and Drug Administration; and

“(3) such other related information as the Secretary considers appropriate and
as specified by the Secretary through notice-and-comment rulemaking.
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“(d) INFORMATION PROVIDED.—The manufacturer of a qualifying drug that is re-
quired to submit a report under subsection (b), shall ensure that such report and
any explanation for, and description of, each price increase described in subsection
(¢)(1)(B) shall be truthful, not misleading, and accurate.

“(e) CIVIL MONETARY PENALTY.—Any manufacturer of a qualifying drug that fails
to submit a report for the drug as required by this section, following notification by
the Secretary to the manufacturer that the manufacturer is not in compliance with
this section, shall be subject to a civil monetary penalty of $75,000 for each day on
which the violation continues.

“(f) FALSE INFORMATION.—Any manufacturer that submits a report for a drug as
required by this section that knowingly provides false information in such report is
subject to a civil monetary penalty in an amount not to exceed $75,000 for each item
of false information.

“(g) PUBLIC POSTING.—

“(1) IN GENERAL.—Subject to paragraph (3), the Secretary shall post each re-
port submitted under subsection (b) on the public website of the Department of
Health and Human Services the day the price increase of a qualifying drug is
scheduled to go into effect.

“(2) FORMAT.—In developing the format in which reports will be publicly post-
ed under paragraph (1), the Secretary shall consult with stakeholders, including
beneficiary groups, and shall seek feedback from consumer advocates and read-
ability experts on the format and presentation of the content of such reports to
ensure that such reports are—

“(A) user-friendly to the public; and
“(B) written in plain language that consumers can readily understand.

“(3) PROTECTED INFORMATION.—Nothing in this section shall be construed to
authorize the public disclosure of information submitted by a manufacturer that
is prohibited from disclosure by applicable laws concerning the protection of
trade secrets, commercial information, and other information covered under
such laws.

“SEC. 39900-1. ANNUAL REPORT TO CONGRESS.

“(a) IN GENERAL.—Subject to subsection (b), the Secretary shall submit to Con-
gress, and post on the public website of the Department of Health and Human Serv-
ices in a way that is user-friendly to the public and written in plain language that
consumers can readily understand, an annual report—

“(1) summarizing the information reported pursuant to section 39900;

“(2) including copies of the reports and supporting detailed economic analyses
submitted pursuant to such section;

“(3) detailing the costs and expenditures incurred by the Department of
Health and Human Services in carrying out section 39900; and

“(4) explaining how the Department of Health and Human Services is improv-
ing consumer and provider information about drug value and drug price trans-
parency.

“(b) PROTECTED INFORMATION.—Nothing in this section shall be construed to au-
thorize the public disclosure of information submitted by a manufacturer that is pro-
hibited from disclosure by applicable laws concerning the protection of trade secrets,
commercial information, and other information covered under such laws.”.

(b) EFFECTIVE DATE.—The amendment made by subsection (a) takes effect on the
date of enactment of this Act.

SEC. 3. PUBLIC DISCLOSURE OF DRUG DISCOUNTS.

Section 1150A of the Social Security Act (42 U.S.C. 1320b—23) is amended—

(1) in subsection (c), in the matter preceding paragraph (1), by inserting
“(other than as permitted under subsection (e))” after “disclosed by the Sec-
retary”; and

(2) by adding at the end the following new subsection:

“(e) PUBLIC AVAILABILITY OF CERTAIN INFORMATION.—

“(1) IN GENERAL.—In order to allow the comparison of PBMs’ ability to nego-
tiate rebates, discounts, direct and indirect remuneration fees, administrative
fees, and price concessions and the amount of such rebates, discounts, direct
and indirect remuneration fees, administrative fees, and price concessions that
are passed through to plan sponsors, beginning January 1, 2020, the Secretary
shall make available on the Internet website of the Department of Health and
Human Services the information with respect to the second preceding calendar
year provided to the Secretary on generic dispensing rates (as described in para-
graph (1) of subsection (b)) and information provided to the Secretary under
paragraphs (2) and (3) of such subsection that, as determined by the Secretary,
is with respect to each PBM.
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“(2) AVAILABILITY OF DATA.—In carrying out paragraph (1), the Secretary
shall ensure the following:

“(A) CONFIDENTIALITY.—The information described in such paragraph is
displayed in a manner that prevents the disclosure of information, with re-
spect to an individual drug or an individual plan, on rebates, discounts, di-
rect and indirect remuneration fees, administrative fees, and price conces-
sions.

“(B) CrAss OF DRUG.—The information described in such paragraph is
made available by class of drug, using an existing classification system, but
only if the class contains such number of drugs, as specified by the Sec-
retary (but not fewer than three drugs), to ensure confidentiality of propri-
etary information or other information that is prevented to be disclosed
under subparagraph (A).”.

SEC. 4. STUDY OF PHARMACEUTICAL SUPPLY CHAIN INTERMEDIARIES AND MERGER ACTIV-
ITY.

(a) INITIAL REPORT.—Not later than 1 year after the date of enactment of this Act,
tge Commission shall submit to the appropriate committees of Congress a report
that—

(1) addresses at minimum—

(A) whether pharmacy benefit managers—

(i) charge payers a higher price than the reimbursement rate at
which the pharmacy benefit managers reimburse competing phar-
macies;

(i1) steer patients for anticompetitive purposes to any pharmacies, in-
cluding retail, mail-order, or any other type of pharmacy, in which the
pharmacy benefit manager has an ownership interest;

(ii1) audit or review proprietary data, including acquisition costs, pa-
tient information, or dispensing information, of competing pharmacies
that can be used for anticompetitive purposes; or

(iv) use formulary designs to increase the market share of higher cost
prescription drugs and depress the market share of lower cost prescrip-
tion drugs (each net of rebates and discounts);

(B) how companies and payers assess the benefits, costs, and risks of con-
tracting with intermediaries, including pharmacy services administrative
organizations, and whether more information about the roles of inter-
mediaries should be available to consumers and payers; and

(C) whether there are any specific legal or regulatory obstacles the Com-
mission currently faces in ensuring a competitive and transparent market-
place in the pharmaceutical supply chain, including the pharmacy benefit
madnager marketplace and pharmacy services administrative organizations;
an

(2) provides—

(A) observations or conclusions drawn from the November 2017 round-
table entitled “Understanding Competition in Prescription Drug Markets:
Entry and Supply Chain Dynamics”, and any similar efforts;

(B) specific actions the Commission intends to take as a result of the No-
vember 2017 roundtable, and any similar efforts, including a detailed de-
scription of relevant forthcoming actions, additional research or roundtable
discussions, consumer education efforts, or enforcement actions; and

(C) policy or legislative recommendations to—

(i) improve transparency and competition in the pharmaceutical sup-
ply chain;

(i1) prevent and deter anticompetitive behavior in the pharmaceutical
supply chain; and

(i11) best ensure that consumers benefit from any cost savings or effi-
ciencies that may result from mergers and consolidations.

(b) INTERIM REPORT.—Not later than 180 days after the date of enactment of this
Act, the Commission shall submit to the appropriate committees of Congress an in-
terim report on the progress of the report required by subsection (a), along with pre-
liminary findings and conclusions based on information collected to that date.

(c) DEFINITIONS.—In this section:

(1) APPROPRIATE COMMITTEES OF CONGRESS.—The term “appropriate commit-
tees of Congress” means—

(A) the Committee on Energy and Commerce of the House of Representa-
tives;

(B) the Committee on the Judiciary of the Senate; and

(C) the Committee on the Judiciary of the House of Representatives.

(2) ComMISSION.—The term “Commission” means the Federal Trade Commis-
sion.
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SEC. 5. REQUIRING CERTAIN MANUFACTURERS TO REPORT DRUG PRICING INFORMATION
WITH RESPECT TO DRUGS UNDER THE MEDICARE PROGRAM.
(a) IN GENERAL.—Section 1847A of the Social Security Act (42 U.S.C. 1395w—3a)
is amended—
(1) in subsection (b)—

(A) in paragraph (2)(A), by inserting “or subsection (f)(2), as applicable”
before the period at the end;

(B) in paragraph (3), in the matter preceding subparagraph (A), by insert-
ing “or subsection (f)(2), as applicable,” before “determined by”; and

(C) in paragraph (6)(A), in the matter preceding clause (i), by inserting
“or subsection (f)(2), as applicable,” before “determined by”; and

(2) in subsection (f)—
(A) by striking “For requirements” and inserting the following:
“(1) IN GENERAL.—For requirements”; and

(B) by adding at the end the following new paragraph:

“(2) MANUFACTURERS WITHOUT A REBATE AGREEMENT UNDER TITLE XIX.—

“(A) IN GENERAL.—If the manufacturer of a drug or biological described
in subparagraph (C), (E), or (G) of section 1842(0)(1) or in section
1881(b)(14)(B) that is payable under this part has not entered into and does
not have in effect a rebate agreement described in subsection (b) of section
1927, for calendar quarters beginning on or after January 1, 2020, such
manufacturer shall report to the Secretary the information described in
subsection (b)(3)(A)(iii) of such section 1927 with respect to such drug or bi-
ological in a time and manner specified by the Secretary. For purposes of
applying this paragraph, a drug or biological described in the previous sen-
tence includes items, services, supplies, and products that are payable
under this part as a drug or biological.

“(B) AupiT.—Information reported under subparagraph (A) is subject to
audit by the Inspector General of the Department of Health and Human
Services.

“(C) VERIFICATION.—The Secretary may survey wholesalers and manufac-
turers that directly distribute drugs described in subparagraph (A), when
necessary, to verify manufacturer prices and manufacturer’s average sales
prices (including wholesale acquisition cost) if required to make payment
reported under subparagraph (A). The Secretary may impose a civil mone-
tary penalty in an amount not to exceed $100,000 on a wholesaler, manu-
facturer, or direct seller, if the wholesaler, manufacturer, or direct seller of
such a drug refuses a request for information about charges or prices by
the Secretary in connection with a survey under this subparagraph or
knowingly provides false information. The provisions of section 1128A
(other than subsections (a) (with respect to amounts of penalties or addi-
tional assessments) and (b)) shall apply to a civil money penalty under this
subparagraph in the same manner as such provisions apply to a penalty or
proceeding under section 1128A(a).

“(D) CONFIDENTIALITY.—Notwithstanding any other provision of law, in-
formation disclosed by manufacturers or wholesalers under this paragraph
(other than the wholesale acquisition cost for purposes of carrying out this
section) is confidential and shall not be disclosed by the Secretary in a form
which discloses the identity of a specific manufacturer or wholesaler or
prices charged for drugs by such manufacturer or wholesaler, except—

“(i) as the Secretary determines to be necessary to carry out this sec-
tion (including the determination and implementation of the payment
amount), or to carry out section 1847B;

“(1) to permit the Comptroller General of the United States to review
the information provided; and

“(iii) to permit the Director of the Congressional Budget Office to re-
view the information provided.”.

(b) ENFORCEMENT.—Section 1847A of such Act (42 U.S.C. 1395w-3a) is further
amended—
(1) in subsection (d)(4)—

(A) in subparagraph (A), by striking “IN GENERAL” and inserting “MIs-
REPRESENTATION”;

(B) in subparagraph (B), by striking “subparagraph (B)” and inserting
“subparagraph (A), (B), or (C)”;

(C) by redesignating subparagraph (B) as subparagraph (D); and

(D) by inserting after subparagraph (A) the following new subparagraphs:

“(B) FAILURE TO PROVIDE TIMELY INFORMATION.—If the Secretary deter-
mines that a manufacturer described in subsection (f)(2) has failed to report
on information described in section 1927(b)(3)(A)(iii) with respect to a drug
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or biological in accordance with such subsection, the Secretary shall apply
a civil money penalty in an amount of $10,000 for each day the manufac-
turer has failed to report such information and such amount shall be paid
to the Treasury.

“(C) FALSE INFORMATION.—Any manufacturer required to submit informa-
tion under subsection (f)(2) that knowingly provides false information is
subject to a civil money penalty in an amount not to exceed $100,000 for
each item of false information. Such civil money penalties are in addition
to other penalties as may be prescribed by law.”; and

(2) in subsection (c)(6)(A), by striking the period at the end and inserting “,
except that, for purposes of subsection (f)(2), the Secretary may, if the Secretary
determines appropriate, exclude repackagers of a drug or biological from such
term.”.

(¢c) MANUFACTURERS WITH A REBATE AGREEMENT.—

(1) IN GENERAL.—Section 1927(b)(3)(A) of the Social Security Act (42 U.S.C.
1396r-8(b)(3)(A)) is amended by adding at the end the following new sentence:
“For purposes of applying clause (iii), a drug or biological described in the flush
matter following such clause includes items, services, supplies, and products
that are payable under this part as a drug or biological.”.

(2) TECHNICAL AMENDMENT.—Section 1927(b)(3)(A)(iii) of the Social Security
Act (42 TU.S.C. 1396r-8(b)(3)(A)iii)) is amended by striking “section
1881(b)(13)(A)(i1)” and inserting “section 1881(b)(14)(B)”.

(d) REPORT.—Not later than January 1, 2021, the Inspector General of the De-
partment of Health and Human Services shall assess and submit to Congress a re-
port on the accuracy of average sales price information submitted by manufacturers
under section 1847A of the Social Security Act (42 U.S.C. 1395w—3a). Such report
shall include any recommendations on how to improve the accuracy of such informa-
tion.

SEC. 6. MAKING PRESCRIPTION DRUG MARKETING SAMPLE INFORMATION REPORTED BY
MANUFACTURERS AVAILABLE TO CERTAIN INDIVIDUALS AND ENTITIES.
(a) IN GENERAL.—Section 1128H of the Social Security Act (42 U.S.C. 1320a-71)
is amended—
(1) by redesignating subsection (b) as subsection (e); and
(2) by inserting after subsection (a) the following new subsections:
“(b) DATA SHARING AGREEMENTS.—

“(1) IN GENERAL.—The Secretary shall enter into agreements with the speci-
ﬁ%d 1(];lata sharing individuals and entities described in paragraph (2) under
which—

“(A) upon request of such an individual or entity, as applicable, the Sec-
retary makes available to such individual or entity the information sub-
mitted under subsection (a) by manufacturers and authorized distributors
of record; and

“(B) such individual or entity agrees to not disclose publicly or to another
individual or entity any information that identifies a particular practitioner
or health care facility.

“(2) SPECIFIED DATA SHARING INDIVIDUALS AND ENTITIES.—For purposes of
paragraph (1), the specified data sharing individuals and entities described in
this paragraph are the following:

“(A) OVERSIGHT AGENCIES.—Health oversight agencies (as defined in sec-
tion 164.501 of title 45, Code of Federal Regulations), including the Centers
for Medicare & Medicaid Services, the Office of the Inspector General of the
Department of Health and Human Services, the Government Accountability
Office, the Congressional Budget Office, the Medicare Payment Advisory
Commission, and the Medicaid and CHIP Payment and Access Commission.

“(B) RESEARCHERS.—Individuals who conduct scientific research (as de-
fined in section 164.501 of title 45, Code of Federal Regulations) in relevant
areas as determined by the Secretary.

“(C) PAYERs.—Private and public health care payers, including group
health plans, health insurance coverage offered by health insurance issuers,
Federal health programs, and State health programs.

“(3) EXEMPTION FROM FREEDOM OF INFORMATION ACT.—Except as described in
paragraph (1), the Secretary may not be compelled to disclose the information
submitted under subsection (a) to any individual or entity. For purposes of sec-
tion 552 of title 5, United States Code (commonly referred to as the Freedom
of Information Act), this paragraph shall be considered a statute described in
subsection (b)(3)(B) of such section.

“(c) PENALTIES.—

“(1) DATA SHARING AGREEMENTS.—Subject to paragraph (3), any specified data

sharing individual or entity described in subsection (b)(2) that violates the
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terms of a data sharing agreement the individual or entity has with the Sec-
retary under subsection (b)(1) shall be subject to a civil money penalty of not
less than $1,000, but not more than $10,000, for each such violation. Such pen-
alty shall be 1mposed and collected in the same manner as civil money penalties
under subsection (a) of section 1128A are imposed and collected under that sec-
tion.

“(2) FAILURE TO REPORT.—Subject to paragraph (3), any manufacturer or au-
thorized distributor of record of an applicable drug under subsection (a) that
fails to submit information required under such subsection in a timely manner
in accordance with rules or regulations promulgated to carry out such sub-
section shall be subject to a civil money penalty of not less than $1,000, but not
more than $10,000, for each such failure. Such penalty shall be 1mposed and
collected in the same manner as civil money penalties under subsection (a) of
section 1128A are imposed and collected under that section.

“(3) LIMITATION.—The total amount of civil money penalties imposed under
paragraph (1) or (2) with respect to a year and an individual or entity described
in subparagraph (A) or a manufacturer or distributor described in subparagraph
(B), respectively, shall not exceed $150,000.

“(d) DRUG SAMPLE DISTRIBUTION INFORMATION.—

“(1) IN GENERAL.—Not later than January 1 of each year (beginning with
2021), the Secretary shall maintain a list containing information related to the
distribution of samples of applicable drugs. Such list shall provide the following
information with respect to the preceding year:

“(A) The name of the manufacturer or authorized distributor of record of
an applicable drug for which samples were requested or distributed under
this section.

“(B) The quantity and class of drug samples requested.

“(C) The quantity and class of drug samples distributed.

“(2) PuBLIC AVAILABILITY.—The Secretary shall make the information in such
list available to the public on the Internet Web site of the Food and Drug Ad-
ministration.”.

(b) FDA MAINTENANCE OF INFORMATION.—The Food and Drug Administration
shall maintain information available to affected reporting companies to ensure their
Zblhty to fully comply with the requirements of section 1128H of the Social Security

(c) PROHIBITION ON DISTRIBUTION OF SAMPLES OF OPIOIDS.—Section 503(d) of the

Federal Food, Drug, and Cosmetic Act (21 U.S.C. 353(d)) is amended—
(1) by moving the margin of paragraph (4) 2 ems to the left; and
(2) by adding at the end the following:

“(5) No person may distribute a drug sample of a drug that is—

A“()A) an applicable drug (as defined in section 1128H(d) of the Social Security

ct

“(B) a controlled substance (as defined in section 102 of the Controlled Sub-
stances Act) for which the findings required under section 202(b)(2) of such Act
have been made; and

“(C) approved under section 505 for use in the management or treatment of
pa(iln )(gther than for the management or treatment of a substance use dis-
order).”.

(d) MEDPAC REPORT.—Not later than 3 years after the date of the enactment of
this Act, the Medicare Payment Advisory Commission shall conduct a study on the
impact of drug samples on provider prescribing practices and health care costs and
may, as the Commission deems appropriate, make recommendations on such study.

SEC. 7. REQUIRING PRESCRIPTION DRUG PLAN SPONSORS TO INCLUDE REAL-TIME BENEFIT
INFORMATION AS PART OF SUCH SPONSOR’S ELECTRONIC PRESCRIPTION PRO-
GRAM UNDER THE MEDICARE PROGRAM.
Section 1860D—4(e)(2) of the Social Security Act (42 U.S.C. 1395w-104(e)(2)) is
amended—
(1) in subparagraph (D), by striking “To the extent” and inserting “Except as
provided in subparagraph (F), to the extent”; and
(2) by adding at the end the following new subparagraph:
“(F) REAL-TIME BENEFIT INFORMATION.—
“{i) IN GENERAL.—Not later than January 1, 2021, the program shall
implement real-time benefit tools that are capable of integrating with
a prescribing health care professional’s electronic prescribing or elec-
tronic health record system for the transmission of formulary and ben-
efit information in real time to prescribing health care professionals.
With respect to a covered part D drug, such tools shall be capable of
transmitting such information specific to an individual enrolled in a
prescription drug plan. Such information shall include the following:
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“(I) A list of any clinically-appropriate alternatives to such drug
included in the formulary of such plan.

“(II) Cost-sharing information for such drug and such alter-
natives, including a description of any variance in cost sharing
based on the pharmacy dispensing such drug or such alternatives.

“(IIT) Information relating to whether such drug is included in
the formulary of such plan and any prior authorization or other
utilization management requirements applicable to such drug and
such alternatives so included.

“(i1) ELECTRONIC TRANSMISSION.—The provisions of subclauses (I) and
(IT) of clause (ii) of subparagraph (E) shall apply to an electronic trans-
mission described in clause (i) in the same manner as such provisions
apply with respect to an electronic transmission described in clause (i)
of such subparagraph.

“(iii) SPECIAL RULE FOR 2021.—The program shall be deemed to be in
compliance with clause (i) for 2021 if the program complies with the
provisions of section 423.160(b)(7) of title 42, Code of Federal Regula-
tions (or a successor regulation), for such year.

“(iv) RULE OF CONSTRUCTION.—Nothing in this subparagraph shall be
construed as to allow a real time benefits tool to steer an individual,
without the consent of the individual, to a particular pharmacy or phar-
macy setting over their preferred pharmacy setting nor prohibit the
designation of a preferred pharmacy under such tool.”.

SEC. 8. SENSE OF CONGRESS REGARDING THE NEED TO EXPAND COMMERCIALLY AVAILABLE
DRUG PRICING COMPARISON PLATFORMS.
It is the sense of Congress that—
(1) commercially available drug pricing comparison platforms can, at no cost,
help patients find the lowest price for their medications at their local pharmacy;
(2) such platforms should be integrated, to the maximum extent possible, in
the health care delivery ecosystem; and
(3) pharmacy benefit managers should work to disclose generic and brand
name drug prices to such platforms to ensure that—
(é&) patients can benefit from the lowest possible price available to them;
an
(B) overall drug prices can be reduced as more educated purchasing deci-
sions are made based on price transparency.

SEC. 9. TECHNICAL CORRECTIONS.

(a) IN GENERAL.—Section 3022(b) of the Public Health Service Act (42 U.S.C.
300jj-52(b)) is amended by adding at the end the following new paragraph:

“(4) APPLICATION OF AUTHORITIES UNDER INSPECTOR GENERAL ACT OF 1978.—

In carrying out this subsection, the Inspector General shall have the same au-

thorities as provided under section 6 of the Inspector General Act of 1978 (5

U.S.C. App.).”.
(b) EFFECTIVE DATE.—The amendment made by subsection (a) shall take effect as
if included in the enactment of the 21st Century Cures Act (Public Law 114-255).

Amend the title so as to read:
A Dbill to require reporting for certain drug price information, and
for other purposes.

I. PURPOSE AND SUMMARY

H.R. 2296, the “More Efficient Tools to Realize Information for
Consumers Act” or the “METRIC Act”, was introduced in the
House on April 12, 2019, by Reps. Jan Schakowsky (D-IL) and
Francis Rooney (R-FL), originally with the short title of the “FAIR
Drug Pricing Act of 2019”. The bill was referred to the Committee
on Energy and Commerce. H.R. 2296 increases consumer trans-
parency of the prescription drug supply chain by requiring quali-
fying pharmaceutical manufacturers to report specific information
to the Department of Health and Human Services (HHS) prior to
certain drug price increases. The legislation also makes public
more information concerning rebates, discounts, and other price
concessions that are negotiated by pharmacy benefit managers. Ad-
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ditionally, H.R. 2296 requires all pharmaceutical manufacturers to
report average sales price (ASP) data to HHS and requires pre-
scription drug plan sponsors to include real-time benefit informa-
tion for electronic prescribing. The legislation also ensures greater
transparency of pharmaceutical supply chain intermediaries and
merger activity, as well as information on drug samples that are
distributed by pharmaceutical manufacturers to providers or
healthcare facilities.

Ultimately, H.R. 2296 increases the information available to con-
sumers to better understand how prescription drugs are developed,
distributed, priced, and covered throughout the pharmaceutical
drug supply chain.

II. BACKGROUND AND NEED FOR LEGISLATION

Retail prescription drug spending in the United States, adjusted
for inflation, increased on a per capita basis from $90 in 1960 to
$1,025 in 9017.1 In the Medicare program, prescription drugs cov-
ered under Medicare Part B and Part D account for nearly 20 per-
cent ($129 billion) of total Medicare spending, with the majority of
that spending occurring in Part D (13 percent).2 In 2010, 33,000
Part D enrollees filled a prescription for which a single claim would
have been sufficient to meet the Part D out-of-pocket threshold. By
2016, however, that number had jumped to 360,000.3 The Medicare
Payment Advisory Commission (MedPAC) recently found that near-
ly all growth in spending among high-cost Part D enrollees be-
tween 2007 and 2017 was due to increases in the average price per
prescription filled.*

A recent analysis has found that prescription drug cost increases
are primarily attributable to price increases for drugs already on
the market.> The cost of brand name prescription drugs rose more
than nine percent a year from 2008 to 2016, and the cost of
injectable drugs rose more than 15 percent annually over that
same period.® Independent experts have suggested that greater
transparency across the drug supply chain may provide insight into
why drug prices are continuing to grow and help address the price
increases that are leading to higher out-of-pocket costs for con-
sumers.”

To that end, H.R. 2296 contains a number of provisions aimed at
providing greater transparency and insight into the drug supply
chain and how entities in the supply chain affect the price of pre-
scription drugs. Similar to various efforts to increase drug pricing
transparency at the state level 8, section 2 of the METRIC Act in-

1 Kamal, Rabah, et al, Kaiser Family Foundation, What are the recent and forecasted trends
in  prescription drug spending? (2017) (www healthsystemtracker.org/chart-collection/
recentforecasted-trends-prescription-drug-spending/#item-start).

2MedPAC, The Medicare prescription drug program (Part D): Status Report (March 2019)
(medpac.gov/docs/default-source/reports/marl9 medpac chl4 sec.pdf?sfvrsn=0).

31d.

41d.

5Inmaculada Hernandez, et al. The Contribution of New Product Entry Versus Existing Prod-
uct Inflation in the Rising Costs of Drugs, Health Affairs (Jan. 2019) (www.healthaffairs.org/doi/
abs/lg 1377/hlthaff.2018.05147).

6 Id.

7National Academies of Sciences, Engineering, and Medicine, Making Medicines Affordable:
A National Imperative, (Nov. 2017) (www.nationalacademies.org/hmd/Reports/2017/making-
medicines-affordable-a-nationalimperative.aspx).

8See Recent Approaches and Innovations in State Prescription Drug Laws, National Con-
ference of State Legislatures, (May 2019) (www.ncsl.org/research/health/rx-costs.aspx).
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cludes Federal reporting requirements for manufacturers of quali-
fying drugs that increase in price by 10 percent or more within a
single calendar year, or 25 percent or more within three consecu-
tive calendar years, based on changes in wholesale acquisition cost
(WAC). The manufacturers of a qualifying drug that exceeds such
price thresholds are required to submit a report that includes spe-
cific documentation to the Secretary of HHS prior to the price in-
crease of the qualifying drug.

In addition to section 2, section 3 of H.R. 2296 requires HHS to
make publicly available the aggregated number of rebates, dis-
counts, or price concessions that pharmacy benefit managers
(PBMs) negotiate in order to allow the comparison of these fees
across PBMs for consumers. Section 4 of H.R. 2296 requires the
Federal Trade Commission (FTC) to issue a report that addresses
PBM market practices and whether there are legal or regulatory
obstacles to ensuring a competitive marketplace in the pharma-
ceutical supply chain.

Section 5 of the legislation provides for greater transparency re-
garding the prices of drugs in the Medicare Part B program by re-
quiring all manufacturers of drugs covered under Medicare Part B
to report ASP data to the Centers for Medicare and Medicaid Serv-
ices (CMS). ASP is defined as a manufacturer’s quarterly sales of
a drug to all U.S. purchasers, divided by the drug’s total units sold
for the same quarter. Current law requires only manufacturers
with Medicaid drug rebate agreements to report ASP data to CMS.
Drugs that lack ASP data may use a payment methodology that re-
sults in higher reimbursement (such as the wholesale acquisition
cost or average wholesale price). In its June 2017 report to Con-
gress, MedPAC recommended that all manufacturers be required to
report ASP data to help ensure the Medicare program is not over-
paying for drugs as a result of the lack of ASP data.

Additionally, section 6 of H.R. 2296 increases drug sample trans-
parency by allowing the Secretary to share through data use agree-
ments the information on drug samples currently reported to the
Food and Drug Administration (FDA) by drug manufacturers with
researchers, insurers, and oversight agencies for the purposes of re-
search. Section 6004 of the Affordable Care Act (ACA) required
drug manufacturers and distributors to report to FDA information
on product samples requested and distributed, including informa-
tion on the physicians receiving such samples. In 2017, MedPAC
recommended that Congress “authorize and require the Secretary
to make this information available to researchers, payers, and
plans that sign confidentiality and data use agreements” to bring
greater transparency to the potential effects of samples on provider
prescribing practices.?

Section 7 of H.R. 2296 ensures consumers have the information
they need at the point of prescribing on cost-sharing requirements
for a given drug and drug alternatives, as well as real-time infor-
mation on prior authorization and other utilization management
requirements. This will enable consumers to know their out-of-
pocket expenditures and other information before reaching the
pharmacy counter. Section 8 of the legislation provides a sense of

9MedPAC, Report to the Congress: Medicare and the Health Care Delivery System, Chapter
6 (June 2017) (www.medpac.gov/docs/default-source/reports/junl7 ch6.pdf?sfvrsn=0).
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Congress that more price information should be made available to
patients to inform drug purchasing decisions.

Finally, section 9 of the legislation includes a provision to help
improve interoperability and ensure that individuals are able to
easily access their health records. It makes technical corrections to
ensure that the HHS Office of the Inspector General has the au-
thority necessary to enforce the information blocking provisions en-
acted under section 4004 of the 21st Century Cures Act.

III. COMMITTEE HEARINGS

For the purposes of section 103(i) of H. Res. 6 of the 116th Con-
gress—the following hearings were used to develop or consider H.R.
2296:

The Subcommittee on Health held a hearing on April 30, 2019,
entitled “Prescription Drug Coverage in the Medicare Program.”
The Subcommittee received testimony from the following witness:

e James E. Mathews, Ph.D., Executive Director, Medicare Pay-
ment Advisory Commission.

o The Subcommittee on Health held a related hearing on May 9,
2019, entitled “Lowering Prescription Drug Prices: Deconstructing
the Drug Supply Chain.” The Subcommittee received testimony
from the following witnesses:

e Justin McCarthy, Senior Vice President, Patient & Health Im-
pact Group, Pfizer;

o Kave Niksefat, Vice President, Value and Access, Amgen;

o Jeffrey Hessekiel, Executive Vice President & General Coun-
sel, Exelixis;

e Amy Bricker, Senior Vice President, Supply Chain, Express
Scripts;

e Brent Eberle, Chief Pharmacy Officer, Navitus Health Solu-
tions;

o Estay Greene, Vice President of Pharmacy Services, Blue Cross
Blue Shield of North Carolina;

¢ Lynn Eschenbacher, Chief Pharmacy Officer, Ascension;

e Jack Resneck, M.D., Chair, Board of Trustees, American Med-
ical Association;

¢ Richard Ashworth, President of Pharmacy, Walgreens; and

e Leigh Purvis, Director of Health Services Research, AARP.

The Subcommittee on Health held a hearing on May 21, 2019,
entitled “Improving Drug Pricing Transparency and Lowering
Prices for American Consumers.” The Subcommittee received testi-
mony from the following witnesses:

e Lisa Joldersma, Senior Vice President, Insurance and State
Issues, Pharmaceutical Research and Manufacturers of America;

e Kristin Bass, Chief Policy and External Affairs Officer, Phar-
maceutical Care Management Association;

e Madelaine Feldman, President, Coalition of State
Rheumatology Organizations, Alliance of Specialty Medicine;

e Frederick Isasi, Executive Director, Families USA;

e Mark Miller, Executive Vice President of Health Care, Arnold
Ventures; and

¢ Douglas Holtz-Eakin, President, American Action Forum.
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IV. COMMITTEE CONSIDERATION

H.R. 2296, the “More Efficient Tools to Realize Information for
Consumers Act” or the “METRIC Act”, was introduced in the
House on April 12, 2019, by Reps. Schakowsky (D-IL) and Rooney
(R-FL), originally with the short title of the “FAIR Drug Pricing
Act of 2019”. The bill was referred to the Committee on Energy and
Commerce. Subsequently, H.R. 2296 was referred to the Sub-
committee on Health on April 15, 2019. Following a series of hear-
ings, on July 11, 2019, the Subcommittee met in open markup ses-
sion, pursuant to notice, for consideration of the bill H.R. 2296. An
amendment in the nature of a substitute offered by Mr. Carter of
Georgia, # 1, was agreed to by a voice vote. Subsequently, the Sub-
committee on Health agreed to a motion by Ms. Eshoo, Chair-
woman of the Subcommittee, that H.R. 2296 be forwarded favor-
ably to the full Committee on Energy and Commerce, amended, by
a voice vote.

On July 17, 2019, the full Committee met in open markup ses-
sion, pursuant to notice, to consider the bill H.R. 2296 as amended
by the Subcommittee on Health on July 11, 2019 (Committee Print
of H.R. 2296). During consideration of the bill, an amendment was
offered by Ms. Schakowsky, # 1, and was agreed to by a voice vote.
Subsequently, the full Committee on Energy and Commerce agreed
to a motion offered by Mr. Pallone, Chairman of the Committee,
that H.R. 2296 be ordered reported favorably to the House, amend-
ed, by a voice vote, a quorum being present.

V. COMMITTEE VOTES

Clause 3(b) of rule XIII of the Rules of the House of Representa-
tives requires the Committee to list each record vote on the motion
to report legislation and amendments thereto. The Committee ad-
vises that there were no record votes taken on final passage of H.R.
2296 or any amendments to the bill.

VI. OVERSIGHT FINDINGS

Pursuant to clause 3(c)(1) of rule XIII and clause 2(b)(1) of rule
X of the Rules of the House of Representatives, the oversight find-
ings and recommendations of the Committee are reflected in the
descriptive portion of the report.

VII. NEW BUDGET AUTHORITY, ENTITLEMENT AUTHORITY, AND TAX
EXPENDITURES

Pursuant to 3(c)(2) of rule XIII of the Rules of the House of Rep-
resentatives, the Committee adopts as its own the estimate of new
budget authority, entitlement authority, or tax expenditures or rev-
enues contained in the cost estimate prepared by the Director of
the Congressional Budget Office pursuant to section 402 of the
Congressional Budget Act of 1974.

The Committee has requested but not received from the Director
of the Congressional Budget Office a statement as to whether this
bill contains any new budget authority, credit authority, or an in-
crease or decrease in revenues or tax expenditures.
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VIII. 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.

IX. 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 increase transparency and
the availability of information provided to consumers concerning
certain drug price increases, rebates, costs, and other drug price in-
formation.

X. DUPLICATION OF FEDERAL PROGRAMS

Pursuant to clause 3(c)(5) of rule XIII, no provision of H.R. 2296
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.

XI. 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-
sional Budget Office pursuant to section 402 of the Congressional
Budget Act of 1974.

XII. EARMARKS, 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. 2296 contains no earmarks, limited tax benefits, or
limited tariff benefits.

XIII. ADvISORY COMMITTEE STATEMENT

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

XIV. 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.

XV. SECTION-BY-SECTION ANALYSIS OF THE LEGISLATION

Section 1. Short title; table of contents

Section 1 designates that the short title may be cited as the
“More Efficient Tools to Realize Information for Consumers Act” or
the “METRIC Act”.

Sec. 2. Reporting on explanation for drug price increases

Section 2 requires the manufacturer of a qualifying drug to sub-
mit an explanation and specific documentation to the Secretary of
HHS in the event of a price increase in the wholesale acquisition
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cost that is equal to 10 percent or more within a single calendar
year beginning on or after January 1, 2019, or 25 percent or more
within three consecutive calendars years for which the first such
calendar year begins on or after January 1, 2019. With respect to
the qualifying drug, the manufacturer must include in the report
an explanation for the price increase, a description of the price in-
crease that will occur during the calendar year or years implicated,
and a description of the history of the manufacturer’s price in-
creases for the qualifying drug since its approval, in addition to
other requirements. The manufacturer of a qualifying drug is also
required to provide documentation on the total expenditures on re-
search and development for the qualifying drug in order to have
gained approval or licensure by the FDA, pursue new or expanded
indications or dosage changes, and carry out post-market require-
ments. Additionally, the manufacturer of a qualifying drug is re-
quired to provide to the Secretary the total revenue and net profit
generated from the qualifying drug for each calendar year since its
approval or licensure by the FDA, as well as the total costs associ-
ated with the marketing and advertising for the qualifying drug.
Finally, the manufacturer of the qualifying drug is required to pro-
vide to the Secretary the total revenue and net profit overall for
the manufacturer for calendar year or years implicated as well as
all stock-based performance metrics utilized to determine executive
compensation for the calendar year or years implicated and any ad-
ditional information the manufacturer chooses to provide related to
drug pricing decisions. The Secretary of HHS may also specify ad-
ditional information to be disclosed by rulemaking.

The manufacturer of a qualifying drug that is required to submit
a report shall ensure that all documentation provided to the Sec-
retary is truthful, not misleading, and accurate. Should a manufac-
turer of a qualifying drug fail to comply or knowingly provide false
information, the manufacturer shall be subject to a civil monetary
penalty of $75,000 for each day the violation continues or for each
item of false information.

Following the disclosure of the report by a manufacturer of a
qualifying drug to the Secretary, the Secretary shall post each re-
port submitted in full on the public website of HHS the day the
price increase is scheduled to go into effect. The Secretary shall not
disclose information that would be prohibited from disclosure under
current law.

The Secretary shall submit an annual report to Congress sum-
marizing the information submitted pursuant to the bill, as well as
how HHS is improving consumer and provider information about
drug value and drug price transparency.

Sec. 3. Public disclosure of drug discounts

Section 3 requires the Secretary to make publicly available on
the HHS website information on aggregate rebates, discounts, and
other price concessions negotiated by PBMs, as well as the price
concessions that are passed through to plan sponsors beginning
January 1, 2020.
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Sec. 4. Study of pharmaceutical supply chain intermediaries and
merger activity

Section 4 requires the FTC not later than 1 year after the date
of enactment to submit a report to the appropriate committees of
Congress on pharmaceutical supply chain intermediaries and merg-
er activity, including whether PBMs charge payers a higher price
than the reimbursement rate at which the PBM reimburses com-
peting pharmacies, as well as other actions. The report is required
to also include policy or legislative recommendations to improve
transparency and competition in the pharmaceutical supply chain.

Sec. 5. Requiring certain manufacturers to report drug pricing in-
formation with respect to drugs under the Medicare program

Section 5 requires all manufacturers to report ASP data to CMS
for all drugs covered under Medicare Part B, authorizes civil money
penalties against manufacturers who fail to report the data or re-
port false data, and improves oversight related to the accuracy of
the ASP data reported.

Sec. 6. Making prescription drug marketing sample information re-
ported by manufacturers available to certain individuals and
entities

Section 6 allows the Secretary to share through data use agree-
ments the information on drug samples currently reported to the
FDA by drug manufacturers (under section 1128H of the Social Se-
curity Act) with researchers, payers, and oversight agencies for the
purposes of research. The findings of any such research on drug
samples may be made publicly available so long as the individual
or entity does not disclose information identifying individual pro-
viders or health care facilities. It also requires the FDA to publicly
post on its website each year a list that contains the following in-
formation: (1) The name of the manufacturer or authorized dis-
tributor of record of an applicable drug for which samples were re-
quested or distributed; (2) The quantity and class of drug samples
requested; and (3) The quantity and class of drug samples distrib-
uted. This section would also prohibit the distribution of opioid
samples, excluding those opioid samples used for the purposes of
medication assisted treatment (MAT) for a substance use disorder.

Sec. 7. Requiring prescription drug plan sponsors to include real-
time benefit information as part of such sponsor’s electronic pre-
scription program under the Medicare program

Section 7 requires Medicare Part D drug plan sponsors to provide
formulary and benefit information to beneficiaries at the point of
prescribing in order for beneficiaries and prescribers to know: a de-
scription of clinically appropriate alternatives to a prescribed drug
included in the formulary; information on cost-sharing require-
ments for a given drug and alternatives; and information on prior
authorization or other utilization management requirements for a
given drug and alternatives within the formulary.
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Sec. 8. Sense of Congress regarding the need to expand commer-
cially available drug pricing comparison platforms

Section 8 expresses the sense of Congress that more price infor-
mation should be made available to patients to inform drug pur-
chasing decisions.

Sec. 9. Technical corrections

Section 9 makes technical corrections to ensure that the HHS Of-
fice of the Inspector General has the authority necessary to enforce
the information blocking provisions enacted under section 4004 of
the 21st Century Cures Act.

XVI. CHANGES IN EXISTING LAW MADE BY THE BILL, AS REPORTED

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, new matter is printed in italic,
and existing law in which no change is proposed is shown in
roman):

PUBLIC HEALTH SERVICE ACT

* * * * * * *

TITLE III—GENERAL POWERS AND DUTIES OF PUBLIC
HEALTH SERVICE

* * *k & * * *k

PART W—DRUG PRICE REPORTING; DRUG
VALUE FUND

SEC. 39900. REPORTING ON EXPLANATION FOR DRUG PRICE IN-
CREASES.
(a) DEFINITIONS.—In this section:

(1) MANUFACTURER.—The term “manufacturer” means the
person—

(A) that holds the application for a drug approved under
section 505 of the Federal Food, Drug, and Cosmetic Act or
licensed under section 351 of this Act; or

(B) who is responsible for setting the wholesale acquisi-
tion cost for the drug.

(2) QUALIFYING DRUG.—The term “qualifying drug” means
any drug that is approved under subsection (c) or (j) of section
505 of the Federal Food, Drug, and Cosmetic Act or licensed
under subsection (a) or (k) of section 351 of this Act—

(A) that has a wholesale acquisition cost of $100 or more,
adjusted for inflation occurring after the date of enactment
of the More Efficient Tools to Realize Information for Con-
sumers Act, for a month’s supply or a typical course of
treatment that lasts less than a month, and 1s—

(i) subject to section 503(b)(1) of the Federal Food,
Drug, and Cosmetic Act;
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(ii) administered or otherwise dispensed to treat a
disease or condition affecting more than 200,000 per-
sons in the United States; and

(iii) not a vaccine; and

(B) for which, during the previous calendar year, at least
1 dollar of the total amount of sales were for individuals
enrolled under the Medicare program under title XVIII of
the Social Security Act (42 U.S.C. 1395 et seq.) or under a
State Medicaid plan under title XIX of such Act (42 U.S.C.
1396 et seq.) or under a waiver of such plan.

(3) WHOLESALE ACQUISITION COST.—The term “wholesale ac-
quisition cost” has the meaning given that term in section
1847A(c)(6)(B) of the Social Security Act (42 U.S.C. 1395w-
3a(c)(6)(B)).

(b) REPORT.—

(1) REPORT REQUIRED.—The manufacturer of a qualifying
drug shall submit a report to the Secretary for each increase in
the price of a qualifying drug that results in an increase in the
wholesale acquisition cost of that drug that is equal to—

(A) 10 percent or more within a single calendar year be-
ginning on or after January 1, 2019; or

(B) 25 percent or more within three consecutive calendar
years for which the first such calendar year begins on or
after January 1, 2019.

(2) REPORT DEADLINE.—Each report described in paragraph
(1) shall be submitted to the Secretary—

(A) in the case of a report with respect to an increase in
the price of a qualifying drug that occurs during the period
beginning on January 1, 2019, and ending on the day that
is 60 days after the date of the enactment of the More Effi-
cient Tools to Realize Information for Consumers Act, not
later than 90 days after such date of enactment; and

(B) in the case of a report with respect to an increase in
the price of a qualifying drug that occurs after the period
described in subparagraph (A), not later than 30 days prior
to the planned effective date of such price increase for such
qualifying drug.

(¢) CONTENTS.—A report under subsection (b), consistent with the
standard for disclosures described in section 213.3(d) of title 12,
Code of Federal Regulations (as in effect on the date of enactment
of the More Efficient Tools to Realize Information for Consumers
Act), shall, at a minimum, include—

(1) with respect to the qualifying drug—

(A) the percentage by which the manufacturer will raise
the wholesale acquisition cost of the drug within the cal-
endar year or three consecutive calendar years as described
in subsection (b)(1)(A) or (b)(1)(B), and the effective date of
such price increase;

(B) an explanation for, and description of, each price in-
crease for such drug that will occur during the calendar
year period described in subsection (b)(1)(A) or the three
consecutive calendar year period described in subsection
(6)(1)(B), as applicable;

(C) if known and different from the manufacturer of the
qualifying drug, the identity of—
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(i) the sponsor or sponsors of any investigational new
drug applications under section 505(i) of the Federal
Food, Drug, and Cosmetic Act for clinical investiga-
tions with respect to such drug, for which the full re-
ports are submitted as part of the application—

(D for approval of the drug under section 505 of
such Act; or

(ID) for licensure of the drug under section 351 of
this Act; and

(i) the sponsor of an application for the drug ap-
proved under such section 505 of the Federal Food,
Drug, and Cosmetic Act or licensed under section 351
of this Act;

(D) a description of the history of the manufacturer’s
price increases for the drug since the approval of the appli-
cation for the drug under section 505 of the Federal Food,
Drug, and Cosmetic Act or the issuance of the license for
the drug under section 351 of this Act, or since the manu-
facturer acquired such approved application or license, if
applicable;

(E) the current wholesale acquisition cost of the drug;

(F) the total expenditures of the manufacturer on—

(i) materials and manufacturing for such drug; and

(it) acquiring patents and licensing for such drug;

(G) the percentage of total expenditures of the manufac-
turer on research and development for such drug that was
derived from Federal funds;

(H) the total expenditures of the manufacturer on re-
search and development for such drug that is necessary to
demonstrate that it meets applicable statutory standards
for approval under section 505 of the Federal Food, Drug,
and Cosmetic Act or licensure under section 351 of this Act,
as applicable;

(I the total expenditures of the manufacturer on pur-
suing new or expanded indications or dosage changes for
such drug under section 505 of the Federal Food, Drug,
and Cosmetic Act or section 351 of this Act;

(J) the total expenditures of the manufacturer on car-
rying out postmarket requirements related to such drug, in-
cluding under section 505(0)(3) of the Federal Food, Drug,
and Cosmetic Act;

(K) the total revenue and the net profit generated from
the qualifying drug for each calendar year since the ap-
proval of the application for the drug under section 505 of
the Federal Food, Drug, and Cosmetic Act or the issuance
of the license for the drug under section 351, or since the
manufacturer acquired such approved application or li-
cense; and

(L) the total costs associated with marketing and adver-
tising for the qualifying drug;

(2) with respect to the manufacturer—

(A) the total revenue and the net profit of the manufac-
turer for each of the 1-year period described in subsection
(b)(1)(A) or the 3-year period described in subsection
(b)(1)(B), as applicable;
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(B) all stock-based performance metrics used by the man-
ufacturer to determine executive compensation for each of
the 1-year period described in subsection (b)(1)(A) or the 3-
yeog period described in subsection (b)(1)(B), as applicable;
an

(C) any additional information the manufacturer chooses
to provide related to drug pricing decisions, such as total
expenditures on—

(i) drug research and development; or

(it) clinical trials, including on drugs that failed to
rec;ive approval by the Food and Drug Administration;
an

(3) such other related information as the Secretary considers
appropriate and as specified by the Secretary through notice-
and-comment rulemaking.

(d) INFORMATION PROVIDED.—The manufacturer of a qualifying
drug that is required to submit a report under subsection (b), shall
ensure that such report and any explanation for, and description of,
each price increase described in subsection (c)(1)(B) shall be truth-
ful, not misleading, and accurate.

(e) CIvIL MONETARY PENALTY.—Any manufacturer of a qualifying
drug that fails to submit a report for the drug as required by this
section, following notification by the Secretary to the manufacturer
that the manufacturer is not in compliance with this section, shall
be subject to a civil monetary penalty of $75,000 for each day on
which the violation continues.

(f) FALSE INFORMATION.—Any manufacturer that submits a report
for a drug as required by this section that knowingly provides false
information in such report is subject to a civil monetary penalty in
an amount not to exceed $75,000 for each item of false information.

(g) PUBLIC POSTING.—

(1) IN GENERAL.—Subject to paragraph (3), the Secretary
shall post each report submitted under subsection (b) on the
public website of the Department of Health and Human Serv-
ices the day the price increase of a qualifying drug is scheduled
to go into effect.

(2) FORMAT.—In developing the format in which reports will
be publicly posted under paragraph (1), the Secretary shall con-
sult with stakeholders, including beneficiary groups, and shall
seek feedback from consumer advocates and readability experts
on the format and presentation of the content of such reports to
ensure that such reports are—

(A) user-friendly to the public; and

(B) written in plain language that consumers can readily
understand.

(3) PROTECTED INFORMATION.—Nothing in this section shall
be construed to authorize the public disclosure of information
submitted by a manufacturer that is prohibited from disclosure
by applicable laws concerning the protection of trade secrets,
commercial information, and other information covered under
such laws.

SEC. 39900-1. ANNUAL REPORT TO CONGRESS.
(a) IN GENERAL.—Subject to subsection (b), the Secretary shall

submit to Congress, and post on the public website of the Depart-
ment of Health and Human Services in a way that is user-friendly
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to the public and written in plain language that consumers can
readily understand, an annual report—

(1 ()) gummarizing the information reported pursuant to section
39900;

(2) including copies of the reports and supporting detailed
economic analyses submitted pursuant to such section;

(3) detailing the costs and expenditures incurred by the De-
partment of Health and Human Services in carrying out section
39900; and

(4) explaining how the Department of Health and Human
Services is improving consumer and provider information about
drug value and drug price transparency.

(b) PROTECTED INFORMATION.—Nothing in this section shall be
construed to authorize the public disclosure of information sub-
mitted by a manufacturer that is prohibited from disclosure by ap-
plicable laws concerning the protection of trade secrets, commercial
information, and other information covered under such laws.

TITLE XXX—HEALTH INFORMATION
TECHNOLOGY AND QUALITY

* * & & * * *

Subtitle C—Other Provisions

% * * * % * *

SEC. 3022. INFORMATION BLOCKING.
(a) DEFINITION.—
(1) IN GENERAL.—In this section, the term “information
blocking” means a practice that—

(A) except as required by law or specified by the Sec-
retary pursuant to rulemaking under paragraph (3), is
likely to interfere with, prevent, or materially discourage
accdtlass, exchange, or use of electronic health information;
an

(B)@) if conducted by a health information technology de-
veloper, exchange, or network, such developer, exchange,
or network knows, or should know, that such practice is
likely to interfere with, prevent, or materially discourage
the access, exchange, or use of electronic health informa-
tion; or

(i1) if conducted by a health care provider, such provider
knows that such practice is unreasonable and is likely to
interfere with, prevent, or materially discourage access, ex-
change, or use of electronic health information.

(2) PRACTICES DESCRIBED.—The information blocking prac-
tices described in paragraph (1) may include—

(A) practices that restrict authorized access, exchange,
or use under applicable State or Federal law of such infor-
mation for treatment and other permitted purposes under
such applicable law, including transitions between certified
health information technologies;
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(B) implementing health information technology in non-
standard ways that are likely to substantially increase the
complexity or burden of accessing, exchanging, or using
electronic health information; and

(C) implementing health information technology in ways
that are likely to—

(i) restrict the access, exchange, or use of electronic
health information with respect to exporting complete
information sets or in transitioning between health in-
formation technology systems; or

(i1) lead to fraud, waste, or abuse, or impede innova-
tions and advancements in health information access,
exchange, and use, including care delivery enabled by
health information technology.

(83) RULEMAKING.—The Secretary, through rulemaking, shall
identify reasonable and necessary activities that do not con-
stitute information blocking for purposes of paragraph (1).

(4) NO ENFORCEMENT BEFORE EXCEPTION IDENTIFIED.—The
term “information blocking” does not include any practice or
conduct occurring prior to the date that is 30 days after the
date of enactment of the 21st Century Cures Act.

(5) CONSULTATION.—The Secretary may consult with the
Federal Trade Commission in promulgating regulations under
this subsection, to the extent that such regulations define prac-
tices that are necessary to promote competition and consumer
welfare.

(6) APPLICATION.—The term “information blocking”, with re-
spect to an individual or entity, shall not include an act or
practice other than an act or practice committed by such indi-
vidual or entity.

(7) CLARIFICATION.—In carrying out this section, the Sec-
retary shall ensure that health care providers are not penal-
ized for the failure of developers of health information tech-
nology or other entities offering health information technology
to such providers to ensure that such technology meets the re-
quirements to be certified under this title.

(b) INSPECTOR GENERAL AUTHORITY.—

(1) IN GENERAL.—The inspector general of the Department of
Health and Human Services (referred to in this section as the
“Inspector General”) may investigate any claim that—

(A) a health information technology developer of certified
health information technology or other entity offering cer-
tified health information technology—

(1) submitted a false attestation under section
3001(c)(5)(D)(vii); or

(ii) engaged in information blocking;

(B) a health care provider engaged in information block-
ing; or

(C) a health information exchange or network engaged
in information blocking.

(2) PENALTIES.—

(A) DEVELOPERS, NETWORKS, AND EXCHANGES.—Any indi-
vidual or entity described in subparagraph (A) or (C) of
paragraph (1) that the Inspector General, following an in-
vestigation conducted under this subsection, determines to
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have committed information blocking shall be subject to a
civil monetary penalty determined by the Secretary for all
such violations identified through such investigation,
which may not exceed $1,000,000 per violation. Such de-
termination shall take into account factors such as the na-
ture and extent of the information blocking and harm re-
sulting from such information blocking, including, where
applicable, the number of patients affected, the number of
providers affected, and the number of days the information
blocking persisted.

(B) PROVIDERS.—Any individual or entity described in
subparagraph (B) of paragraph (1) determined by the In-
spector General to have committed information blocking
shall be referred to the appropriate agency to be subject to
appropriate disincentives using authorities under applica-
ble Federal law, as the Secretary sets forth through notice
and comment rulemaking.

(C) PROCEDURE.—The provisions of section 1128A of the
Social Security Act (other than subsections (a) and (b) of
such section) shall apply to a civil money penalty applied
under this paragraph in the same manner as such provi-
sions apply to a civil money penalty or proceeding under
such section 1128A(a).

(D) RECOVERED PENALTY FUNDS.—The amounts recov-
ered under this paragraph shall be allocated as follows:

(i) ANNUAL OPERATING EXPENSES.—Each year fol-
lowing the establishment of the authority under this
subsection, the Office of the Inspector General shall
provide to the Secretary an estimate of the costs to
carry out investigations under this section. Such esti-
mate may include reasonable reserves to account for
variance in annual amounts recovered under this
paragraph. There is authorized to be appropriated for
purposes of carrying out this section an amount equal
to the amount specified in such estimate for the fiscal
year.

(ii) APPLICATION TO OTHER PROGRAMS.—The
amounts recovered under this paragraph and remain-
ing after amounts are made available under clause (i)
shall be transferred to the Federal Hospital Insurance
Trust Fund under section 1817 of the Social Security
Act and the Federal Supplementary Medical Insurance
Trust Fund under section 1841 of such Act, in such
proportion as the Secretary determines appropriate.

(E) AUTHORIZATION OF APPROPRIATIONS.—There is au-
thorized to be appropriated to the Office of the Inspector
General to carry out this section $10,000,000, to remain
available until expended.

(3) RESOLUTION OF CLAIMS.—

(A) IN GENERAL.—The Office of the Inspector General, if
such Office determines that a consultation regarding the
health privacy and security rules promulgated under sec-
tion 264(c) of the Health Insurance Portability and Ac-
countability Act of 1996 (42 U.S.C. 1320d-2 note) will re-
solve an information blocking claim, may refer such in-
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stances of information blocking to the Office for Civil
Rights of the Department of Health and Human Services
for resolution.

(B) LIMITATION ON LIABILITY.—If a health care provider
or health information technology developer makes informa-
tion available based on a good faith reliance on consulta-
tions with the Office for Civil Rights of the Department of
Health and Human Services pursuant to a referral under
subparagraph (A), with respect to such information, the
health care provider or developer shall not be liable for
such disclosure or disclosures made pursuant to subpara-
graph (A).

(4) APPLICATION OF AUTHORITIES UNDER INSPECTOR GENERAL
ACT OF 1978.—In carrying out this subsection, the Inspector Gen-
eral shall have the same authorities as provided under section
6 of the Inspector General Act of 1978 (5 U.S.C. App.).

(c) IDENTIFYING BARRIERS TO EXCHANGE OF CERTIFIED HEALTH
INFORMATION TECHNOLOGY.—

(1) TRUSTED EXCHANGE DEFINED.—In this section, the term
“trusted exchange” with respect to certified electronic health
records means that the certified electronic health record tech-
nology has the technical capability to enable secure health in-
formation exchange between users and multiple certified elec-
tronic health record technology systems.

(2) GUIDANCE.—The National Coordinator, in consultation
with the Office for Civil Rights of the Department of Health
and Human Services, shall issue guidance on common legal,
governance, and security barriers that prevent the trusted ex-
change of electronic health information.

(3) REFERRAL.—The National Coordinator and the Office for
Civil Rights of the Department of Health and Human Services
may refer to the Inspector General instances or patterns of re-
fusal to exchange health information with an individual or en-
tity using certified electronic health record technology that is
technically capable of trusted exchange and under conditions
when exchange is legally permissible.

(d) ADDITIONAL PROVISIONS.—

(1) INFORMATION SHARING PROVISIONS.—The National Coor-
dinator may serve as a technical consultant to the Inspector
General and the Federal Trade Commission for purposes of
carrying out this section. The National Coordinator may, not-
withstanding any other provision of law, share information re-
lated to claims or investigations under subsection (b) with the
Federal Trade Commission for purposes of such investigations
and shall share information with the Inspector General, as re-
quired by law.

(2) PROTECTION FROM DISCLOSURE OF INFORMATION.—Any in-
formation that is received by the National Coordinator in con-
nection with a claim or suggestion of possible information
blocking and that could reasonably be expected to facilitate
identification of the source of the information—

(A) shall not be disclosed by the National Coordinator
except as may be necessary to carry out the purpose of this
section;
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(B) shall be exempt from mandatory disclosure under
section 552 of title 5, United States Code, as provided by
subsection (b)(3) of such section; and

(C) may be used by the Inspector General or Federal
Trade Commission for reporting purposes to the extent
that such information could not reasonably be expected to
facilitate identification of the source of such information.

(3) STANDARDIZED PROCESS.—

(A) IN GENERAL.—The National Coordinator shall imple-
ment a standardized process for the public to submit re-
ports on claims of—

(i) health information technology products or devel-
opers of such products (or other entities offering such
products to health care providers) not being interoper-
able or resulting in information blocking;

(ii) actions described in subsection (b)(1) that result
in information blocking as described in subsection (a);
and

(ii1) any other act described in subsection (a).

(B) COLLECTION OF INFORMATION.—The standardized
process implemented under subparagraph (A) shall provide
for the collection of such information as the originating in-
stitution, location, type of transaction, system and version,
timestamp, terminating institution, locations, system and
version, failure notice, and other related information.

(4) NONDUPLICATION OF PENALTY STRUCTURES.—In carrying
out this subsection, the Secretary shall, to the extent possible,
ensure that penalties do not duplicate penalty structures that
would otherwise apply with respect to information blocking
and the type of individual or entity involved as of the day be-
fore the date of the enactment of this section.

SOCIAL SECURITY ACT

* * * * * * *

TITLE XI—GENERAL PROVISIONS, PEER REVIEW, AND
ADMINISTRATIVE SIMPLIFICATION

* * * * * * *

PART A—GENERAL PROVISIONS

% * * % % * *
SEC. 1128H. REPORTING OF INFORMATION RELATING TO DRUG SAM-
PLES.

(a) IN GENERAL.—Not later than April 1 of each year (beginning
with 2012), each manufacturer and authorized distributor of record
of an applicable drug shall submit to the Secretary (in a form and
manner specified by the Secretary) the following information with
respect to the preceding year:

(1) In the case of a manufacturer or authorized distributor
of record which makes distributions by mail or common carrier
under subsection (d)(2) of section 503 of the Federal Food,
Drug, and Cosmetic Act (21 U.S.C. 353), the identity and quan-
tity of drug samples requested and the identity and quantity
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of drug samples distributed under such subsection during that
year, aggregated by—

(A) the name, address, professional designation, and sig-
nature of the practitioner making the request under sub-
paragraph (A)(i) of such subsection, or of any individual
who makes or signs for the request on behalf of the practi-
tioner; and

(B) any other category of information determined appro-
priate by the Secretary.

(2) In the case of a manufacturer or authorized distributor
of record which makes distributions by means other than mail
or common carrier under subsection (d)(3) of such section 503,
the identity and quantity of drug samples requested and the
identity and quantity of drug samples distributed under such
subsection during that year, aggregated by—

(A) the name, address, professional designation, and sig-
nature of the practitioner making the request under sub-
paragraph (A)(i) of such subsection, or of any individual
who makes or signs for the request on behalf of the practi-
tioner; and

(B) any other category of information determined appro-
priate by the Secretary.

(b) DATA SHARING AGREEMENTS.—

(1) IN GENERAL.—The Secretary shall enter into agreements
with the specified data sharing individuals and entities de-
scribed in paragraph (2) under which—

‘A) upon request of such an individual or entity, as ap-
plicable, the Secretary makes available to such individual
or entity the information submitted under subsection (a) by
manufacturers and authorized distributors of record; and

(B) such individual or entity agrees to not disclose pub-
licly or to another individual or entity any information that
identifies a particular practitioner or health care facility.

(2) SPECIFIED DATA SHARING INDIVIDUALS AND ENTITIES.—For
purposes of paragraph (1), the specified data sharing individ-
uals and entities described in this paragraph are the following:

(A) OVERSIGHT AGENCIES.—Health oversight agencies (as
defined in section 164.501 of title 45, Code of Federal Regu-
lations), including the Centers for Medicare & Medicaid
Services, the Office of the Inspector General of the Depart-
ment of Health and Human Services, the Government Ac-
countability Office, the Congressional Budget Office, the
Medicare Payment Advisory Commission, and the Medicaid
and CHIP Payment and Access Commission.

(B) RESEARCHERS.—Individuals who conduct scientific
research (as defined in section 164.501 of title 45, Code of
Federal Regulations) in relevant areas as determined by the
Secretary.

(C) PAYERS.—Private and public health care payers, in-
cluding group health plans, health insurance coverage of-
fered by health insurance issuers, Federal health programs,
and State health programs.

(3) EXEMPTION FROM FREEDOM OF INFORMATION ACT.—Except
as described in paragraph (1), the Secretary may not be com-
pelled to disclose the information submitted under subsection
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(a) to any individual or entity. For purposes of section 552 of
title 5, United States Code (commonly referred to as the Free-
dom of Information Act), this paragraph shall be considered a
statute described in subsection (b)(3)(B) of such section.

(¢) PENALTIES.—

(1) DATA SHARING AGREEMENTS.—Subject to paragraph (3),
any specified data sharing individual or entity described in
subsection (b)(2) that violates the terms of a data sharing agree-
ment the individual or entity has with the Secretary under sub-
section (b)(1) shall be subject to a civil money penalty of not less
than $1,000, but not more than $10,000, for each such viola-
tion. Such penalty shall be imposed and collected in the same
manner as civil money penalties under subsection (a) of section
1128A are imposed and collected under that section.

(2) FAILURE TO REPORT.—Subject to paragraph (3), any man-
ufacturer or authorized distributor of record of an applicable
drug under subsection (a) that fails to submit information re-
quired under such subsection in a timely manner in accordance
with rules or regulations promulgated to carry out such sub-
section shall be subject to a civil money penalty of not less than
$1,000, but not more than $10,000, for each such failure. Such
penalty shall be imposed and collected in the same manner as
civil money penalties under subsection (a) of section 1128A are
imposed and collected under that section.

(3) LIMITATION.—The total amount of civil money penalties
imposed under paragraph (1) or (2) with respect to a year and
an individual or entity described in subparagraph (A) or a
manufacturer or distributor described in subparagraph (B), re-
spectively, shall not exceed $150,000.

(d) DRUG SAMPLE DISTRIBUTION INFORMATION.—

(1) IN GENERAL.—Not later than January 1 of each year (be-
ginning with 2021), the Secretary shall maintain a list con-
taining information related to the distribution of samples of ap-
plicable drugs. Such list shall provide the following informa-
tion with respect to the preceding year:

(A) The name of the manufacturer or authorized dis-
tributor of record of an applicable drug for which samples
were requested or distributed under this section.

(B) The quantity and class of drug samples requested.

(C) The quantity and class of drug samples distributed.

(2) PUBLIC AVAILABILITY.—The Secretary shall make the in-
formation in such list available to the public on the Internet
Web site of the Food and Drug Administration.

[(b)] (e) DEFINITIONS.—In this section:

(1) APPLICABLE DRUG.—The term “applicable drug” means a
drug—

(A) which is subject to subsection (b) of such section 503;
and

(B) for which payment is available under title XVIII or
a State plan under title XIX or XXI (or a waiver of such
a plan).

(2) AUTHORIZED DISTRIBUTOR OF RECORD.—The term “author-
ized distributor of record” has the meaning given that term in
subsection (e)(3)(A) of such section.
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(3) MANUFACTURER.—The term “manufacturer” has the
meaning given that term for purposes of subsection (d) of such
section.

* * * * * * *

SEC. 1150A. PHARMACY BENEFIT MANAGERS TRANSPARENCY RE-
QUIREMENTS.

(a) PROVISION OF INFORMATION.—A health benefits plan or any
entity that provides pharmacy benefits management services on be-
half of a health benefits plan (in this section referred to as a
“PBM”) that manages prescription drug coverage under a contract
with—

(1) a PDP sponsor of a prescription drug plan or an MA orga-
nization offering an MA—PD plan under part D of title XVIII,
or

(2) a qualified health benefits plan offered through an ex-
change established by a State under section 1311 of the Pa-
tient Protection and Affordable Care Act,

shall provide the information described in subsection (b) to the Sec-
retary and, in the case of a PBM, to the plan with which the PBM
is under contract with, at such times, and in such form and man-
ner, as the Secretary shall specify.

(b) INFORMATION DESCRIBED.—The information described in this
subsection is the following with respect to services provided by a
health benefits plan or PBM for a contract year:

(1) The percentage of all prescriptions that were provided
through retail pharmacies compared to mail order pharmacies,
and the percentage of prescriptions for which a generic drug
was available and dispensed (generic dispensing rate), by phar-
macy type (which includes an independent pharmacy, chain
pharmacy, supermarket pharmacy, or mass merchandiser
pharmacy that is licensed as a pharmacy by the State and that
dispenses medication to the general public), that is paid by the
health benefits plan or PBM under the contract.

(2) The aggregate amount, and the type of rebates, discounts,
or price concessions (excluding bona fide service fees, which in-
clude but are not limited to distribution service fees, inventory
management fees, product stocking allowances, and fees associ-
ated with administrative services agreements and patient care
programs (such as medication compliance programs and pa-
tient education programs)) that the PBM negotiates that are
attributable to patient utilization under the plan, and the ag-
gregate amount of the rebates, discounts, or price concessions
that are passed through to the plan sponsor, and the total
number of prescriptions that were dispensed.

(3) The aggregate amount of the difference between the
amount the health benefits plan pays the PBM and the
amount that the PBM pays retail pharmacies, and mail order
pharmacies, and the total number of prescriptions that were
dispensed.

(c) CONFIDENTIALITY.—Information disclosed by a health benefits
plan or PBM under this section is confidential and shall not be dis-
closed by the Secretary (other than as permitted under subsection
(e)) or by a plan receiving the information, except that the Sec-
retary may disclose the information in a form which does not dis-
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close the identity of a specific PBM, plan, or prices charged for
drugs, for the following purposes:

(1) As the Secretary determines to be necessary to carry out
this section or part D of title XVIII.

(2) To permit the Comptroller General to review the informa-
tion provided.

(8) To permit the Director of the Congressional Budget Office
to review the information provided.

(4) To States to carry out section 1311 of the Patient Protec-
tion and Affordable Care Act.

(d) PENALTIES.—The provisions of subsection (b)(3)(C) of section
1927 shall apply to a health benefits plan or PBM that fails to pro-
vide information required under subsection (a) on a timely basis or
that knowingly provides false information in the same manner as
such provisions apply to a manufacturer with an agreement under
that section.

(e) PUBLIC AVAILABILITY OF CERTAIN INFORMATION.—

(1) IN GENERAL.—In order to allow the comparison of PBMs
ability to negotiate rebates, discounts, direct and indirect remu-
neration fees, administrative fees, and price concessions and the
amount of such rebates, discounts, direct and indirect remu-
neration fees, administrative fees, and price concessions that
are passed through to plan sponsors, beginning January 1,
2020, the Secretary shall make available on the Internet website
of the Department of Health and Human Services the informa-
tion with respect to the second preceding calendar year provided
to the Secretary on generic dispensing rates (as described in
paragraph (1) of subsection (b)) and information provided to the
Secretary under paragraphs (2) and (3) of such subsection that,
as determined by the Secretary, is with respect to each PBM.

(2) AVAILABILITY OF DATA.—In carrying out paragraph (1),
the Secretary shall ensure the following:

(A) CONFIDENTIALITY.—The information described in
such paragraph is displayed in a manner that prevents the
disclosure of information, with respect to an individual
drug or an individual plan, on rebates, discounts, direct
and indirect remuneration fees, administrative fees, and
price concessions.

(B) CLASS OF DRUG.—The information described in such
paragraph is made available by class of drug, using an ex-
isting classification system, but only if the class contains
such number of drugs, as specified by the Secretary (but not
fewer than three drugs), to ensure confidentiality of propri-
etary information or other information that is prevented to
be disclosed under subparagraph (A).

* * *k & * * *k

>

TITLE XVIII—HEALTH INSURANCE FOR THE AGED AND
DISABLED

* * *k & * * *k

PART B—SUPPLEMENTARY MEDICAL INSURANCE BENEFITS FOR THE
AGED AND DISABLED

* * *k & * * *k
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USE OF AVERAGE SALES PRICE PAYMENT METHODOLOGY

SEC. 1847A. (a) APPLICATION.—

(1) IN GENERAL.—Except as provided in paragraph (2), this
section shall apply to payment for drugs and biologicals that
are described in section 1842(0)(1)(C) and that are furnished on
or after January 1, 2005.

(2) ELECTION.—This section shall not apply in the case of a
physician who elects under subsection (a)(1)(A)(ii) of section
1847B for that section to apply instead of this section for the
payment for drugs and biologicals.

(b) PAYMENT AMOUNT.—

(1) IN GENERAL.—Subject to paragraph (7) and subsections
(d)(3)(C) and (e), the amount of payment determined under this
section for the billing and payment code for a drug or biological
(based on a minimum dosage unit) is, subject to applicable de-
ductible and coinsurance—

(A) in the case of a multiple source drug (as defined in
subsection (c)(6)(C)), 106 percent of the amount deter-
mined under paragraph (3) for a multiple source drug fur-
nished before April 1, 2008, or 106 percent of the amount
determined under paragraph (6) for a multiple source drug
furnished on or after April 1, 2008;

(B) in the case of a single source drug or biological (as
defined in subsection (c)(6)(D)), 106 percent of the amount
determined under paragraph (4); or

(C) in the case of a biosimilar biological product (as de-
fined in subsection (c)(6)(H)), the amount determined
under paragraph (8).

(2) SPECIFICATION OF UNIT.—

(A) SPECIFICATION BY MANUFACTURER.—The manufac-
turer of a drug or biological shall specify the unit associ-
ated with each National Drug Code (including package
size) as part of the submission of data under section
1927(b)(3)(A)(iii) or subsection ()(2), as applicable.

(B) UNIT DEFINED.—In this section, the term “unit”
means, with respect to each National Drug Code (including
package size) associated with a drug or biological, the low-
est identifiable quantity (such as a capsule or tablet, milli-
gram of molecules, or grams) of the drug or biological that
is dispensed, exclusive of any diluent without reference to
volume measures pertaining to liquids. For years after
2004, the Secretary may establish the unit for a manufac-
turer to report and methods for counting units as the Sec-
retary determines appropriate to implement this section.

(3) MULTIPLE SOURCE DRUG.—For all drug products included
within the same multiple source drug billing and payment
code, the amount specified in this paragraph is the volume-
weighted average of the average sales prices reported under
section 1927(b)(3)(A)(iii) or subsection (f)(2), as applicable, de-
termined by—

(A) computing the sum of the products (for each National
Drug Code assigned to such drug products) of—

(i) the manufacturer’s average sales price (as de-
fined in subsection (c)); and
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(ii) the total number of units specified under para-
graph (2) sold; and

(B) dividing the sum determined under subparagraph
(A) by the sum of the total number of units under subpara-
graph (A)(i1) for all National Drug Codes assigned to such
drug products.

(4) SINGLE SOURCE DRUG OR BIOLOGICAL.—The amount speci-
fied in this paragraph for a single source drug or biological is
the lesser of the following:

(A) AVERAGE SALES PRICE.—The average sales price as
determined using the methodology applied under para-
graph (3) for single source drugs and biologicals furnished
before April 1, 2008, and using the methodology applied
under paragraph (6) for single source drugs and biologicals
furnished on or after April 1, 2008, for all National Drug
Codes assigned to such drug or biological product.

(B) WHOLESALE ACQUISITION COST (WAC).—The wholesale
acquisition cost (as defined in subsection (c)(6)(B)) using
the methodology applied under paragraph (3) for single
source drugs and biologicals furnished before April 1, 2008,
and using the methodology applied under paragraph (6) for
single source drugs and biologicals furnished on or after
April 1, 2008, for all National Drug Codes assigned to such
drug or biological product.

(5) BASIS FOR PAYMENT AMOUNT.—The payment amount
shall be determined under this subsection based on informa-
tion reported under subsection (f) and without regard to any
special packaging, labeling, or identifiers on the dosage form or
product or package.

(6) USE OF VOLUME-WEIGHTED AVERAGE SALES PRICES IN CAL-
CULATION OF AVERAGE SALES PRICE.—

(A) IN GENERAL.—For all drug products included within
the same multiple source drug billing and payment code,
the amount specified in this paragraph is the volume-
weighted average of the average sales prices reported
under section 1927(b)(3)(A)iii) or subsection (f)(2), as ap-
plicable, determined by—

(i) computing the sum of the products (for each Na-
tional Drug Code assigned to such drug products) of—
(I) the manufacturer’s average sales price (as
defined in subsection (c)), determined by the Sec-
retary without dividing such price by the total
number of billing units for the National Drug
Code for the billing and payment code; and
(IT) the total number of units specified under
paragraph (2) sold; and
(ii) dividing the sum determined under clause (i) by
the sum of the products (for each National Drug Code
assigned to such drug products) of—
(I) the total number of units specified under
paragraph (2) sold; and
(IT) the total number of billing units for the Na-
tiocilal Drug Code for the billing and payment
code.
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(B) BILLING UNIT DEFINED.—For purposes of this sub-
section, the term “billing unit” means the identifiable
quantity associated with a billing and payment code, as es-
tablished by the Secretary.

(7) SPECIAL RULE.—Beginning with April 1, 2008, the pay-
ment amount for—

(A) each single source drug or biological described in sec-
tion 1842(0)(1)(G) that is treated as a multiple source drug
because of the application of subsection (¢)(6)(C)(ii) is the
lower of—

(i) the payment amount that would be determined
for such drug or biological applying such subsection; or

(ii) the payment amount that would have been de-
termined for such drug or biological if such subsection
were not applied; and

(B) a multiple source drug described in section
1842(0)(1)(G) (excluding a drug or biological that is treated
as a multiple source drug because of the application of
such subsection) is the lower of—

(i) the payment amount that would be determined
for such drug or biological taking into account the ap-
plication of such subsection; or

(i) the payment amount that would have been de-
termined for such drug or biological if such subsection
were not applied.

(8) BIOSIMILAR BIOLOGICAL PRODUCT.—The amount specified
in this paragraph for a biosimilar biological product described
in paragraph (1)(C) is the sum of—

(A) the average sales price as determined using the
methodology described under paragraph (6) applied to a
biosimilar biological product for all National Drug Codes
assigned to such product in the same manner as such
paragraph is applied to drugs described in such paragraph;
an

(B) 6 percent of the amount determined under para-
graph (4) for the reference biological product (as defined in
subsection (c)(6)(I)).

(¢c) MANUFACTURER’S AVERAGE SALES PRICE.—

(1) IN GENERAL.—For purposes of this section, subject to
paragraphs (2) and (3), the manufacturer’s “average sales
price” means, of a drug or biological for a National Drug Code
for a calendar quarter for a manufacturer for a unit—

(A) the manufacturer’s sales to all purchasers (excluding
sales exempted in paragraph (2)) in the United States for
such drug or biological in the calendar quarter; divided by

(B) the total number of such units of such drug or bio-
logical sold by the manufacturer in such quarter.

(2) CERTAIN SALES EXEMPTED FROM COMPUTATION.—In calcu-
lating the manufacturer’s average sales price under this sub-
section, the following sales shall be excluded:

(A) SALES EXEMPT FROM BEST PRICE.—Sales exempt from
the inclusion in the determination of “best price’ under sec-
tion 1927(c)(1)X(C)(1).

(B) SALES AT NOMINAL CHARGE.—Such other sales as the
Secretary identifies as sales to an entity that are merely
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nominal in amount (as applied for purposes of section
1927(c)(1)(C)(i)IID), except as the Secretary may otherwise
provide).

(3) SALE PRICE NET OF DISCOUNTS.—In calculating the manu-
facturer’s average sales price under this subsection, such price
shall include volume discounts, prompt pay discounts, cash dis-
counts, free goods that are contingent on any purchase require-
ment, chargebacks, and rebates (other than rebates under sec-
tion 1927). For years after 2004, the Secretary may include in
such price other price concessions, which may be based on rec-
ommendations of the Inspector General, that would result in a
reduction of the cost to the purchaser.

(4) PAYMENT METHODOLOGY IN CASES WHERE AVERAGE SALES
PRICE DURING FIRST QUARTER OF SALES IS UNAVAILABLE.—In
the case of a drug or biological during an initial period (not to
exceed a full calendar quarter) in which data on the prices for
sales for the drug or biological is not sufficiently available from
the manufacturer to compute an average sales price for the
drug or biological, the Secretary may determine the amount
payable under this section for the drug or biological based on—

(A) the wholesale acquisition cost; or

(B) the methodologies in effect under this part on No-
vember 1, 2003, to determine payment amounts for drugs
or biologicals.

(5) FREQUENCY OF DETERMINATIONS.—

(A) IN GENERAL ON A QUARTERLY BASIS.—The manufac-
turer’s average sales price, for a drug or biological of a
manufacturer, shall be calculated by such manufacturer
under this subsection on a quarterly basis. In making such
calculation insofar as there is a lag in the reporting of the
information on rebates and chargebacks under paragraph
(3) so that adequate data are not available on a timely
basis, the manufacturer shall apply a methodology based
on a 12-month rolling average for the manufacturer to esti-
mate costs attributable to rebates and chargebacks. For
years after 2004, the Secretary may establish a uniform
methodology under this subparagraph to estimate and
apply such costs.

(B) UPDATES IN PAYMENT AMOUNTS.—The payment
amounts under subsection (b) shall be updated by the Sec-
retary on a quarterly basis and shall be applied based
upon the manufacturer’s average sales price calculated for
t}éelz most recent calendar quarter for which data is avail-
able.

(C) USE OF CONTRACTORS; IMPLEMENTATION.—The Sec-
retary may contract with appropriate entities to calculate
the payment amount under subsection (b). Notwith-
standing any other provision of law, the Secretary may im-
plement, by program instruction or otherwise, any of the
provisions of this section.

(6) DEFINITIONS AND OTHER RULES.—In this section:

(A) MANUFACTURER.—The term “manufacturer” means,
with respect to a drug or biological, the manufacturer (as
defined in section 1927(k)(5))[.1, except that, for purposes
of subsection (f)(2), the Secretary may, if the Secretary de-
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termines appropriate, exclude repackagers of a drug or bio-
logical from such term.

(B) WHOLESALE ACQUISITION COST.—The term “wholesale
acquisition cost” means, with respect to a drug or biologi-
cal, the manufacturer’s list price for the drug or biological
to wholesalers or direct purchasers in the United States,
not including prompt pay or other discounts, rebates or re-
ductions in price, for the most recent month for which the
information is available, as reported in wholesale price
guides or other publications of drug or biological pricing

ata.

(C) MULTIPLE SOURCE DRUG.—

(i) IN GENERAL.—The term “multiple source drug”
means, for a calendar quarter, a drug for which there
are 2 or more drug products which—

(I) are rated as therapeutically equivalent
(under the Food and Drug Administration’s most
recent publication of “Approved Drug Products
with Therapeutic Equivalence Evaluations™),

(IT) except as provided in subparagraph (E), are
pharmaceutically equivalent and bioequivalent, as
determined under subparagraph (F) and as deter-
mined by the Food and Drug Administration, and

(IIT) are sold or marketed in the United States
during the quarter.

(ii) ExcepTION.—With respect to single source drugs
or biologicals that are within the same billing and
payment code as of October 1, 2003, the Secretary
shall treat such single source drugs or biologicals as if
the single source drugs or biologicals were multiple
source drugs.

(D) SINGLE SOURCE DRUG OR BIOLOGICAL.—The term
“single source drug or biological” means—

(i) a biological; or

(i) a drug which is not a multiple source drug and
which is produced or distributed under a new drug ap-
plication approved by the Food and Drug Administra-
tion, including a drug product marketed by any cross-
licensed producers or distributors operating under the
new drug application.

(E) EXCEPTION FROM PHARMACEUTICAL EQUIVALENCE AND
BIOEQUIVALENCE REQUIREMENT.—Subparagraph (C)(ii)
shall not apply if the Food and Drug Administration
changes by regulation the requirement that, for purposes
of the publication described in subparagraph (C)(1), in
order for drug products to be rated as therapeutically
equivalent, they must be pharmaceutically equivalent and
bioequivalent, as defined in subparagraph (F).

(F) DETERMINATION OF PHARMACEUTICAL EQUIVALENCE
AND BIOEQUIVALENCE.—For purposes of this paragraph—

(i) drug products are pharmaceutically equivalent if
the products contain identical amounts of the same ac-
tive drug ingredient in the same dosage form and
meet compendial or other applicable standards of
strength, quality, purity, and identity; and
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(ii) drugs are bioequivalent if they do not present a
known or potential bioequivalence problem, or, if they
do present such a problem, they are shown to meet an
appropriate standard of bioequivalence.

(G) INCLUSION OF VACCINES.—In applying provisions of
section 1927 under this section, “other than a vaccine” is
deemed deleted from section 1927(k)(2)(B).

(H) BIOSIMILAR BIOLOGICAL PRODUCT.—The term “bio-
similar biological product” means a biological product ap-
proved under an abbreviated application for a license of a
biological product that relies in part on data or informa-
tion in an application for another biological product li-
censed under section 351 of the Public Health Service Act.

(I) REFERENCE BIOLOGICAL PRODUCT.—The term “ref-
erence biological product” means the biological product li-
censed under such section 351 that is referred to in the ap-
plication described in subparagraph (H) of the biosimilar
biological product.

(d) MONITORING OF MARKET PRICES.—

(1) IN GENERAL.—The Inspector General of the Department
of Health and Human Services shall conduct studies, which
may include surveys, to determine the widely available market
prices of drugs and biologicals to which this section applies, as
the Inspector General, in consultation with the Secretary, de-
termines to be appropriate.

(2) COMPARISON OF PRICES.—Based upon such studies and
other data for drugs and biologicals, the Inspector General
shall compare the average sales price under this section for
drugs and biologicals with—

(A) the widely available market price for such drugs and
biologicals (if any); and

(B) the average manufacturer price (as determined
under section 1927(k)(1)) for such drugs and biologicals.

(3) LIMITATION ON AVERAGE SALES PRICE.—

(A) IN GENERAL.—The Secretary may disregard the aver-
age sales price for a drug or biological that exceeds the
widely available market price or the average manufacturer
price for such drug or biological by the applicable thresh-
old percentage (as defined in subparagraph (B)).

(B) APPLICABLE THRESHOLD PERCENTAGE DEFINED.—In
this paragraph, the term “applicable threshold percentage”
means—

(i) in 2005, in the case of an average sales price for
a drug or biological that exceeds widely available mar-
ke‘E1 price or the average manufacturer price, 5 percent;
an

(i) in 2006 and subsequent years, the percentage
applied under this subparagraph subject to such ad-
justment as the Secretary may specify for the widely
available market price or the average manufacturer
price, or both.

(C) AUTHORITY TO ADJUST AVERAGE SALES PRICE.—If the
Inspector General finds that the average sales price for a
drug or biological exceeds such widely available market
price or average manufacturer price for such drug or bio-
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logical by the applicable threshold percentage, the Inspec-
tor General shall inform the Secretary (at such times as
the Secretary may specify to carry out this subparagraph)
and the Secretary shall, effective as of the next quarter,
substitute for the amount of payment otherwise deter-
mined under this section for such drug or biological the
lesser of—
(i) the widely available market price for the drug or
biological (if any); or
(i) 103 percent of the average manufacturer price
(as determined under section 1927(k)(1)) for the drug
or biological.
(4) CIVIL MONEY PENALTY.—

(A) [IN GENERAL] MISREPRESENTATION.—If the Sec-
retary determines that a manufacturer has made a mis-
representation in the reporting of the manufacturer’s aver-
age sales price for a drug or biological, the Secretary may
apply a civil money penalty in an amount of up to $10,000
for each such price misrepresentation and for each day in
which such price misrepresentation was applied.

(B) FAILURE TO PROVIDE TIMELY INFORMATION.—If the
Secretary determines that a manufacturer described in sub-
section (f)(2) has failed to report on information described
in section 1927(b)(3)(A)(iii) with respect to a drug or bio-
logical in accordance with such subsection, the Secretary
shall apply a civil money penalty in an amount of $10,000
for each day the manufacturer has failed to report such in-
formation and such amount shall be paid to the Treasury.

(C) FALSE INFORMATION.—Any manufacturer required to
submit information under subsection (f)(2) that knowingly
provides false information is subject to a civil money pen-
alty in an amount not to exceed $100,000 for each item of
false information. Such civil money penalties are in addi-
tion to other penalties as may be prescribed by law.

[(B)] (D) PROCEDURES.—The provisions of section 1128A
(other than subsections (a) and (b)) shall apply to civil
money penalties under [subparagraph (B)l subparagraph
(A), (B), or (C) in the same manner as they apply to a pen-
alty or proceeding under section 1128A(a).

(5) WIDELY AVAILABLE MARKET PRICE.—

(A) IN GENERAL.—In this subsection, the term “widely
available market price” means the price that a prudent
physician or supplier would pay for the drug or biological.
In determining such price, the Inspector General shall
take into account the discounts, rebates, and other price
concessions routinely made available to such prudent phy-
sicians or suppliers for such drugs or biologicals.

(B) CONSIDERATIONS.—In determining the price under
subparagraph (A), the Inspector General shall consider in-
formation from one or more of the following sources:

(i) Manufacturers.

(i) Wholesalers.

(ii1) Distributors.

(iv) Physician supply houses.
(v) Specialty pharmacies.
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(vi) Group purchasing arrangements.

(vii) Surveys of physicians.

(viii) Surveys of suppliers.

(ix) Information on such market prices from insur-
ers.

(x) Information on such market prices from private
health plans.

(e) AUTHORITY TOo USE ALTERNATIVE PAYMENT IN RESPONSE TO
PuBLic HEALTH EMERGENCY.—In the case of a public health emer-
gency under section 319 of the Public Health Service Act in which
there is a documented inability to access drugs and biologicals, and
a concomitant increase in the price, of a drug or biological which
is not reflected in the manufacturer’s average sales price for one or
more quarters, the Secretary may use the wholesale acquisition
cost (or other reasonable measure of drug or biological price) in-
stead of the manufacturer’s average sales price for such quarters
and for subsequent quarters until the price and availability of the
drug or biological has stabilized and is substantially reflected in
the applicable manufacturer’s average sales price.

(f) QUARTERLY REPORT ON AVERAGE SALES PRICE.—[For require-
ments]

(1) IN GENERAL.—For requirements for reporting the manu-
facturer’s average sales price (and, if required to make pay-
ment, the manufacturer’s wholesale acquisition cost) for the
drug or biological under this section, see section 1927(b)(3).

(2) MANUFACTURERS WITHOUT A REBATE AGREEMENT UNDER
TITLE XIX.—

(A) IN GENERAL.—If the manufacturer of a drug or bio-
logical described in subparagraph (C), (E), or (G) of section
1842(0)(1) or in section 1881(b)(14)(B) that is payable
under this part has not entered into and does not have in
effect a rebate agreement described in subsection (b) of sec-
tion 1927, for calendar quarters beginning on or after Jan-
uary 1, 2020, such manufacturer shall report to the Sec-
retary the information described in subsection (b)(3)(A)(iii)
of such section 1927 with respect to such drug or biological
in a time and manner specified by the Secretary. For pur-
poses of applying this paragraph, a drug or biological de-
scribed in the previous sentence includes items, services,
supplies, and products that are payable under this part as
a drug or biological.

(B) AubpiT.—Information reported under subparagraph
(A) is subject to audit by the Inspector General of the De-
partment of Health and Human Services.

(C) VERIFICATION.—The Secretary may survey whole-
salers and manufacturers that directly distribute drugs de-
scribed in subparagraph (A), when necessary, to verify
manufacturer prices and manufacturer’s average sales
prices (including wholesale acquisition cost) if required to
make payment reported under subparagraph (A). The Sec-
retary may impose a civil monetary penalty in an amount
not to exceed $100,000 on a wholesaler, manufacturer, or
direct seller, if the wholesaler, manufacturer, or direct sell-
er of such a drug refuses a request for information about
charges or prices by the Secretary in connection with a sur-
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vey under this subparagraph or knowingly provides false
information. The provisions of section 1128A (other than
subsections (a) (with respect to amounts of penalties or ad-
ditional assessments) and (b)) shall apply to a civil money
penalty under this subparagraph in the same manner as
such provisions apply to a penalty or proceeding under sec-
tion 1128A(a).

(D) CONFIDENTIALITY.—Notwithstanding any other provi-
sion of law, information disclosed by manufacturers or
wholesalers under this paragraph (other than the wholesale
acquisition cost for purposes of carrying out this section) is
confidential and shall not be disclosed by the Secretary in
a form which discloses the identity of a specific manufac-
turer or wholesaler or prices charged for drugs by such
manufacturer or wholesaler, except—

(i) as the Secretary determines to be necessary to
carry out this section (including the determination and
implementation of the payment amount), or to carry
out section 1847B;

(ii) to permit the Comptroller General of the United
States to review the information provided; and

(iii) to permit the Director of the Congressional
Budget Office to review the information provided.

(g) JupiciaL. REVIEW.—There shall be no administrative or judi-
cial review under section 1869, section 1878, or otherwise, of—

(1) determinations of payment amounts under this section,
including the assignment of National Drug Codes to billing and
payment codes;

(2) the identification of units (and package size) under sub-
section (b)(2);

(38) the method to allocate rebates, chargebacks, and other
price concessions to a quarter if specified by the Secretary;

(4) the manufacturer’s average sales price when it is used for
th(?:1 determination of a payment amount under this section;
an

(5) the disclosure of the average manufacturer price by rea-
son of an adjustment under subsection (d)(3)(C) or (e).

* * *k & * * *k

PART D—VOLUNTARY PRESCRIPTION DRUG BENEFIT PROGRAM

Subpart 1—Part D Eligible Individuals and Prescription Drug
Benefits

* * *k & * * *k

BENEFICIARY PROTECTIONS FOR QUALIFIED PRESCRIPTION DRUG
COVERAGE

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

(A) APPLICATION OF MA INFORMATION.—A PDP sponsor
shall disclose, in a clear, accurate, and standardized form
to each enrollee with a prescription drug plan offered by
the sponsor under this part at the time of enrollment and
at least annually thereafter, the information described in
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section 1852(c)(1) relating to such plan, insofar as the Sec-
retary determines appropriate with respect to benefits pro-
vided under this part, and, subject to subparagraph (C), in-
cluding the information described in subparagraph (B).

(B) DRUG SPECIFIC INFORMATION.—The information de-
scribed in this subparagraph is information concerning the
following:

(i) Access to specific covered part D drugs, including
access through pharmacy networks.

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

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

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

(v) The drug management program for at-risk bene-
ficiaries under subsection (c)(5).

(vi) For plan year 2021 and each subsequent plan
year, subject to subparagraph (C), with respect to the
treatment of pain—

(I) the risks associated with prolonged opioid
use; and
(IT) coverage of nonpharmacological therapies,
devices, and nonopioid medications—
(aa) in the case of an MA-PD plan under
part C, under such plan; and
(bb) in the case of a prescription drug plan,
under such plan and under parts A and B.

(C) TARGETED PROVISION OF INFORMATION.—A PDP spon-
sor of a prescription drug plan may, in lieu of disclosing
the information described in subparagraph (B)(vi) to each
enrollee under the plan, disclose such information through
mail or electronic communications to a subset of enrollees
under the plan, such as enrollees who have been pre-
scribed an opioid in the previous 2-year period.

(2) DISCLOSURE UPON REQUEST OF GENERAL COVERAGE, UTILI-
ZATION, AND GRIEVANCE INFORMATION.—Upon request of a part
D eligible individual who is eligible to enroll in a prescription
drug plan, the PDP sponsor offering such plan shall provide in-
formation similar (as determined by the Secretary) to the infor-
mation described in subparagraphs (A), (B), and (C) of section
1852(c)(2) to such individual.

(3) PROVISION OF SPECIFIC INFORMATION.—

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

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

(4) CLAIMS INFORMATION.—A PDP sponsor offering a pre-
scription drug plan must furnish to each enrollee in a form
easily understandable to such enrollees—

(A) an explanation of benefits (in accordance with section
1806(a) or in a comparable manner); and

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

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

(i1) the annual out-of-pocket threshold for the cur-
rent year.

Notices under subparagraph (B) need not be provided more
often than as specified by the Secretary and notices under
subparagraph (B)(ii) shall take into account the application
of section 1860D-2(b)(4)(C) to the extent practicable, as
specified by the Secretary.

(b) ACcCESS TO COVERED PART D DRUGS.—

(1) ASSURING PHARMACY ACCESS.—

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

(B) DISCOUNTS ALLOWED FOR NETWORK PHARMACIES.—
For covered part D drugs dispensed through in-network
pharmacies, a prescription drug plan may, notwith-
standing subparagraph (A), reduce coinsurance or copay-
ments for part D eligible individuals enrolled in the plan
below the level otherwise required. In no case shall such
a reduction result in an increase in payments made by the
Secretary under section 1860D—-15 to a plan.

(C) CONVENIENT ACCESS FOR NETWORK PHARMACIES.—

(i) IN GENERAL.—The PDP sponsor of the prescrip-
tion drug plan shall secure the participation in its net-
work of a sufficient number of pharmacies that dis-
pense (other than by mail order) drugs directly to pa-
tients to ensure convenient access (consistent with
rules established by the Secretary).

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

(ii1) ADEQUATE EMERGENCY ACCESS.—Such rules
shall include adequate emergency access for enrollees.
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(iv) CONVENIENT ACCESS IN LONG-TERM CARE FACILI-
TIES.—Such rules may include standards with respect
to access for enrollees who are residing in long-term
care facilities and for pharmacies operated by the In-
dian Health Service, Indian tribes and tribal organiza-
tions, and urban Indian organizations (as defined in
section 4 of the Indian Health Care Improvement Act).

(D) LEVEL PLAYING FIELD.—Such a sponsor shall permit
enrollees to receive benefits (which may include a 90-day
supply of drugs or biologicals) through a pharmacy (other
than a mail order pharmacy), with any differential in
charge paid by such enrollees.

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

(2) USE OF STANDARDIZED TECHNOLOGY.—

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

(B) STANDARDS.—

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

(i1)) CONSULTATION.—In developing the standards
under clause (i), the Secretary shall consult with the
National Council for Prescription Drug Programs and
other standard setting organizations determined ap-
propriate by the Secretary.

(i11) IMPLEMENTATION.—The Secretary shall develop,
adopt, or recognize the standards under clause (i) by
such date as the Secretary determines shall be suffi-
cient to ensure that PDP sponsors utilize such stand-
ards beginning January 1, 2006.

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

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

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

(ii) INCLUSION OF INDEPENDENT EXPERTS.—Such
committee shall include at least one practicing physi-
ciialn and at least one practicing pharmacist, each of
whom—
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(I) is independent and free of conflict with re-
spect to the sponsor and plan; and

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

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

(1) base clinical decisions on the strength of scientific
evidence and standards of practice, including assess-
ing peer-reviewed medical literature, such as random-
ized clinical trials, pharmacoeconomic studies, out-
comes research data, and on such other information as
the committee determines to be appropriate; and

(ii) take into account whether including in the for-
mulary (or in a tier in such formulary) particular cov-
ered part D drugs has therapeutic advantages in
terms of safety and efficacy.

(C) INCLUSION OF DRUGS IN ALL THERAPEUTIC CAT-
EGORIES AND CLASSES.—

(i) IN GENERAL.—Subject to subparagraph (G), the
formulary must include drugs within each therapeutic
category and class of covered part D drugs, although
not necessarily all drugs within such categories and
classes.

(iil) MODEL GUIDELINES.—The Secretary shall re-
quest the United States Pharmacopeia to develop, in
consultation with pharmaceutical benefit managers
and other interested parties, a list of categories and
classes that may be used by prescription drug plans
under this paragraph and to revise such classification
from time to time to reflect changes in therapeutic
uses of covered part D drugs and the additions of new
covered part D drugs.

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

(D) PROVIDER AND PATIENT EDUCATION.—The PDP spon-
sor shall establish policies and procedures to educate and
inform health care providers and enrollees concerning the
formulary.

(E) NOTICE BEFORE REMOVING DRUG FROM FORMULARY
OR CHANGING PREFERRED OR TIER STATUS OF DRUG.—Any
removal of a covered part D drug from a formulary and
any change in the preferred or tiered cost-sharing status
of such a drug shall take effect only after appropriate no-
tice is made available (such as under subsection (a)(3)) to
the Secretary, affected enrollees, physicians, pharmacies,
and pharmacists.

(F) PERIODIC EVALUATION OF PROTOCOLS.—In connection
with the formulary, the sponsor of a prescription drug plan
shall provide for the periodic evaluation and analysis of
treatment protocols and procedures.
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(G) REQUIRED INCLUSION OF DRUGS IN CERTAIN CAT-
EGORIES AND CLASSES.—

(1) FORMULARY REQUIREMENTS.—

(I) IN GENERAL.—Subject to subclause (II), a
PDP sponsor offering a prescription drug plan
shall be required to include all covered part D
drugs in the categories and classes identified by
the Secretary under clause (ii)(I).

(IT) EXCEPTIONS.—The Secretary may establish
exceptions that permit a PDP sponsor offering a
prescription drug plan to exclude from its for-
mulary a particular covered part D drug in a cat-
egory or class that is otherwise required to be in-
cluded in the formulary under subclause (I) (or to
otherwise limit access to such a drug, including
through prior authorization or utilization manage-
ment).

(ii) IDENTIFICATION OF DRUGS IN CERTAIN CAT-
EGORIES AND CLASSES.—

(I) IN GENERAL.—Subject to clause (iv), the Sec-
retary shall identify, as appropriate, categories
and classes of drugs for which the Secretary deter-
mines are of clinical concern.

(IT) CrRITERIA.—The Secretary shall use criteria
established by the Secretary in making any deter-
mination under subclause (I).

(iii) IMPLEMENTATION.—The Secretary shall estab-
lish the criteria under clause (ii)(II) and any excep-
tions under clause (i)(II) through the promulgation of
a regulation which includes a public notice and com-
ment period.

(iv) REQUIREMENT FOR CERTAIN CATEGORIES AND
CLASSES UNTIL CRITERIA ESTABLISHED.—Until such
time as the Secretary establishes the criteria under
clause (ii)(II) the following categories and classes of
drugs shall be identified under clause (ii)(I):

(I) Anticonvulsants.

(IT) Antidepressants.

(ITT) Antineoplastics.

(IV) Antipsychotics.

(V) Antiretrovirals.

(VI) Immunosuppressants for the treatment of
transplant rejection.

(H) USE OF SINGLE, UNIFORM EXCEPTIONS AND APPEALS
PROCESS.—Notwithstanding any other provision of this
part, each PDP sponsor of a prescription drug plan shall—

(i) use a single, uniform exceptions and appeals
process (including, to the extent the Secretary deter-
mines feasible, a single, uniform model form for use
under such process) with respect to the determination
of prescription drug coverage for an enrollee under the
plan; and

(ii) provide instant access to such process by enroll-
ees through a toll-free telephone number and an Inter-
net website.
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(¢) CosT AND UTILIZATION MANAGEMENT; QUALITY ASSURANCE;
MEDICATION THERAPY MANAGEMENT PROGRAM.—

(1) IN GENERAL.—The PDP sponsor shall have in place, di-
rectly or through appropriate arrangements, with respect to
covered part D drugs, the following:

(A) A cost-effective drug utilization management pro-
gram, including incentives to reduce costs when medically
appropriate, such as through the use of multiple source
drugs (as defined in section 1927(k)(7)(A)1)).

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

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

(D) A program to control fraud, abuse, and waste.

(E) A utilization management tool to prevent drug abuse
(as described in paragraph (6)(A)).

(F) With respect to plan years beginning on or after Jan-
uary 1, 2022, a drug management program for at-risk
beneficiaries described in paragraph (5).

Nothing in this section shall be construed as impairing a PDP
sponsor from utilizing cost management tools (including dif-
ferential payments) under all methods of operation.

(2) MEDICATION THERAPY MANAGEMENT PROGRAM.—

(A) DESCRIPTION.—

(i) IN GENERAL.—A medication therapy management
program described in this paragraph is a program of
drug therapy management that may be furnished by
a pharmacist and that is designed to assure, with re-
spect to targeted beneficiaries described in clause (ii),
that covered part D drugs under the prescription drug
plan are appropriately used to optimize therapeutic
outcomes through improved medication use, and to re-
duce the risk of adverse events, including adverse
drug interactions. Such a program may distinguish be-
tween services in ambulatory and institutional set-
tings.

(i1) TARGETED BENEFICIARIES DESCRIBED.—Targeted
beneficiaries described in this clause are the following:

(I) Part D eligible individuals who—

(aa) have multiple chronic diseases (such as
diabetes, asthma, hypertension,
hyperlipidemia, and congestive heart failure);

(bb) are taking multiple covered part D
drugs; and

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

(II) Beginning January 1, 2021, at-risk bene-
ficiaries for prescription drug abuse (as defined in
paragraph (5)(C)).

(B) ELEMENTS.—Such program—

(i) may include elements that promote—

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

(I) increased enrollee adherence with prescrip-
tion medication regimens through medication re-
fill reminders, special packaging, and other com-
pliance programs and other appropriate means;
and

(IIT) detection of adverse drug events and pat-
terns of overuse and underuse of prescription
drugs; and

(i) with respect to plan years beginning on or after
January 1, 2021, shall provide for—

(I) the provision of information to the enrollee
on the safe disposal of prescription drugs that are
controlled substances that meets the criteria es-
tablished under section 1852(n)(2), including infor-
mation on drug takeback programs that meet such
requirements determined appropriate by the Sec-
retary and information on in-home disposal; and

(IT) cost-effective means by which an enrollee
may so safely dispose of such drugs.

(C) REQUIRED INTERVENTIONS.—For plan years begin-
ning on or after the date that is 2 years after the date of
the enactment of the Patient Protection and Affordable
Care Act, prescription drug plan sponsors shall offer medi-
cation therapy management services to targeted bene-
ficiaries described in subparagraph (A)(ii) that include, at
a minimum, the following to increase adherence to pre-
scription medications or other goals deemed necessary by
the Secretary:

(i) An annual comprehensive medication review fur-
nished person-to-person or wusing telehealth tech-
nologies (as defined by the Secretary) by a licensed
pharmacist or other qualified provider. The com-
prehensive medication review—

(I) shall include a review of the individual’s
medications and may result in the creation of a
recommended medication action plan or other ac-
tions in consultation with the individual and with
input from the prescriber to the extent necessary
and practicable; and

(IT) shall include providing the individual with a
written or printed summary of the results of the
review.

The Secretary, in consultation with relevant stake-
holders, shall develop a standardized format for the
action plan under subclause (I) and the summary
under subclause (II).

(i1) Follow-up interventions as warranted based on
the findings of the annual medication review or the
targeted medication enrollment and which may be pro-
vided person-to-person or using telehealth technologies
(as defined by the Secretary).
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(D) AssSESSMENT.—The prescription drug plan sponsor
shall have in place a process to assess, at least on a quar-
terly basis, the medication use of individuals who are at
risk but not enrolled in the medication therapy manage-
ment program, including individuals who have experienced
a transition in care, if the prescription drug plan sponsor
has access to that information.

(E) AUTOMATIC ENROLLMENT WITH ABILITY TO OPT-OUT.—
The prescription drug plan sponsor shall have in place a
process to—

(i) subject to clause (ii), automatically enroll tar-
geted beneficiaries described in subparagraph (A)(i),
including beneficiaries identified under subparagraph
(D), in the medication therapy management program
required under this subsection; and

(ii) permit such beneficiaries to opt-out of enrollment
in such program.

(E) DEVELOPMENT OF PROGRAM IN COOPERATION WITH LI-
CENSED PHARMACISTS.—Such program shall be developed
in cooperation with licensed and practicing pharmacists
and physicians.

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

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

(3) REDUCING WASTEFUL DISPENSING OF OUTPATIENT PRE-
SCRIPTION DRUGS IN LONG-TERM CARE FACILITIES.—The Sec-
retary shall require PDP sponsors of prescription drug plans to
utilize specific, uniform dispensing techniques, as determined
by the Secretary, in consultation with relevant stakeholders
(including representatives of nursing facilities, residents of
nursing facilities, pharmacists, the pharmacy industry (includ-
ing retail and long-term care pharmacy), prescription drug
plans, MA-PD plans, and any other stakeholders the Secretary
determines appropriate), such as weekly, daily, or automated
dose dispensing, when dispensing covered part D drugs to en-
rollees who reside in a long-term care facility in order to re-
duce waste associated with 30-day fills.

(4) REQUIRING VALID PRESCRIBER NATIONAL PROVIDER IDENTI-
FIERS ON PHARMACY CLAIMS.—

(A) IN GENERAL.—For plan year 2016 and subsequent
plan years, the Secretary shall require a claim for a cov-
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ered part D drug for a part D eligible individual enrolled
in a prescription drug plan under this part or an MA-PD
plan under part C to include a prescriber National Pro-
vider Identifier that is determined to be valid under the
procedures established under subparagraph (B)@).

(B) PROCEDURES.—

(i) VALIDITY OF PRESCRIBER NATIONAL PROVIDER
IDENTIFIERS.—The Secretary, in consultation with ap-
propriate stakeholders, shall establish procedures for
determining the validity of prescriber National Pro-
vider Identifiers under subparagraph (A).

(ii) INFORMING BENEFICIARIES OF REASON FOR DE-
NIAL.—The Secretary shall establish procedures to en-
sure that, in the case that a claim for a covered part
D drug of an individual described in subparagraph (A)
is denied because the claim does not meet the require-
ments of this paragraph, the individual is properly in-
forrlned at the point of service of the reason for the de-
nial.

(C) REPORT.—Not later than January 1, 2018, the In-
spector General of the Department of Health and Human
Services shall submit to Congress a report on the effective-
ness of the procedures established under subparagraph
(B)@).

(D) NOTIFICATION AND ADDITIONAL REQUIREMENTS WITH
RESPECT TO OUTLIER PRESCRIBERS OF OPIOIDS.—

(i) NoTIFICATION.—Not later than January 1, 2021,
the Secretary shall, in the case of a prescriber identi-
fied by the Secretary under clause (ii) to be an outlier
prescriber of opioids, provide, subject to clause (iv), an
annual notification to such prescriber that such pre-
scriber has been so identified and that includes re-
sources on proper prescribing methods and other infor-
mation as specified in accordance with clause (iii).

(ii) IDENTIFICATION OF OUTLIER PRESCRIBERS OF
OPIOIDS.—

(I) IN GENERAL.—The Secretary shall, subject to
subclause (III), using the valid prescriber National
Provider Identifiers included pursuant to subpara-
graph (A) on claims for covered part D drugs for
part D eligible individuals enrolled in prescription
drug plans under this part or MA-PD plans under
part C and based on the thresholds established
under subclause (II), identify prescribers that are
outlier opioids prescribers for a period of time
specified by the Secretary.

(IT) ESTABLISHMENT OF THRESHOLDS.—For pur-
poses of subclause (I) and subject to subclause
(III), the Secretary shall, after consultation with
stakeholders, establish thresholds, based on pre-
scriber specialty and geographic area, for identi-
fying whether a prescriber in a specialty and geo-
graphic area is an outlier prescriber of opioids as
compared to other prescribers of opioids within
such specialty and area.
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(III) ExcrLusioNs.—The following shall not be
included in the analysis for identifying outlier pre-
scribers of opioids under this clause:

(aa) Claims for covered part D drugs for
part D eligible individuals who are receiving
hospice care under this title.

(bb) Claims for covered part D drugs for
part D eligible individuals who are receiving
oncology services under this title.

(cc) Prescribers who are the subject of an
investigation by the Centers for Medicare &
Medicaid Services or the Inspector General of
the Department of Health and Human Serv-
ices.

(iii) CONTENTS OF NOTIFICATION.—The Secretary
shall include the following information in the notifica-
tions provided under clause (i):

(I) Information on how such prescriber compares
to other prescribers within the same specialty and
geographic area.

(IT) Information on opioid prescribing guidelines,
based on input from stakeholders, that may in-
clude the Centers for Disease Control and Preven-
tion guidelines for prescribing opioids for chronic
pain and guidelines developed by physician orga-
nizations.

(ITT) Other information determined appropriate
by the Secretary.

(iv) MODIFICATIONS AND EXPANSIONS.—

(I) FREQUENCY.—Beginning 5 years after the
date of the enactment of this subparagraph, the
Secretary may change the frequency of the notifi-
cations described in clause (i) based on stake-
holder input and changes in opioid prescribing uti-
lization and trends.

(II) EXPANSION TO OTHER PRESCRIPTIONS.—The
Secretary may expand notifications under this
subparagraph to include identifications and notifi-
cations with respect to concurrent prescriptions of
covered Part D drugs used in combination with
opioids that are considered to have adverse side
effects when so used in such combination, as de-
termined by the Secretary.

(v) ADDITIONAL REQUIREMENTS FOR PERSISTENT
OUTLIER PRESCRIBERS.—In the case of a prescriber who
the Secretary determines is persistently identified
under clause (ii) as an outlier prescriber of opioids, the
following shall apply:

(I) Such prescriber may be required to enroll in
the program under this title under section 1866(j)
if such prescriber is not otherwise required to en-
roll, but only after other appropriate remedies
have been provided, such as the provision of edu-
cation funded through section 6052 of the SUP-
PORT for Patients and Communities Act, for a pe-
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riod determined by the Secretary as sufficient to
correct the prescribing patterns that lead to iden-
tification of such prescriber as a persistent outlier
prescriber of opioids. The Secretary shall deter-
mine the length of the period for which such pre-
scriber is required to maintain such enrollment,
which shall be the minimum period necessary to
correct such prescribing patterns.

(IT) Not less frequently than annually (and in a
form and manner determined appropriate by the
Secretary), the Secretary, consistent with
clause(iv)(I), shall communicate information on
such prescribers to sponsors of a prescription drug
plan and Medicare Advantage organizations offer-
ing an MA-PD plan.

(vi) PUBLIC AVAILABILITY OF INFORMATION.—The
Secretary shall make aggregate information under this
subparagraph available on the internet website of the
Centers for Medicare & Medicaid Services. Such infor-
mation shall be in a form and manner determined ap-
propriate by the Secretary and shall not identify any
specific prescriber. In carrying out this clause, the Sec-
retary shall consult with interested stakeholders.

(vii) OPIOIDS DEFINED.—For purposes of this sub-
paragraph, the term “opioids” has such meaning as
specified by the Secretary.

(viii) OTHER ACTIVITIES.—Nothing in this subpara-
graph shall preclude the Secretary from conducting ac-
tivities that provide prescribers with information as to
how they compare to other prescribers that are in ad-
dition to the activities under this subparagraph, in-
cluding activities that were being conducted as of the
date of the enactment of this subparagraph.

(5) DRUG MANAGEMENT PROGRAM FOR AT-RISK BENE-
FICIARIES.—

(A) AUTHORITY TO ESTABLISH.—A PDP sponsor may (and
for plan years beginning on or after January 1, 2022, a
PDP sponsor shall) establish a drug management program
for at-risk beneficiaries under which, subject to subpara-
graph (B), the PDP sponsor may, in the case of an at-risk
beneficiary for prescription drug abuse who is an enrollee
in a prescription drug plan of such PDP sponsor, limit
such beneficiary’s access to coverage for frequently abused
drugs under such plan to frequently abused drugs that are
prescribed for such beneficiary by one or more prescribers
selected under subparagraph (D), and dispensed for such
beneficiary by one or more pharmacies selected under such
subparagraph.

(B) REQUIREMENT FOR NOTICES.—

(i) IN GENERAL.—A PDP sponsor may not limit the
access of an at-risk beneficiary for prescription drug
abuse to coverage for frequently abused drugs under a
prescription drug plan until such sponsor—
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(I) provides to the beneficiary an initial notice
described in clause (ii) and a second notice de-
scribed in clause (iii); and

(IT) verifies with the providers of the beneficiary
that the beneficiary is an at-risk beneficiary for
prescription drug abuse.

(ii) INITIAL NOTICE.—An initial notice described in
this clause is a notice that provides to the bene-
ficiary—

(I) notice that the PDP sponsor has identified
the beneficiary as potentially being an at-risk ben-
eficiary for prescription drug abuse;

(IT) information describing all State and Federal
public health resources that are designed to ad-
dress prescription drug abuse to which the bene-
ficiary has access, including mental health serv-
ices and other counseling services;

(ITI) notice of, and information about, the right
of the beneficiary to appeal such identification
under subsection (h), including notice that if on
reconsideration a PDP sponsor affirms its denial,
in whole or in part, the case shall be automati-
cally forwarded to the independent, outside entity
contracted with the Secretary for review and reso-
lution;

(IV) a request for the beneficiary to submit to
the PDP sponsor preferences for which prescribers
and pharmacies the beneficiary would prefer the
PDP sponsor to select under subparagraph (D) in
the case that the beneficiary is identified as an at-
risk beneficiary for prescription drug abuse as de-
scribed in clause (iii)(I);

(V) an explanation of the meaning and con-
sequences of the identification of the beneficiary
as potentially being an at-risk beneficiary for pre-
scription drug abuse, including an explanation of
the drug management program established by the
PDP sponsor pursuant to subparagraph (A);

(VI) clear instructions that explain how the ben-
eficiary can contact the PDP sponsor in order to
submit to the PDP sponsor the preferences de-
scribed in subclause (IV) and any other commu-
nications relating to the drug management pro-
gram for at-risk beneficiaries established by the
PDP sponsor; and

(VII) contact information for other organizations
that can provide the beneficiary with assistance
regarding such drug management program (simi-
lar to the information provided by the Secretary in
other standardized notices provided to part D eli-
gible individuals enrolled in prescription drug
plans under this part).

(ii1) SECOND NOTICE.—A second notice described in
this clause is a notice that provides to the beneficiary
notice—
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(I) that the PDP sponsor has identified the ben-
eficiary as an at-risk beneficiary for prescription
drug abuse;

(II) that such beneficiary is subject to the re-
quirements of the drug management program for
at-risk beneficiaries established by such PDP
sponsor for such plan;

(ITI) of the prescriber (or prescribers) and phar-
macy (or pharmacies) selected for such individual
under subparagraph (D);

(IV) of, and information about, the beneficiary’s
right to appeal such identification under sub-
section (h), including notice that if on reconsider-
ation a PDP sponsor affirms its denial, in whole
or in part, the case shall be automatically for-
warded to the independent, outside entity con-
tracted with the Secretary for review and resolu-
tion,;

(V) that the beneficiary can, in the case that the
beneficiary has not previously submitted to the
PDP sponsor preferences for which prescribers
and pharmacies the beneficiary would prefer the
PDP sponsor select under subparagraph (D), sub-
mit such preferences to the PDP sponsor; and

(VI) that includes clear instructions that explain
how the beneficiary can contact the PDP sponsor.

(iv) TIMING OF NOTICES.—

(I) IN GENERAL.—Subject to subclause (II), a sec-
ond notice described in clause (iii) shall be pro-
vided to the beneficiary on a date that is not less
than 30 days after an initial notice described in
clause (ii) is provided to the beneficiary.

(IT) EXCEPTION.—In the case that the PDP spon-
sor, in conjunction with the Secretary, determines
that concerns identified through rulemaking by
the Secretary regarding the health or safety of the
beneficiary or regarding significant drug diversion
activities require the PDP sponsor to provide a
second notice described in clause (iii) to the bene-
ficiary on a date that is earlier than the date de-
scribed in subclause (I), the PDP sponsor may pro-
vide such second notice on such earlier date.

(C) AT-RISK BENEFICIARY FOR PRESCRIPTION DRUG
ABUSE.—

(i) IN GENERAL.—Except as provided in clause (v),
for purposes of this paragraph, the term “at-risk bene-
ficiary for prescription drug abuse” means a part D eli-
gible individual who is not an exempted individual de-
scribed in clause (ii) and—

(I) who is identified as such an at-risk bene-
ficiary through the use of clinical guidelines that
indicate misuse or abuse of prescription drugs de-
scribed in subparagraph (G) and that are devel-
oped by the Secretary in consultation with PDP
sponsors and other stakeholders, including indi-
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viduals entitled to benefits under part A or en-
rolled under part B, advocacy groups representing
such individuals, physicians, pharmacists, and
other clinicians, retail pharmacies, plan sponsors,
entities delegated by plan sponsors, and bio-
pharmaceutical manufacturers; or

(II) with respect to whom the PDP sponsor of a
prescription drug plan, upon enrolling such indi-
vidual in such plan, received notice from the Sec-
retary that such individual was identified under
this paragraph to be an at-risk beneficiary for pre-
scription drug abuse under the prescription drug
plan in which such individual was most recently
previously enrolled and such identification has not
been terminated under subparagraph (F).

(il) EXEMPTED INDIVIDUAL DESCRIBED.—An exempted
individual described in this clause is an individual
who—

(I) receives hospice care under this title;

(IT) is a resident of a long-term care facility, of
a facility described in section 1905(d), or of an-
other facility for which frequently abused drugs
are dispensed for residents through a contract
with a single pharmacy; or

(IIT) the Secretary elects to treat as an exempt-
ed individual for purposes of clause (i).

(iii) PROGRAM SIZE.—The Secretary shall establish
policies, including the guidelines developed under
clause (i)(I) and the exemptions under clause (ii)(III),
to ensure that the population of enrollees in a drug
management program for at-risk beneficiaries oper-
ated by a prescription drug plan can be effectively
managed by such plans.

(iv) CLINICAL CONTACT.—With respect to each at-
risk beneficiary for prescription drug abuse enrolled in
a prescription drug plan offered by a PDP sponsor, the
PDP sponsor shall contact the beneficiary’s providers
who have prescribed frequently abused drugs regard-
ing whether prescribed medications are appropriate
for such beneficiary’s medical conditions.

(v) TREATMENT OF ENROLLEES WITH A HISTORY OF
OPIOID-RELATED OVERDOSE.—

(I) IN GENERAL.—For plan years beginning not
later than January 1, 2021, a part D eligible indi-
vidual who is not an exempted individual de-
scribed in clause (ii) and who is identified under
this clause as a part D eligible individual with a
history of opioid-related overdose (as defined by
the Secretary) shall be included as a potentially
at-risk beneficiary for prescription drug abuse
under the drug management program under this
paragraph.

(IT) IDENTIFICATION AND NOTICE.—For purposes
of this clause, the Secretary shall—
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(aa) identify part D eligible individuals with
a history of opioid-related overdose (as so de-
fined); and
(bb) notify the PDP sponsor of the prescrip-
tion drug plan in which such an individual is
enrolled of such identification.
(D) SELECTION OF PRESCRIBERS AND PHARMACIES.—

(i) IN GENERAL.—With respect to each at-risk bene-
ficiary for prescription drug abuse enrolled in a pre-
scription drug plan offered by such sponsor, a PDP
sponsor shall, based on the preferences submitted to
the PDP sponsor by the beneficiary pursuant to
clauses (ii)(IV) and (iii)(V) of subparagraph (B) (except
as otherwise provided in this subparagraph) select—

(I) one, or, if the PDP sponsor reasonably deter-
mines it necessary to provide the beneficiary with
reasonable access under clause (ii), more than one,
individual who is authorized to prescribe fre-
quently abused drugs (referred to in this para-
graph as a “prescriber”) who may write prescrip-
tions for such drugs for such beneficiary; and

(IT) one, or, if the PDP sponsor reasonably de-
termines it necessary to provide the beneficiary
with reasonable access under clause (ii), more
than one, pharmacy that may dispense such drugs
to such beneficiary.

For purposes of subclause (II), in the case of a phar-
macy that has multiple locations that share real-time
electronic data, all such locations of the pharmacy
shall collectively be treated as one pharmacy.

(ii) REASONABLE ACCESS.—In making the selections
under this subparagraph—

(I) a PDP sponsor shall ensure that the bene-
ficiary continues to have reasonable access to fre-
quently abused drugs (as defined in subparagraph
(Q)), taking into account geographic location, ben-
eficiary preference, impact on costsharing, and
reasonable travel time; and

(IT) a PDP sponsor shall ensure such access (in-
cluding access to prescribers and pharmacies with
respect to frequently abused drugs) in the case of
individuals with multiple residences, in the case
of natural disasters and similar situations, and in
the case of the provision of emergency services.

(iii)) BENEFICIARY PREFERENCES.—If an at-risk bene-
ficiary for prescription drug abuse submits preferences
for which in-network prescribers and pharmacies the
beneficiary would prefer the PDP sponsor select in re-
sponse to a notice under subparagraph (B), the PDP
sponsor shall—

(I) review such preferences;

(IT) select or change the selection of prescribers
and pharmacies for the beneficiary based on such
preferences; and
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(III) inform the beneficiary of such selection or
change of selection.

(iv) EXCEPTION REGARDING BENEFICIARY PREF-
ERENCES.—In the case that the PDP sponsor deter-
mines that a change to the selection of prescriber or
pharmacy under clause (iii)(II) by the PDP sponsor is
contributing or would contribute to prescription drug
abuse or drug diversion by the beneficiary, the PDP
sponsor may change the selection of prescriber or
pharmacy for the beneficiary without regard to the
preferences of the beneficiary described in clause (iii).
If the PDP sponsor changes the selection pursuant to
the preceding sentence, the PDP sponsor shall provide
the beneficiary with—

(I) at least 30 days written notice of the change
of selection; and

(IT) a rationale for the change.

(v) CONFIRMATION.—Before selecting a prescriber or
pharmacy under this subparagraph, a PDP sponsor
must notify the prescriber and pharmacy that the ben-
eficiary involved has been identified for inclusion in
the drug management program for at-risk bene-
ficiaries and that the prescriber and pharmacy has
been selected as the beneficiary’s designated pre-
scriber and pharmacy.

(E) TERMINATIONS AND APPEALS.—The identification of
an individual as an at-risk beneficiary for prescription
drug abuse under this paragraph, a coverage determina-
tion made under a drug management program for at-risk
beneficiaries, the selection of prescriber or pharmacy under
subparagraph (D), and information to be shared under
subparagraph (I), with respect to such individual, shall be
subject to reconsideration and appeal under subsection (h)
and if on reconsideration a PDP sponsor affirms its denial,
in whole or in part, the case shall be automatically for-
warded to the independent, outside entity contracted with
the Secretary for review and resolution.

(F) TERMINATION OF IDENTIFICATION.—

(i) IN GENERAL.—The Secretary shall develop stand-
ards for the termination of identification of an indi-
vidual as an at-risk beneficiary for prescription drug
abuse under this paragraph. Under such standards
s?ch identification shall terminate as of the earlier
O —

(I) the date the individual demonstrates that
the individual is no longer likely, in the absence
of the restrictions under this paragraph, to be an
at-risk beneficiary for prescription drug abuse de-
scribed in subparagraph (C)(i); and

(IT) the end of such maximum period of identi-
fication as the Secretary may specify.

(ii)) RULE OF CONSTRUCTION.—Nothing in clause (i)
shall be construed as preventing a plan from identi-
fying an individual as an at-risk beneficiary for pre-
scription drug abuse under subparagraph (C)(i) after
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such termination on the basis of additional informa-
tion on drug use occurring after the date of notice of
such termination.

(G) FREQUENTLY ABUSED DRUG.—For purposes of this
subsection, the term “frequently abused drug” means a
drug that is a controlled substance that the Secretary de-
termines to be frequently abused or diverted.

(H) DATA DISCLOSURE.—

(i) DATA ON DECISION TO IMPOSE LIMITATION.—In the
case of an at-risk beneficiary for prescription drug
abuse (or an individual who is a potentially at-risk
beneficiary for prescription drug abuse) whose access
to coverage for frequently abused drugs under a pre-
scription drug plan has been limited by a PDP sponsor
under this paragraph, the Secretary shall establish
rules and procedures to require the PDP sponsor to
disclose data, including any necessary individually
identifiable health information, in a form and manner
specified by the Secretary, about the decision to im-
pose such limitations and the limitations imposed by
the sponsor under this part.

(i) DATA TO REDUCE FRAUD, ABUSE, AND WASTE.—
The Secretary shall establish rules and procedures to
require PDP sponsors operating a drug management
program for at-risk beneficiaries under this paragraph
to provide the Secretary with such data as the Sec-
retary determines appropriate for purposes of identi-
fying patterns of prescription drug utilization for plan
enrollees that are outside normal patterns and that
may indicate fraudulent, medically unnecessary, or
unsafe use.

(I) SHARING OF INFORMATION FOR SUBSEQUENT PLAN EN-
ROLLMENTS.—The Secretary shall establish procedures
under which PDP sponsors who offer prescription drug
plans shall share information with respect to individuals
who are at-risk beneficiaries for prescription drug abuse
(or individuals who are potentially at-risk beneficiaries for
prescription drug abuse) and enrolled in a prescription
drug plan and who subsequently disenroll from such plan
and enroll in another prescription drug plan offered by an-
other PDP sponsor.

(J) PRIVACY ISSUES.—Prior to the implementation of the
rules and procedures under this paragraph, the Secretary
shall clarify privacy requirements, including requirements
under the regulations promulgated pursuant to section
264(c) of the Health Insurance Portability and Account-
ability Act of 1996 (42 U.S.C. 1320d-2 note), related to the
sharing of data under subparagraphs (H) and (I) by PDP
sponsors. Such clarification shall provide that the sharing
of such data shall be considered to be protected health in-
formation in accordance with the requirements of the regu-
lations promulgated pursuant to such section 264(c).

(K) EpucATIiON.—The Secretary shall provide education
to enrollees in prescription drug plans of PDP sponsors
and providers regarding the drug management program
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for at-risk beneficiaries described in this paragraph, in-
cluding education—

(i) provided by Medicare administrative contractors
through the improper payment outreach and education
program described in section 1874A(h); and

(i1) through current education efforts (such as State
health insurance assistance programs described in
subsection (a)(1)(A) of section 119 of the Medicare Im-
provements for Patients and Providers Act of 2008 (42
U.S.C. 1395b—3 note)) and materials directed toward
such enrollees.

(L) APPLICATION UNDER MA-PD PLANS.—Pursuant to sec-
tion 1860D—21(c)(1), the provisions of this paragraph apply
under part D to MA organizations offering MA-PD plans
to MA eligible individuals in the same manner as such
provisions apply under this part to a PDP sponsor offering
a prescription drug plan to a part D eligible individual.

(M) CMS COMPLIANCE REVIEW.—The Secretary shall en-
sure that existing plan sponsor compliance reviews and
audit processes include the drug management programs
for at-risk beneficiaries under this paragraph, including
appeals processes under such programs.

(6) UTILIZATION MANAGEMENT TOOL TO PREVENT DRUG
ABUSE.—

(A) IN GENERAL.—A tool described in this paragraph is
any of the following:

(i) A utilization tool designed to prevent the abuse
of frequently abused drugs by individuals and to pre-
vent the diversion of such drugs at pharmacies.

(i1) Retrospective utilization review to identify—

(I) individuals that receive frequently abused
drugs at a frequency or in amounts that are not
clinically appropriate; and

(IT) providers of services or suppliers that may
facilitate the abuse or diversion of frequently
abused drugs by beneficiaries.

(iii)) Consultation with the contractor described in
subparagraph (B) to verify if an individual enrolling in
a prescription drug plan offered by a PDP sponsor has
been previously identified by another PDP sponsor as
an individual described in clause (ii)(I).

(B) REPORTING.—A PDP sponsor offering a prescription
drug plan (and an MA organization offering an MA-PD
plan) in a State shall submit to the Secretary and the
Medicare drug integrity contractor with which the Sec-
retary has entered into a contract under section 1893 with
respect to such State a report, on a monthly basis, con-
taining information on—

(i) any provider of services or supplier described in
subparagraph (A)(ii)(II) that is identified by such plan
sponsor (or organization) during the 30-day period be-
fore such report is submitted; and

(ii) the name and prescription records of individuals
described in paragraph (5)(C).
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(C) CMS cOMPLIANCE REVIEW.—The Secretary shall en-
sure that plan sponsor compliance reviews and program
audits biennially include a certification that utilization
management tools under this paragraph are in compliance
with the requirements for such tools.

(6) PROVIDING PRESCRIPTION DRUG PLANS WITH PARTS A AND
B CLAIMS DATA TO PROMOTE THE APPROPRIATE USE OF MEDICA-
TIONS AND IMPROVE HEALTH OUTCOMES.—

(A) PROCESS.—Subject to subparagraph (B), the Sec-
retary shall establish a process under which a PDP spon-
sor of a prescription drug plan may submit a request for
the Secretary to provide the sponsor, on a periodic basis
and in an electronic format, beginning in plan year 2020,
data described in subparagraph (D) with respect to enroll-
ees in such plan. Such data shall be provided without re-
gard to whether such enrollees are described in clause (ii)
of paragraph (2)(A).

(B) PURPOSES.—A PDP sponsor may use the data pro-
vided to the sponsor pursuant to subparagraph (A) for any
of the following purposes:

(i) To optimize therapeutic outcomes through im-
proved medication use, as such phrase is used in
clause (i) of paragraph (2)(A).

(i1) To improving care coordination so as to prevent
adverse health outcomes, such as preventable emer-
gency department visits and hospital readmissions.

(ii1) For any other purpose determined appropriate
by the Secretary.

(C) LIMITATIONS ON DATA USE.—A PDP sponsor shall not
use data provided to the sponsor pursuant to subpara-
graph (A) for any of the following purposes:

(i) To inform coverage determinations under this
part.

(i1)) To conduct retroactive reviews of medically ac-
cepted indications determinations.

(iii) To facilitate enrollment changes to a different
prescription drug plan or an MA-PD plan offered by
the same parent organization.

(iv) To inform marketing of benefits.

(v) For any other purpose that the Secretary deter-
mines is necessary to include in order to protect the
identity of individuals entitled to, or enrolled for, bene-
fits under this title and to protect the security of per-
sonal health information.

(D) DATA DESCRIBED.—The data described in this clause
are standardized extracts (as determined by the Secretary)
of claims data under parts A and B for items and services
furnished under such parts for time periods specified by
the Secretary. Such data shall include data as current as
practicable.

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

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

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

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

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

(ii) Information on the availability of lower cost,
therapeutically appropriate alternatives (if any) for
the drug prescribed.

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

(C) LiMrtATIONS.—Information shall only be disclosed
under subparagraph (A) or (B) if the disclosure of such in-
formation is permitted under the Federal regulations (con-
cerning the privacy of individually identifiable health in-
formation) promulgated under section 264(c) of the Health
Insurance Portability and Accountability Act of 1996.

(D) TIMING.—[To the extent] Except as provided in sub-
paragraph (F), to the extent feasible, the information ex-
changed under this paragraph shall be on an interactive,
real-time basis.

(E) ELECTRONIC PRIOR AUTHORIZATION.—
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(i) IN GENERAL.—Not later than January 1, 2021,
the program shall provide for the secure electronic
transmission of—

(I) a prior authorization request from the pre-
scribing health care professional for coverage of a
covered part D drug for a part D eligible indi-
vidual enrolled in a part D plan (as defined in sec-
tion 1860D—-23(a)(5)) to the PDP sponsor or Medi-
care Advantage organization offering such plan;
and

(IT) a response, in accordance with this subpara-
graph, from such PDP sponsor or Medicare Ad-
vantage organization, respectively, to such profes-
sional.

(ii)) ELECTRONIC TRANSMISSION.—

(I) ExcLusiONS.—For purposes of this subpara-
graph, a facsimile, a proprietary payer portal that
does not meet standards specified by the Sec-
retary, or an electronic form shall not be treated
as an electronic transmission described in clause
@).

(IT) STANDARDS.—In order to be treated, for pur-
poses of this subparagraph, as an electronic trans-
mission described in clause (i), such transmission
shall comply with technical standards adopted by
the Secretary in consultation with the National
Council for Prescription Drug Programs, other
standard setting organizations determined appro-
priate by the Secretary, and stakeholders includ-
ing PDP sponsors, Medicare Advantage organiza-
tions, health care professionals, and health infor-
mation technology software vendors.

(ITIT) APPLICATION.—Notwithstanding any other
provision of law, for purposes of this subpara-
graph, the Secretary may require the use of such
standards adopted under subclause (II) in lieu of
any other applicable standards for an electronic
transmission described in clause (i) for a covered
part D drug for a part D eligible individual.

(F) REAL-TIME BENEFIT INFORMATION.—

(i) IN GENERAL.—Not later than January 1, 2021, the
program shall implement real-time benefit tools that
are capable of integrating with a prescribing health
care professional’s electronic prescribing or electronic
health record system for the transmission of formulary
and benefit information in real time to prescribing
health care professionals. With respect to a covered
part D drug, such tools shall be capable of transmit-
ting such information specific to an individual enrolled
in a prescription drug plan. Such information shall in-
clude the following:

() A list of any clinically-appropriate alter-
natives to such drug included in the formulary of
such plan.
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(I1) Cost-sharing information for such drug and
such alternatives, including a description of any
variance in cost sharing based on the pharmacy
dispensing such drug or such alternatives.

(I1I) Information relating to whether such drug
is included in the formulary of such plan and any
prior authorization or other utilization manage-
ment requirements applicable to such drug and
such alternatives so included.

(it) ELECTRONIC TRANSMISSION.—The provisions of
subclauses (I) and (II) of clause (ii) of subparagraph
(E) shall apply to an electronic transmission described
in clause (i) in the same manner as such provisions
apply with respect to an electronic transmission de-
scribed in clause (i) of such subparagraph.

(iii) SPECIAL RULE FOR 2021.—The program shall be
deemed to be in compliance with clause (i) for 2021 if
the program complies with the provisions of section
423.160(b)(7) of title 42, Code of Federal Regulations
(or a successor regulation), for such year.

(iv) RULE OF CONSTRUCTION.—Nothing in this sub-
paragraph shall be construed as to allow a real time
benefits tool to steer an individual, without the consent
of the individual, to a particular pharmacy or phar-
macy setting over their preferred pharmacy setting nor
prohibit the designation of a preferred pharmacy under
such tool.

(3) STANDARDS.—

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

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

(i) patient safety;

(i1) the quality of care provided to patients; and

(ii1) efficiencies, including cost savings, in the deliv-
ery of care.

(C) DESIGN CRITERIA.—Such standards shall—

(i) be designed so that, to the extent practicable, the
standards do not impose an undue administrative bur-
den on prescribing health care professionals and dis-
pensing pharmacies and pharmacists;

(i) be compatible with standards established under
part C of title XI, standards established under sub-
section (b)(2)(B)(i), and with general health informa-
tion technology standards; and

(iii) be designed so that they permit electronic ex-
change of drug labeling and drug listing information
maintained by the Food and Drug Administration and
the National Library of Medicine.

(D) PERMITTING USE OF APPROPRIATE MESSAGING.—Such
standards shall allow for the messaging of information
only if it relates to the appropriate prescribing of drugs, in-
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cluding quality assurance measures and systems referred
to in subsection (¢)(1)(B).

(E) PERMITTING PATIENT DESIGNATION OF DISPENSING
PHARMACY.—

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

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

(I) the access required to be provided to phar-
macies by a prescription drug plan; or
(II) the application of any differences in benefits
or payments under such a plan based on the phar-
macy dispensing a covered part D drug.
(4) DEVELOPMENT, PROMULGATION, AND MODIFICATION OF
STANDARDS.—

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

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

(i) Standard setting organizations (as defined in sec-
tion 1171(8))

(i1) Practicing physicians.

(ii1) Hospitals.

(iv) Pharmacies.

(v) Practicing pharmacists.

(vi) Pharmacy benefit managers.

(vii) State boards of pharmacy.

(viii) State boards of medicine.

(ix) Experts on electronic prescribing.

(x) Other appropriate Federal agencies.

(C) PILOT PROJECT TO TEST INITIAL STANDARDS.—

(i) IN GENERAL.—During the 1-year period that be-
gins on January 1, 2006, the Secretary shall conduct
a pilot project to test the initial standards developed
under subparagraph (A) prior to the promulgation of
the final uniform standards under subparagraph (D)
in order to provide for the efficient implementation of
the requirements described in paragraph (2).

(i1) EXCEPTION.—Pilot testing of standards is not re-
quired under clause (i) where there already is ade-
quate industry experience with such standards, as de-
termined by the Secretary after consultation with ef-
fected standard setting organizations and industry
users.
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(iii) VOLUNTARY PARTICIPATION OF PHYSICIANS AND
PHARMACIES.—In order to conduct the pilot project
under clause (i), the Secretary shall enter into agree-
ments with physicians, physician groups, pharmacies,
hospitals, PDP sponsors, MA organizations, and other
appropriate entities under which health care profes-
sionals electronically transmit prescriptions to dis-
pensing pharmacies and pharmacists in accordance
with such standards.

(iv) EVALUATION AND REPORT.—

(I) EvALUATION.—The Secretary shall conduct
an evaluation of the pilot project conducted under
clause (i).

(IT) REPORT TO CONGRESS.—Not later than April
1, 2007, the Secretary shall submit to Congress a
report on the evaluation conducted under sub-
clause (I).

(D) FINAL STANDARDS.—Based upon the evaluation of the
pilot project under subparagraph (C)(iv)(I) and not later
than April 1, 2008, the Secretary shall promulgate uniform
standards relating to the requirements described in para-
graph (2).

(5) RELATION TO STATE LAWS.—The standards promulgated
under this subsection shall supersede any State law or regula-
tion that—

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

(B) pertains to the electronic transmission of medication
history and of information on eligibility, benefits, and pre-
scriptions with respect to covered part D drugs under this
part.

(6) ESTABLISHMENT OF SAFE HARBOR.—The Secretary, in con-
sultation with the Attorney General, shall promulgate regula-
tions that provide for a safe harbor from sanctions under para-
graphs (1) and (2) of section 1128B(b) and an exception to the
prohibition under subsection (a)(1) of section 1877 with respect
to the provision of nonmonetary remuneration (in the form of
hardware, software, or information technology and training
services) necessary and used solely to receive and transmit
electronic prescription information in accordance with the
standards promulgated under this subsection—

(A) in the case of a hospital, by the hospital to members
of its medical staff;

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

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

(7) REQUIREMENT OF E-PRESCRIBING FOR CONTROLLED SUB-
STANCES.—

(A) IN GENERAL.—Subject to subparagraph (B), a pre-
scription for a covered part D drug under a prescription
drug plan (or under an MA—PD plan) for a schedule II, III,
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IV, or V controlled substance shall be transmitted by a
health care practitioner electronically in accordance with
an electronic prescription drug program that meets the re-
quirements of paragraph (2).

(B) EXCEPTION FOR CERTAIN CIRCUMSTANCES.—The Sec-
retary shall, through rulemaking, specify circumstances
and processes by which the Secretary may waive the re-
quirement under subparagraph (A), with respect to a cov-
ered part D drug, including in the case of—

(i) a prescription issued when the practitioner and
dispensing pharmacy are the same entity;

(11) a prescription issued that cannot be transmitted
electronically under the most recently implemented
version of the National Council for Prescription Drug
Programs SCRIPT Standard;

(ii1) a prescription issued by a practitioner who re-
ceived a waiver or a renewal thereof for a period of
time as determined by the Secretary, not to exceed one
year, from the requirement to use electronic pre-
scribing due to demonstrated economic hardship, tech-
nological limitations that are not reasonably within
the control of the practitioner, or other exceptional cir-
cumstance demonstrated by the practitioner;

(iv) a prescription issued by a practitioner under cir-
cumstances in which, notwithstanding the practi-
tioner’s ability to submit a prescription electronically
as required by this subsection, such practitioner rea-
sonably determines that it would be impractical for
the individual involved to obtain substances prescribed
by electronic prescription in a timely manner, and
such delay would adversely impact the individual’s
medical condition involved;

(v) a prescription issued by a practitioner pre-
scribing a drug under a research protocol;

(vi) a prescription issued by a practitioner for a drug
for which the Food and Drug Administration requires
a prescription to contain elements that are not able to
be included in electronic prescribing, such as a drug
with risk evaluation and mitigation strategies that in-
clude elements to assure safe use;

(vii) a prescription issued by a practitioner—

(I) for an individual who receives hospice care
under this title; and

(IT) that is not covered under the hospice benefit
under this title; and

(viii) a prescription issued by a practitioner for an
individual who is—

(I) a resident of a nursing facility (as defined in
section 1919(a)); and

(IT) dually eligible for benefits under this title
and title XIX.

(C) D1sPENSING.—(i) Nothing in this paragraph shall be
construed as requiring a sponsor of a prescription drug
plan under this part, MA organization offering an MA-PD
plan under part C, or a pharmacist to verify that a practi-
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tioner, with respect to a prescription for a covered part D
drug, has a waiver (or is otherwise exempt) under sub-
paragraph (B) from the requirement under subparagraph

(i1) Nothing in this paragraph shall be construed as af-
fecting the ability of the plan to cover or the pharmacists’
ability to continue to dispense covered part D drugs from
otherwise valid written, oral, or fax prescriptions that are
consistent with laws and regulations.

(ii1)) Nothing in this paragraph shall be construed as af-
fecting the ability of an individual who is being prescribed
a covered part D drug to designate a particular pharmacy
to dispense the covered part D drug to the extent con-
sistent with the requirements under subsection (b)(1) and
under this paragraph.

(D) ENFORCEMENT.—The Secretary shall, through rule-
making, have authority to enforce and specify appropriate
penalties for non-compliance with the requirement under
subparagraph (A).

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

(g) COVERAGE DETERMINATIONS AND RECONSIDERATIONS.—

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

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

(h) APPEALS.—

(1) IN GENERAL.—Subject to paragraph (2), a PDP sponsor
shall meet the requirements of paragraphs (4) and (5) of sec-
tion 1852(g) with respect to benefits (including a determination
related to the application of tiered cost-sharing described in
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subsection (g)(2)) in a manner similar (as determined by the
Secretary) to the manner such requirements apply to an MA
organization with respect to benefits under the original medi-
care fee-for-service program option it offers under an MA plan
under part C. In applying this paragraph only the part D eligi-
ble individual shall be entitled to bring such an appeal.

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

(3) TREATMENT OF NONFORMULARY DETERMINATIONS.—If a
PDP sponsor determines that a plan provides coverage for a
covered part D drug that is not on the formulary of the plan,
the drug shall be treated as being included on the formulary
for purposes of section 1860D—2(b)(4)(C)(1).

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

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

(1) Subsection (b) of this section (relating to access to covered
part D drugs).

(2) Subsection (c¢) of this section (including quality assurance
and medication therapy management).

(8) Subsection (i) of this section (relating to confidentiality
and accuracy of enrollee records).

(k) PuBLIC DISCLOSURE OF PHARMACEUTICAL PRICES FOR EQUIVA-
LENT DRUGS.—

(1) IN GENERAL.—A PDP sponsor offering a prescription drug
plan shall provide that each pharmacy that dispenses a cov-
ered part D drug shall inform an enrollee of any differential
between the price of the drug to the enrollee and the price of
the lowest priced generic covered part D drug under the plan
that is therapeutically equivalent and bioequivalent and avail-
able at such pharmacy.

(2) TIMING OF NOTICE.—

(A) IN GENERAL.—Subject to subparagraph (B), the infor-
mation under paragraph (1) shall be provided at the time
of purchase of the drug involved, or, in the case of dis-
pensing by mail order, at the time of delivery of such drug.

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

(1) REQUIREMENTS WITH RESPECT TO SALES AND MARKETING AcC-
TIVITIES.—The following provisions shall apply to a PDP sponsor
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(and the agents, brokers, and other third parties representing such
sponsor) in the same manner as such provisions apply to a Medi-
care Advantage organization (and the agents, brokers, and other
third parties representing such organization):

(1) The prohibition under section 1851(h)(4)(C) on conducting
activities described in section 1851(j)(1).

(2) The requirement under section 1851(h)(4)(D) to conduct
activities described in section 1851(j)(2) in accordance with the
limitations established under such subsection.

(3) The inclusion of the plan type in the plan name under
section 1851(h)(6).

(4) The requirements regarding the appointment of agents
and brokers and compliance with State information requests
under subparagraphs (A) and (B), respectively, of section
1851(h)(7).

(m) PROHIBITION ON LIMITING CERTAIN INFORMATION ON DRUG
PriCES.—A PDP sponsor and a Medicare Advantage organization
shall ensure that each prescription drug plan or MA-PD plan of-
fered by the sponsor or organization does not restrict a pharmacy
that dispenses a prescription drug or biological from informing, nor
penalize such pharmacy for informing, an enrollee in such plan of
any differential between the negotiated price of, or copayment or
coinsurance for, the drug or biological to the enrollee under the
plan and a lower price the individual would pay for the drug or bio-
logical if the enrollee obtained the drug without using any health
insurance coverage.

(m) PROGRAM INTEGRITY TRANSPARENCY MEASURES.—For pro-
gram integrity transparency measures applied with respect to pre-
scription drug plan and MA plans, see section 1859(i).

* * *k & * * *k

TITLE XIX—GRANTS TO STATES FOR MEDICAL ASSISTANCE
PROGRAMS

* * *k & * * *k

PAYMENT FOR COVERED OUTPATIENT DRUGS

SEC. 1927. (a) REQUIREMENT FOR REBATE AGREEMENT.—

(1) IN GENERAL.—In order for payment to be available under
section 1903(a) or under part B of title XVIII for covered out-
patient drugs of a manufacturer, the manufacturer must have
entered into and have in effect a rebate agreement described
in subsection (b) with the Secretary, on behalf of States (except
that, the Secretary may authorize a State to enter directly into
agreements with a manufacturer), and must meet the require-
ments of paragraph (5) (with respect to drugs purchased by a
covered entity on or after the first day of the first month that
begins after the date of the enactment of title VI of the Vet-
erans Health Care Act of 1992) and paragraph (6). Any agree-
ment between a State and a manufacturer prior to April 1,
1991, shall be deemed to have been entered into on January
1, 1991, and payment to such manufacturer shall be retro-
actively calculated as if the agreement between the manufac-
turer and the State had been entered into on January 1, 1991.
If a manufacturer has not entered into such an agreement be-
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fore March 1, 1991, such an agreement, subsequently entered
into, shall become effective as of the date on which the agree-
ment is entered into or, at State option, on any date thereafter
on or before the first day of the calendar quarter that begins
more than 60 days after the date the agreement is entered
into.

(2) EFFECTIVE DATE.—Paragraph (1) shall first apply to
drugs dispensed under this title on or after January 1, 1991.

(3) AUTHORIZING PAYMENT FOR DRUGS NOT COVERED UNDER
REBATE AGREEMENTS.—Paragraph (1), and section
1903(i1)(10)(A), shall not apply to the dispensing of a single
source drug or innovator multiple source drug if (A)(i) the
State has made a determination that the availability of the
drug is essential to the health of beneficiaries under the State
plan for medical assistance; (ii) such drug has been given a rat-
ing of 1-A by the Food and Drug Administration; and (iii)(I) the
physician has obtained approval for use of the drug in advance
of its dispensing in accordance with a prior authorization pro-
gram described in subsection (d), or (II) the Secretary has re-
viewed and approved the State’s determination under subpara-
graph (A); or (B) the Secretary determines that in the first cal-
endar quarter of 1991, there were extenuating circumstances.

(4) EFFECT ON EXISTING AGREEMENTS.—In the case of a re-
bate agreement in effect between a State and a manufacturer
on the date of the enactment of this section, such agreement,
for the initial agreement period specified therein, shall be con-
sidered to be a rebate agreement in compliance with this sec-
tion with respect to that State, if the State agrees to report to
the Secretary any rebates paid pursuant to the agreement and
such agreement provides for a minimum aggregate rebate of 10
percent of the State’s total expenditures under the State plan
for coverage of the manufacturer’s drugs under this title. If,
after the initial agreement period, the State establishes to the
satisfaction of the Secretary that an agreement in effect on the
date of the enactment of this section provides for rebates that
are at least as large as the rebates otherwise required under
this section, and the State agrees to report any rebates under
the agreement to the Secretary, the agreement shall be consid-
ered to be a rebate agreement in compliance with the section
for the renewal periods of such agreement.

(5) LIMITATION ON PRICES OF DRUGS PURCHASED BY COVERED
ENTITIES.—

(A) AGREEMENT WITH SECRETARY.—A manufacturer
meets the requirements of this paragraph if the manufac-
turer has entered into an agreement with the Secretary
that meets the requirements of section 340B of the Public
Health Service Act with respect to covered outpatient
drugs purchased by a covered entity on or after the first
day of the first month that begins after the date of the en-
actment of this paragraph.

(B) COVERED ENTITY DEFINED.—In this subsection, the
term “covered entity” means an entity described in section
340B(a)(4) of the Public Health Service Act.

(C) ESTABLISHMENT OF ALTERNATIVE MECHANISM TO EN-
SURE AGAINST DUPLICATE DISCOUNTS OR REBATES.—If the
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Secretary does not establish a mechanism under section
340B(a)(5)(A) of the Public Health Service Act within 12
months of the date of the enactment of such section, the
following requirements shall apply:

(i) ENTITIES.—Each covered entity shall inform the
single State agency under section 1902(a)(5) when it is
seeking reimbursement from the State plan for med-
ical assistance described in section 1905(a)(12) with
respect to a unit of any covered outpatient drug which
is subject to an agreement under section 340B(a) of
such Act.

(il) STATE AGENCY.—Each such single State agency
shall provide a means by which a covered entity shall
indicate on any drug reimbursement claims form (or
format, where electronic claims management is used)
that a unit of the drug that is the subject of the form
is subject to an agreement under section 340B of such
Act, and not submit to any manufacturer a claim for
a rebate payment under subsection (b) with respect to
such a drug.

(D) EFFECT OF SUBSEQUENT AMENDMENTS.—In deter-
mining whether an agreement under subparagraph (A)
meets the requirements of section 340B of the Public
Health Service Act, the Secretary shall not take into ac-
count any amendments to such section that are enacted
after the enactment of title VI of the Veterans Health Care
Act of 1992.

(E) DETERMINATION OF COMPLIANCE.—A manufacturer is
deemed to meet the requirements of this paragraph if the
manufacturer establishes to the satisfaction of the Sec-
retary that the manufacturer would comply (and has of-
fered to comply) with the provisions of section 340B of the
Public Health Service Act (as in effect immediately after
the enactment of this paragraph, and would have entered
into an agreement under such section (as such section was
in effect at such time), but for a legislative change in such
section after the date of the enactment of this paragraph.

(6) REQUIREMENTS RELATING TO MASTER AGREEMENTS
FOR DRUGS PROCURED BY DEPARTMENT OF VETERANS AF-
FAIRS AND CERTAIN OTHER FEDERAL AGENCIES.—

(A) IN GENERAL.—A manufacturer meets the re-
quirements of this paragraph if the manufacturer com-
plies with the provisions of section 8126 of title 38,
United States Code, including the requirement of en-
tering into a master agreement with the Secretary of
Veterans Affairs under such section.

(B) EFFECT OF SUBSEQUENT AMENDMENTS.—In deter-
mining whether a master agreement described in sub-
paragraph (A) meets the requirements of section 8126
of title 38, United States Code, the Secretary shall not
take into account any amendments to such section
that are enacted after the enactment of title VI of the
Veterans Health Care Act of 1992.

(C) DETERMINATION OF COMPLIANCE.—A manufac-
turer is deemed to meet the requirements of this para-
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graph if the manufacturer establishes to the satisfac-
tion of the Secretary that the manufacturer would
comply (and has offered to comply) with the provisions
of section 8126 of title 38, United States Code (as in
effect immediately after the enactment of this para-
graph) and would have entered into an agreement
under such section (as such section was in effect at
such time), but for a legislative change in such section
after the date of the enactment of this paragraph.

(7) REQUIREMENT FOR SUBMISSION OF UTILIZATION DATA FOR

CERTAIN PHYSICIAN ADMINISTERED DRUGS.—

(A) SINGLE SOURCE DRUGS.—In order for payment to be
available under section 1903(a) for a covered outpatient
drug that is a single source drug that is physician admin-
istered under this title (as determined by the Secretary),
and that is administered on or after January 1, 2006, the
State shall provide for the collection and submission of
such utilization data and coding (such as J-codes and Na-
tional Drug Code numbers) for each such drug as the Sec-
retary may specify as necessary to identify the manufac-
turer of the drug in order to secure rebates under this sec-
tion for drugs administered for which payment is made
under this title.

(B) MULTIPLE SOURCE DRUGS.—

(i) IDENTIFICATION OF MOST FREQUENTLY PHYSICIAN
ADMINISTERED MULTIPLE SOURCE DRUGS.—Not later
than January 1, 2007, the Secretary shall publish a
list of the 20 physician administered multiple source
drugs that the Secretary determines have the highest
dollar volume of physician administered drugs dis-
pensed under this title. The Secretary may modify
such list from year to year to reflect changes in such
volume.

(ii)) REQUIREMENT.—In order for payment to be
available under section 1903(a) for a covered out-
patient drug that is a multiple source drug that is
physician administered (as determined by the Sec-
retary), that is on the list published under clause (),
and that is administered on or after January 1, 2008,
the State shall provide for the submission of such uti-
lization data and coding (such as J-codes and National
Drug Code numbers) for each such drug as the Sec-
retary may specify as necessary to identify the manu-
facturer of the drug in order to secure rebates under
this section.

(C) UskE ofF NDC CODES.—Not later than January 1, 2007,
the information shall be submitted under subparagraphs
(A) and (B)(ii) using National Drug Code codes unless the
Secretary specifies that an alternative coding system
should be used.

(D) HARDSHIP WAIVER.—The Secretary may delay the ap-
plication of subparagraph (A) or (B)(ii), or both, in the case
of a State to prevent hardship to States which require ad-
ditional time to implement the reporting system required
under the respective subparagraph.
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(b) TERMS OF REBATE AGREEMENT.—
(1) PERIODIC REBATES.—

(A) IN GENERAL.—A rebate agreement under this sub-
section shall require the manufacturer to provide, to each
State plan approved under this title, a rebate for a rebate
period in an amount specified in subsection (c) for covered
outpatient drugs of the manufacturer dispensed after De-
cember 31, 1990, for which payment was made under the
State plan for such period, including such drugs dispensed
to individuals enrolled with a medicaid managed care or-
ganization if the organization is responsible for coverage of
such drugs. Such rebate shall be paid by the manufacturer
not later than 30 days after the date of receipt of the infor-
mation described in paragraph (2) for the period involved.

(B) OFFSET AGAINST MEDICAL ASSISTANCE.—Amounts re-
ceived by a State under this section (or under an agree-
ment authorized by the Secretary under subsection (a)(1)
or an agreement described in subsection (a)(4)) in any
quarter, including amounts received by a State under sub-
section (c)(4), shall be considered to be a reduction in the
amount expended under the State plan in the quarter for
medical assistance for purposes of section 1903(a)(1).

(C) SPECIAL RULE FOR INCREASED MINIMUM REBATE PER-
CENTAGE.—

(i) IN GENERAL.—In addition to the amounts applied
as a reduction under subparagraph (B), for rebate pe-
riods beginning on or after January 1, 2010, during a
fiscal year, the Secretary shall reduce payments to a
State under section 1903(a) in the manner specified in
clause (ii), in an amount equal to the product of—

(I) 100 percent minus the Federal medical as-
sistance percentage applicable to the rebate period
for the State; and

(IT) the amounts received by the State under
such subparagraph that are attributable (as esti-
mated by the Secretary based on utilization and
other data) to the increase in the minimum rebate
percentage effected by the amendments made by
subsections (a)(1), (b), and (d) of section 2501 of
the Patient Protection and Affordable Care Act,
taking into account the additional drugs included
under the amendments made by subsection (c) of
section 2501 of such Act.

The Secretary shall adjust such payment reduction for
a calendar quarter to the extent the Secretary deter-
mines, based upon subsequent utilization and other
data, that the reduction for such quarter was greater
or less than the amount of payment reduction that
should have been made.

(ii) MANNER OF PAYMENT REDUCTION.—The amount
of the payment reduction under clause (i) for a State
for a quarter shall be deemed an overpayment to the
State under this title to be disallowed against the
State’s regular quarterly draw for all Medicaid spend-
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ing under section 1903(d)(2). Such a disallowance is
not subject to a reconsideration under section 1116(d).
(2) STATE PROVISION OF INFORMATION.—

(A) STATE RESPONSIBILITY.—Each State agency under
this title shall report to each manufacturer not later than
60 days after the end of each rebate period and in a form
consistent with a standard reporting format established by
the Secretary, information on the total number of units of
each dosage form and strength and package size of each
covered outpatient drug dispensed after December 31,
1990, for which payment was made under the plan during
the period, including such information reported by each
medicaid managed care organization, and shall promptly
transmit a copy of such report to the Secretary.

(B) AupITS.—A manufacturer may audit the information
provided (or required to be provided) under subparagraph
(A). Adjustments to rebates shall be made to the extent
that information indicates that utilization was greater or
less than the amount previously specified.

(3) MANUFACTURER PROVISION OF PRICE AND DRUG PRODUCT
INFORMATION.—

(A) IN GENERAL.—Each manufacturer with an agreement
in effect under this section shall report to the Secretary—

(i) not later than 30 days after the last day of each
rebate period under the agreement—

(I) on the average manufacturer price (as defined in
subsection (k)(1)) for covered outpatient drugs for the
rebate period under the agreement (including for all
such drugs that are sold under a new drug application
approved under section 505(c) of the Federal Food,
Drug, and Cosmetic Act); and

(I) for single source drugs and innovator multiple
source drugs (including all such drugs that are sold
under a new drug application approved under section
505(c) of the Federal Food, Drug, and Cosmetic Act),
on the manufacturer’s best price (as defined in sub-
section (c)(1)(C)) for such drugs for the rebate period
under the agreement;

(i1) not later than 30 days after the date of entering
into an agreement under this section on the average
manufacturer price (as defined in subsection (k)(1)) as
of October 1, 1990 for each of the manufacturer’s cov-
ered outpatient drugs (including for such drugs that
are sold under a new drug application approved under
sAection 505(c) of the Federal Food, Drug, and Cosmetic

ct);

(ii1) for calendar quarters beginning on or after Jan-
uary 1, 2004, in conjunction with reporting required
under clause (i) and by National Drug Code (including
package size)—

(I) the manufacturer’s average sales price (as
defined in section 1847A(c)) and the total number
of units specified under section 1847A(b)(2)(A);

(IT) if required to make payment under section
1847A, the manufacturer’s wholesale acquisition
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cos(11:, as defined in subsection (c)(6) of such section;
an
(IIT) information on those sales that were made
at a nominal price or otherwise described in sec-
tion 1847A(c)(2)(B);
for a drug or biological described in subparagraph (C),
(D), (E), or (G) of section 1842(0)(1) or [section
1881(b)(13)(A)({1)] section 1881(b)(14)(B), and, for cal-
endar quarters beginning on or after January 1, 2007
and only with respect to the information described in
subclause (III), for covered outpatient drugs;

(iv) not later than 30 days after the last day of each
month of a rebate period under the agreement, on the
manufacturer’s total number of units that are used to
calculate the monthly average manufacturer price for
each covered outpatient drug; and

(v) not later than 30 days after the last day of each
month of a rebate period under the agreement, such
drug product information as the Secretary shall re-
quire for each of the manufacturer’s covered out-
patient drugs.

Information reported under this subparagraph is subject to
audit by the Inspector General of the Department of
Health and Human Services. Beginning July 1, 2006, the
Secretary shall provide on a monthly basis to States under
subparagraph (D)(iv) the most recently reported average
manufacturer prices for single source drugs and for mul-
tiple source drugs and shall, on at least a quarterly basis,
update the information posted on the website under sub-
paragraph (D)(v) (relating to the weighted average of the
most recently reported monthly average manufacturer
prices). For purposes of applying clause (iii), a drug or bio-
logical described in the flush matter following such clause
includes items, services, supplies, and products that are
payable under this part as a drug or biological.

(B) VERIFICATION SURVEYS OF AVERAGE MANUFACTURER
PRICE AND MANUFACTURER’S AVERAGE SALES PRICE.—The
Secretary may survey wholesalers and manufacturers that
directly distribute their covered outpatient drugs, when
necessary, to verify manufacturer prices and manufactur-
er’'s average sales prices (including wholesale acquisition
cost) if required to make payment reported under subpara-
graph (A). The Secretary may impose a civil monetary pen-
alty in an amount not to exceed $100,000 on a wholesaler,
manufacturer, or direct seller, if the wholesaler, manufac-
turer, or direct seller of a covered outpatient drug refuses
a request for information about charges or prices by the
Secretary in connection with a survey under this subpara-
graph or knowingly provides false information. The provi-
sions of section 1128A (other than subsections (a) (with re-
spect to amounts of penalties or additional assessments)
and (b)) shall apply to a civil money penalty under this
subparagraph in the same manner as such provisions
apply to a penalty or proceeding under section 1128A(a).

(C) PENALTIES.—
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(i) FAILURE TO PROVIDE TIMELY INFORMATION.—In
the case of a manufacturer with an agreement under
this section that fails to provide information required
under subparagraph (A) on a timely basis, the amount
of the penalty shall be increased by $10,000 for each
day in which such information has not been provided
and such amount shall be paid to the Treasury, and,
if such information is not reported within 90 days of
the deadline imposed, the agreement shall be sus-
pended for services furnished after the end of such 90-
day period and until the date such information is re-
ported (but in no case shall such suspension be for a
period of less than 30 days).

(i1) FALSE INFORMATION.—Any manufacturer with an
agreement under this section that knowingly provides
false information, including information related to
drug pricing, drug product information, and data re-
lated to drug pricing or drug product information, is
subject to a civil money penalty in an amount not to
exceed $100,000 for each item of false information.
Such civil money penalties are in addition to other
penalties as may be prescribed by law. The provisions
of section 1128A (other than subsections (a), (b), ()(3),
and (f)(4)) shall apply to a civil money penalty under
this subparagraph in the same manner as such provi-
sions apply to a penalty or proceeding under section
1128A(a).

(iii) MISCLASSIFIED DRUG PRODUCT OR MISREPORTED
INFORMATION.—

(I) IN GENERAL.—Any manufacturer with an
agreement under this section that knowingly (as
defined in section 1003.110 of title 42, Code of
Federal Regulations (or any successor regulation))
misclassifies a covered outpatient drug, such as by
knowingly submitting incorrect drug product in-
formation, is subject to a civil money penalty for
each covered outpatient drug that is misclassified
in an amount not to exceed 2 times the amount of
the difference between—

(aa) the total amount of rebates that the
manufacturer paid with respect to the drug to
all States for all rebate periods during which
the drug was misclassified; and

(bb) the total amount of rebates that the
manufacturer would have been required to
pay, as determined by the Secretary using
drug product information provided by the
manufacturer, with respect to the drug to all
States for all rebate periods during which the
drug was misclassified if the drug had been
correctly classified.

(II) OTHER PENALTIES AND RECOVERY OF UNDER-
PAID REBATES.—The civil money penalties de-
scribed in subclause (I) are in addition to other
penalties as may be prescribed by law and any
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other recovery of the underlying underpayment for
rebates due under this section or the terms of the
rebate agreement as determined by the Secretary.

(iv) INCREASING OVERSIGHT AND ENFORCEMENT.—
Each year the Secretary shall retain, in addition to
any amount retained by the Secretary to recoup inves-
tigation and litigation costs related to the enforcement
of the civil money penalties under this subparagraph
and subsection (¢)(4)(B)(ii)(III), an amount equal to 25
percent of the total amount of civil money penalties
collected under this subparagraph and subsection
(c)(4)B)(Ei)III) for the year, such retained amount
shall be available to the Secretary, without further ap-
propriation and until expended, for activities related
to the oversight and enforcement of this section and
agreements under this section, including—

(I) improving drug data reporting systems;

(IT) evaluating and ensuring manufacturer com-
pliance with rebate obligations; and

(ITT) oversight and enforcement related to ensur-
ing that manufacturers accurately and fully report
drug information, including data related to drug
classification.

(D) CONFIDENTIALITY OF INFORMATION.—Notwith-
standing any other provision of law, information disclosed
by manufacturers or wholesalers under this paragraph or
under an agreement with the Secretary of Veterans Affairs
described in subsection (a)(6)(A)(ii1) (other than the whole-
sale acquisition cost for purposes of carrying out section
1847A) is confidential and shall not be disclosed by the
Secretary or the Secretary of Veterans Affairs or a State
agency (or contractor therewith) in a form which discloses
the identity of a specific manufacturer or wholesaler,
prices charged for drugs by such manufacturer or whole-
saler, except—

(i) as the Secretary determines to be necessary to
carry out this section, to carry out section 1847A (in-
cluding the determination and implementation of the
payment amount), or to carry out section 1847B,

(i1) to permit the Comptroller General to review the
information provided,

(iii) to permit the Director of the Congressional
Budget Office to review the information provided,

(iv) to States to carry out this title,

(v) to the Secretary to disclose (through a website
accessible to the public) the weighted average of the
most recently reported monthly average manufacturer
prices and the average retail survey price determined
for each multiple source drug in accordance with sub-
section (f), and

(vi) in the case of categories of drug product or clas-
sification information that were not considered con-
fidential by the Secretary on the day before the date
of the enactment of this clause.
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The previous sentence shall also apply to information dis-
closed under section 1860D—2(d)(2) or 1860D—4(c)(2)(E)
and drug pricing data reported under the first sentence of
section 1860D-31(i)(1).

(4) LENGTH OF AGREEMENT.—

(A) IN GENERAL.—A rebate agreement shall be effective
for an initial period of not less than 1 year and shall be
automatically renewed for a period of not less than one
year unless terminated under subparagraph (B).

(B) TERMINATION.—

(i) BY THE SECRETARY.—The Secretary may provide
for termination of a rebate agreement for violation of
the requirements of the agreement or other good cause
shown. Such termination shall not be effective earlier
than 60 days after the date of notice of such termi-
nation. The Secretary shall provide, upon request, a
manufacturer with a hearing concerning such a termi-
nation, but such hearing shall not delay the effective
date of the termination.

(il) BY A MANUFACTURER.—A manufacturer may ter-
minate a rebate agreement under this section for any
reason. Any such termination shall not be effective
until the calendar quarter beginning at least 60 days
after the date the manufacturer provides notice to the
Secretary.

(iii) EFFECTIVENESS OF TERMINATION.—Any termi-
nation under this subparagraph shall not affect re-
bates due under the agreement before the effective
date of its termination.

(iv) NOTICE TO STATES.—In the case of a termination
under this subparagraph, the Secretary shall provide
notice of such termination to the States within not less
than 30 days before the effective date of such termi-
nation.

(v) APPLICATION TO TERMINATIONS OF OTHER AGREE-
MENTS.—The provisions of this subparagraph shall
apply to the terminations of agreements described in
section 340B(a)(1) of the Public Health Service Act
and master agreements described in section 8126(a) of
title 38, United States Code.

(C) DELAY BEFORE REENTRY.—In the case of any rebate
agreement with a manufacturer under this section which
is terminated, another such agreement with the manufac-
turer (or a successor manufacturer) may not be entered
into until a period of 1 calendar quarter has elapsed since
the date of the termination, unless the Secretary finds
good cause for an earlier reinstatement of such an agree-
ment.

(c) DETERMINATION OF AMOUNT OF REBATE.—
(1) BASIC REBATE FOR SINGLE SOURCE DRUGS AND INNOVATOR
MULTIPLE SOURCE DRUGS.—

(A) IN GENERAL.—Except as provided in paragraph (2),
the amount of the rebate specified in this subsection for a
rebate period (as defined in subsection (k)(8)) with respect
to each dosage form and strength of a single source drug
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or an innovator multiple source drug shall be equal to the
product of—

(i) the total number of units of each dosage form and
strength paid for under the State plan in the rebate
period (as reported by the State); and

(i) subject to subparagraph (B)(ii), the greater of—

(I) the difference between the average manufac-
turer price and the best price (as defined in sub-
paragraph (C)) for the dosage form and strength of
the drug, or

(IT) the minimum rebate percentage (specified in
subparagraph (B)(i)) of such average manufac-
turer price,

of or the rebate period.
(B) RANGE OF REBATES REQUIRED.—

(i) MINIMUM REBATE PERCENTAGE.—For purposes of
subparagraph (A)@ii)(II), the “minimum rebate percent-
age” for rebate periods beginning—

(I) after December 31, 1990, and before October
1, 1992, is 12.5 percent;

(IT) after September 30, 1992, and before Janu-
ary 1, 1994, is 15.7 percent;

(ITI) after December 31, 1993, and before Janu-
ary 1, 1995, is 15.4 percent;

(IV) after December 31, 1994, and before Janu-
ary 1, 1996, is 15.2 percent;

(V) after December 31, 1995, and before Janu-
ary 1, 2010 is 15.1 percent;and

(VI) except as provided in clause (iii), after De-
cember 31, 2009, 23.1 percent.

(ii)) TEMPORARY LIMITATION ON MAXIMUM REBATE
AMOUNT.—In no case shall the amount applied under
subparagraph (A)(ii) for a rebate period beginning—

(I) before January 1, 1992, exceed 25 percent of
the average manufacturer price; or

(IT) after December 31, 1991, and before Janu-
ary 1, 1993, exceed 50 percent of the average
manufacturer price.

(iii) MINIMUM REBATE PERCENTAGE FOR CERTAIN
DRUGS.—

(I) IN GENERAL.—In the case of a single source
drug or an innovator multiple source drug de-
scribed in subclause (II), the minimum rebate per-
centage for rebate periods specified in clause
(1)(VI) is 17.1 percent.

(I) DRUG DESCRIBED.—For purposes of sub-
clause (I), a single source drug or an innovator
multiple source drug described in this subclause is
any of the following drugs:

(aa) A clotting factor for which a separate
furnishing payment is made under section
1842(0)(5) and which is included on a list of
such factors specified and updated regularly
by the Secretary.
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(bb) A drug approved by the Food and Drug
Administration exclusively for pediatric indi-
cations.

(C) BEST PRICE DEFINED.—For purposes of this section—
(i) IN GENERAL.—The term “best price” means, with
respect to a single source drug or innovator multiple
source drug of a manufacturer (including the lowest
price available to any entity for any such drug of a
manufacturer that is sold under a new drug applica-
tion approved under section 505(c) of the Federal
Food, Drug, and Cosmetic Act), the lowest price avail-
able from the manufacturer during the rebate period
to any wholesaler, retailer, provider, health mainte-
nance organization, nonprofit entity, or governmental
entity within the United States, excluding—

(I) any prices charged on or after October 1,
1992, to the Indian Health Service, the Depart-
ment of Veterans Affairs, a State home receiving
funds under section 1741 of title 38, United States
Code, the Department of Defense, the Public
Health Service, or a covered entity described in
subsection (a)(5)(B) (including inpatient prices
charged to hospitals described in section
340B(a)(4)(L) of the Public Health Service Act);

(II) any prices charged under the Federal Sup-
ply Schedule of the General Services Administra-
tion,;

(III) any prices used under a State pharma-
ceutical assistance program;

(IV) any depot prices and single award contract
prices, as defined by the Secretary, of any agency
of the Federal Government;

(V) the prices negotiated from drug manufactur-
ers for covered discount card drugs under an en-
dorsed discount card program under section
1860D-31; and

(VI) any prices charged which are negotiated by
a prescription drug plan under part D of title
XVIII, by an MA-PD plan under part C of such
title with respect to covered part D drugs or by a
qualified retiree prescription drug plan (as defined
in section 1860D-22(a)(2)) with respect to such
drugs on behalf of individuals entitled to benefits
under part A or enrolled under part B of such
title, or any discounts provided by manufacturers
under the Medicare coverage gap discount pro-
gram under section 1860D—14A.

(i1) SPECIAL RULES.—The term “best price”—

(I) shall be inclusive of cash discounts, free
goods that are contingent on any purchase re-
quirement, volume discounts, and rebates (other
than rebates under this section);

(IT) shall be determined without regard to spe-
cial packaging, labeling, or identifiers on the dos-
age form or product or package;
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(IIT) shall not take into account prices that are
merely nominal in amount; and

(IV) in the case of a manufacturer that approves, al-
lows, or otherwise permits any other drug of the man-
ufacturer to be sold under a new drug application ap-
proved under section 505(c) of the Federal Food, Drug,
and Cosmetic Act, shall be inclusive of the lowest price
for such authorized drug available from the manufac-
turer during the rebate period to any manufacturer,
wholesaler, retailer, provider, health maintenance or-
ganization, nonprofit entity, or governmental entity
within the United States, excluding those prices de-
scribed in subclauses (I) through (IV) of clause (i).

(iii) APPLICATION OF AUDITING AND RECORDKEEPING
REQUIREMENTS.—With respect to a covered entity de-
scribed in section 340B(a)(4)(L) of the Public Health
Service Act, any drug purchased for inpatient use
shall be subject to the auditing and recordkeeping re-
quirements described in section 340B(a)(5)(C) of the
Public Health Service Act.

(D) LIMITATION ON SALES AT A NOMINAL PRICE.—

(i) IN GENERAL.—For purposes of subparagraph
(C)ai)III) and subsection (b)(3)(A)(iii)(III), only sales
by a manufacturer of covered outpatient drugs at
nominal prices to the following shall be considered to
be sales at a nominal price or merely nominal in
amount:

(I) A covered entity described in section
340B(a)(4) of the Public Health Service Act.

(I1) An intermediate care facility for the men-
tally retarded.

(ITI) A State-owned or operated nursing facility.

(IV) An entity that—

(aa) is described in section 501(c)(3) of the
Internal Revenue Code of 1986 and exempt
from tax under section 501(a) of such Act or
is State-owned or operated; and

(bb) would be a covered entity described in
section 340(B)(a)(4) of the Public Health Serv-
ice Act insofar as the entity provides the same
type of services to the same type of popu-
lations as a covered entity described in such
section provides, but does not receive funding
under a provision of law referred to in such
section;

(V) A public or nonprofit entity, or an entity
based at an institution of higher learning whose
primary purpose is to provide health care services
to students of that institution, that provides a
service or services described under section 1001(a)
of the Public Health Service Act, 42 U.S.C. 300.

(VI) Any other facility or entity that the Sec-
retary determines is a safety net provider to
which sales of such drugs at a nominal price
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would be appropriate based on the factors de-
scribed in clause (ii).
(ii)) FActors.—The factors described in this clause
with respect to a facility or entity are the following:

(I) The type of facility or entity.

(IT) The services provided by the facility or enti-
ty.

(IIT) The patient population served by the facil-
ity or entity.

(IV) The number of other facilities or entities el-
igible to purchase at nominal prices in the same
service area.

(iii)) NONAPPLICATION.—Clause (i) shall not apply
with respect to sales by a manufacturer at a nominal
price of covered outpatient drugs pursuant to a master
agreement under section 8126 of title 38, United
States Code.

(iv) RULE OF CONSTRUCTION.—Nothing in this sub-
paragraph shall be construed to alter any existing
statutory or regulatory prohibition on services with re-
spect to an entity described in clause (i)(IV), including
the prohibition set forth in section 1008 of the Public
Health Service Act.

(2) ADDITIONAL REBATE FOR SINGLE SOURCE AND INNOVATOR
MULTIPLE SOURCE DRUGS.—

(A) IN GENERAL.—The amount of the rebate specified in
this subsection for a rebate period, with respect to each
dosage form and strength of a single source drug or an in-
novator multiple source drug, shall be increased by an
amount equal to the product of—

(i) the total number of units of such dosage form and
strength dispensed after December 31, 1990, for which
payment was made under the State plan for the re-
bate period; and

(i1) the amount (if any) by which—

(I) the average manufacturer price for the dos-
age form and strength of the drug for the period,
exceeds

(IT) the average manufacturer price for such
dosage form and strength for the calendar quarter
beginning July 1, 1990 (without regard to whether
or not the drug has been sold or transferred to an
entity, including a division or subsidiary of the
manufacturer, after the first day of such quarter),
increased by the percentage by which the con-
sumer price index for all urban consumers (United
States city average) for the month before the
month in which the rebate period begins exceeds
such index for September 1990.

(B) TREATMENT OF SUBSEQUENTLY APPROVED DRUGS.—In
the case of a covered outpatient drug approved by the Food
and Drug Administration after October 1, 1990, clause
(ii)(IT) of subparagraph (A) shall be applied by substituting
“the first full calendar quarter after the day on which the
drug was first marketed” for “the calendar quarter begin-
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ning July 1, 1990” and “the month prior to the first month
of the first full calendar quarter after the day on which the
drug was first marketed” for “September 1990”.

(C) TREATMENT OF NEW FORMULATIONS.—

(i) IN GENERAL.—In the case of a drug that is a line
extension of a single source drug or an innovator mul-
tiple source drug that is an oral solid dosage form, the
rebate obligation for a rebate period with respect to
such drug under this subsection shall be the greater
of the amount described in clause (ii) for such drug or
the amount described in clause (iii) for such drug.

(i) AMOUNT 1.—For purposes of clause (i), the
amount described in this clause with respect to a drug
described in clause (i) and rebate period is the amount
computed under paragraph (1) for such drug, in-
creased by the amount computed under subparagraph
(A) and, as applicable, subparagraph (B) for such drug
and rebate period.

(iii) AMOUNT 2.—For purposes of clause (i), the
amount described in this clause with respect to a drug
described in clause (i) and rebate period is the amount
computed under paragraph (1) for such drug, in-
creased by the product of—

(I) the average manufacturer price for the re-
bate period of the line extension of a single source
drug or an innovator multiple source drug that is
an oral solid dosage form,;

(IT) the highest additional rebate (calculated as
a percentage of average manufacturer price) under
this paragraph for the rebate period for any
strength of the original single source drug or inno-
vator multiple source drug; and

(III) the total number of units of each dosage
form and strength of the line extension product
paid for under the State plan in the rebate period
(as reported by the State).

In this subparagraph, the term “line extension” means,
with respect to a drug, a new formulation of the drug, such
as an extended release formulation, but does not include
an abuse-deterrent formulation of the drug (as determined
by the Secretary), regardless of whether such abuse-deter-
rent formulation is an extended release formulation.

(D) MAXIMUM REBATE AMOUNT.—In no case shall the
sum of the amounts applied under paragraph (1)(A)(ii) and
this paragraph with respect to each dosage form and
strength of a single source drug or an innovator multiple
source drug for a rebate period beginning after December
31, 2009, exceed 100 percent of the average manufacturer
price of the drug.

(3) REBATE FOR OTHER DRUGS.—

(A) IN GENERAL.—Except as provided in subparagraph
(C), the amount of the rebate paid to a State for a rebate
period with respect to each dosage form and strength of
covered outpatient drugs (other than single source drugs
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and innovator multiple source drugs) shall be equal to the
product of—

(i) the applicable percentage (as described in sub-
paragraph (B)) of the average manufacturer price for
the dosage form and strength for the rebate period,
and

(i) the total number of units of such dosage form
and strength dispensed after December 31, 1990, for
which payment was made under the State plan for the
rebate period.

(B) APPLICABLE PERCENTAGE DEFINED.—For purposes of
subparagraph (A)(i), the “applicable percentage” for rebate
periods beginning—

(i) before January 1, 1994, is 10 percent,

(i) after December 31, 1993, and before January 1,
2010, is 11 percent; and

(iii) after December 31, 2009, is 13 percent.

(C) ADDITIONAL REBATE.—

(i) IN GENERAL.—The amount of the rebate specified
in this paragraph for a rebate period, with respect to
each dosage form and strength of a covered outpatient
drug other than a single source drug or an innovator
multiple source drug of a manufacturer, shall be in-
creased in the manner that the rebate for a dosage
form and strength of a single source drug or an inno-
vator multiple source drug is increased under subpara-
graphs (A) and (D) of paragraph (2), except as pro-
vided in clause (ii).

(i) SPECIAL RULES FOR APPLICATION OF PROVISION.—
In applying subparagraphs (A) and (D) of paragraph
(2) under clause (i)—

(I) the reference in subparagraph (A)(i) of such
paragraph to “1990” shall be deemed a reference
to “2014”;

(IT) subject to clause (iii), the reference in sub-
paragraph (A)(ii) of such paragraph to “the cal-
endar quarter beginning July 1, 1990” shall be
deemed a reference to “the calendar quarter be-
ginning July 1, 2014”; and

(III) subject to clause (iii), the reference in sub-
paragraph (A)(ii) of such paragraph to “September
1990” shall be deemed a reference to “September
2014”;

(IV) the references in subparagraph (D) of such
paragraph to “paragraph (1)(A)(ii)”, “this para-
graph”, and “December 31, 2009” shall be deemed
references to “subparagraph (A)”, “this subpara-
greaph”, and “December 31, 2014”, respectively;
an

(V) any reference in such paragraph to a “single
source drug or an innovator multiple source drug”
shall be deemed to be a reference to a drug to
which clause (i) applies.

(iii) SPECIAL RULE FOR CERTAIN NONINNOVATOR MUL-
TIPLE SOURCE DRUGS.—In applying paragraph
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(2)(A)([1)(II) under clause (i) with respect to a covered
outpatient drug that is first marketed as a drug other
than a single source drug or an innovator multiple
source drug after April 1, 2013, such paragraph shall
be applied—
(I) by substituting “the applicable quarter” for
“the calendar quarter beginning July 1, 19907
and
(IT) by substituting “the last month in such ap-
plicable quarter” for “September 1990”.

(iv) APPLICABLE QUARTER DEFINED.—In this sub-
section, the term “applicable quarter” means, with re-
spect to a drug described in clause (iii), the fifth full
calendar quarter after which the drug is marketed as
a drug other than a single source drug or an innovator
multiple source drug.

(4) RECOVERY OF UNPAID REBATE AMOUNTS DUE TO
MISCLASSIFICATION OF COVERED OUTPATIENT DRUGS.—

(A) IN GENERAL.—If the Secretary determines that a
manufacturer with an agreement under this section paid a
lower per-unit rebate amount to a State for a rebate period
as a result of the misclassification by the manufacturer of
a covered outpatient drug (without regard to whether the
manufacturer knowingly made the misclassification or
should have known that the misclassification would be
made) than the per-unit rebate amount that the manufac-
turer would have paid to the State if the drug had been
correctly classified, the manufacturer shall pay to the
State an amount equal to the product of—

(i) the difference between—

(I) the per-unit rebate amount paid to the State
for the period; and

(II) the per-unit rebate amount that the manu-
facturer would have paid to the State for the pe-
riod, as determined by the Secretary, if the drug
had been correctly classified; and

(ii) the total units of the drug paid for under the
State plan in the period.

(B) AUTHORITY TO CORRECT MISCLASSIFICATIONS.—

(i) IN GENERAL.—If the Secretary determines that a
manufacturer with an agreement under this section
has misclassified a covered outpatient drug (without
regard to whether the manufacturer knowingly made
the misclassification or should have known that the
misclassification would be made), the Secretary shall
notify the manufacturer of the misclassification and
require the  manufacturer to  correct the
misclassification in a timely manner.

(i) ENFORCEMENT.—If, after receiving notice of a
misclassification from the Secretary under clause (i), a
manufacturer fails to correct the misclassification by
such time as the Secretary shall require, until the
manufacturer makes such correction, the Secretary
may do any or all of the following:
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(I) Correct the misclassification, using drug
product information provided by the manufac-
turer, on behalf of the manufacturer.

(II) Suspend the misclassified drug and the
drug’s status as a covered outpatient drug under
the manufacturer’s national rebate agreement,
and exclude the misclassified drug from Federal
financial participation in accordance with section
1903G)(10)(E).

(IIT) Impose a civil money penalty (which shall
be in addition to any other recovery or penalty
which may be available under this section or any
other provision of law) for each rebate period dur-
ing which the drug is misclassified not to exceed
an amount equal to the product of—

(aa) the total number of units of each dos-
age form and strength of such misclassified
drug paid for under any State plan during
such a rebate period; and

(bb) 23.1 percent of the average manufac-
turer price for the dosage form and strength
of such misclassified drug.

(C) REPORTING AND TRANSPARENCY.—

(i) IN GENERAL.—The Secretary shall submit a re-
port to Congress on at least an annual basis that in-
cludes information on the covered outpatient drugs
that have been identified as misclassified, any steps
taken to reclassify such drugs, the actions the Sec-
retary has taken to ensure the payment of any rebate
amounts which were unpaid as a result of such
misclassification, and a disclosure of expenditures
from the fund created in subsection (b)(3)(C)(iv), in-
cluding an accounting of how such funds have been al-
located and spent in accordance with such subsection.

(i1) PuBLIC AcCEsS.—The Secretary shall make the
information contained in the report required under
clause (i) available to the public on a timely basis.

(D) OTHER PENALTIES AND ACTIONS.—Actions taken and
penalties imposed under this clause shall be in addition to
other remedies available to the Secretary including termi-
nating the manufacturer’s rebate agreement for noncompli-
ance with the terms of such agreement and shall not ex-
empt a manufacturer from, or preclude the Secretary from
pursuing, any civil money penalty under this title or title
f(I, or any other penalty or action as may be prescribed by
aw.

(d) LIMITATIONS ON COVERAGE OF DRUGS.—

(1) PERMISSIBLE RESTRICTIONS.—(A) A State may subject to
prior authorization any covered outpatient drug. Any such
prior authorization program shall comply with the require-
ments of paragraph (5).

(B) A State may exclude or otherwise restrict coverage of a
covered outpatient drug if—

(i) the prescribed use is not for a medically accepted in-
dication (as defined in subsection (k)(6));
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(i1) the drug is contained in the list referred to in para-
graph (2);

(i11) the drug is subject to such restrictions pursuant to
an agreement between a manufacturer and a State author-
ized by the Secretary under subsection (a)(1) or in effect
pursuant to subsection (a)(4); or

(iv) the State has excluded coverage of the drug from its
formulary established in accordance with paragraph (4).

(2) LIST OF DRUGS SUBJECT TO RESTRICTION.—The following
drugs or classes of drugs, or their medical uses, may be ex-
cluded from coverage or otherwise restricted:

(A) Agents when used for anorexia, weight loss, or
weight gain.

(B) Agents when used to promote fertility.

(C) Agents when used for cosmetic purposes or hair
growth.

(D) Agents when used for the symptomatic relief of
cough and colds.

(E) Prescription vitamins and mineral products, except
prenatal vitamins and fluoride preparations.

(F) Nonprescription drugs, except, in the case of preg-
nant women when recommended in accordance with the
Guideline referred to in section 1905(bb)(2)(A), agents ap-
proved by the Food and Drug Administration under the
over-the-counter monograph process for purposes of pro-
moting, and when used to promote, tobacco cessation.

(G) Covered outpatient drugs which the manufacturer
seeks to require as a condition of sale that associated tests
or monitoring services be purchased exclusively from the
manufacturer or its designee.

(H) Agents when used for the treatment of sexual or
erectile dysfunction, unless such agents are used to treat
a condition, other than sexual or erectile dysfunction, for
which the agents have been approved by the Food and
Drug Administration.

(3) UPDATE OF DRUG LISTINGS.—The Secretary shall, by regu-
lation, periodically update the list of drugs or classes of drugs
described in paragraph (2) or their medical uses, which the
Secretary has determined, based on data collected by surveil-
lance and utilization review programs of State medical assist-
ance programs, to be subject to clinical abuse or inappropriate
use.

(4) REQUIREMENTS FOR FORMULARIES.—A State may estab-
lish a formulary if the formulary meets the following require-
ments:

(A) The formulary is developed by a committee con-
sisting of physicians, pharmacists, and other appropriate
individuals appointed by the Governor of the State (or, at
the option of the State, the State’s drug use review board
established under subsection (g)(3)).

(B) Except as provided in subparagraph (C), the for-
mulary includes the covered outpatient drugs of any man-
ufacturer which has entered into and complies with an
agreement under subsection (a) (other than any drug ex-
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cluded from coverage or otherwise restricted under para-
graph (2)).

(C) A covered outpatient drug may be excluded with re-
spect to the treatment of a specific disease or condition for
an identified population (if any) only if, based on the
drug’s labeling (or, in the case of a drug the prescribed use
of which is not approved under the Federal Food, Drug,
and Cosmetic Act but is a medically accepted indication,
based on information from the appropriate compendia de-
scribed in subsection (k)(6)), the excluded drug does not
have a significant, clinically meaningful therapeutic ad-
vantage in terms of safety, effectiveness, or clinical out-
come of such treatment for such population over other
drugs included in the formulary and there is a written ex-
planation (available to the public) of the basis for the ex-
clusion.

(D) The State plan permits coverage of a drug excluded
from the formulary (other than any drug excluded from
coverage or otherwise restricted under paragraph (2)) pur-
suant to a prior authorization program that is consistent
with paragraph (5).

(E) The formulary meets such other requirements as the
Secretary may impose in order to achieve program savings
consistent with protecting the health of program bene-
ficiaries.

A prior authorization program established by a State under
paragraph (5) is not a formulary subject to the requirements
of this paragraph.

(5) REQUIREMENTS OF PRIOR AUTHORIZATION PROGRAMS.—A
State plan under this title may require, as a condition of cov-
erage or payment for a covered outpatient drug for which Fed-
eral financial participation is available in accordance with this
section, with respect to drugs dispensed on or after July 1,
1991, the approval of the drug before its dispensing for any
medically accepted indication (as defined in subsection (k)(6))
only if the system providing for such approval—

(A) provides response by telephone or other tele-
communication device within 24 hours of a request for
prior authorization; and

(B) except with respect to the drugs on the list referred
to in paragraph (2), provides for the dispensing of at least
72-hour supply of a covered outpatient prescription drug in
an emergency situation (as defined by the Secretary).

(6) OTHER PERMISSIBLE RESTRICTIONS.—A State may impose
limitations, with respect to all such drugs in a therapeutic
class, on the minimum or maximum quantities per prescription
or on the number of refills, if such limitations are necessary to
discourage waste, and may address instances of fraud or abuse
by individuals in any manner authorized under this Act.

(7) NON-EXCLUDABLE DRUGS.—The following drugs or classes
of drugs, or their medical uses, shall not be excluded from cov-
erage:

(A) Agents when used to promote smoking cessation, in-
cluding agents approved by the Food and Drug Adminis-
tration under the over-the-counter monograph process for
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purposes of promoting, and when used to promote, tobacco
cessation.

(B) Barbiturates.

(C) Benzodiazepines.

(e) TREATMENT OF PHARMACY REIMBURSEMENT LIMITS.—

(1) IN GENERAL.—During the period beginning on January 1,
1991, and ending on December 31, 1994—

(A) a State may not reduce the payment limits estab-
lished by regulation under this title or any limitation de-
scribed in paragraph (3) with respect to the ingredient cost
of a covered outpatient drug or the dispensing fee for such
a drug below the limits in effect as of January 1, 1991, and

(B) except as provided in paragraph (2), the Secretary
may not modify by regulation the formula established
under sections 447.331 through 447.334 of title 42, Code of
Federal Regulations, in effect on November 5, 1990, to re-
duce the limits described in subparagraph (A).

(2) SPECIAL RULE.—If a State is not in compliance with the
regulations described in paragraph (1)(B), paragraph (1)(A)
shall not apply to such State until such State is in compliance
with such regulations.

(3) EFFECT ON STATE MAXIMUM ALLOWABLE COST LIMITA-
TIONS.—This section shall not supersede or affect provisions in
effect prior to January 1, 1991, or after December 31, 1994, re-
lating to any maximum allowable cost limitation established by
a State for payment by the State for covered outpatient drugs,
and rebates shall be made under this section without regard
to whether or not payment by the State for such drugs is sub-
ject to such a limitation or the amount of such a limitation.

(4) ESTABLISHMENT OF UPPER PAYMENT LIMITS.—Subject to
paragraph (5), the Secretary shall establish a Federal upper re-
imbursement limit for each multiple source drug for which the
FDA has rated three or more products therapeutically and
pharmaceutically equivalent, regardless of whether all such ad-
ditional formulations are rated as such and shall use only such
formulations when determining any such upper limit.

(5) USE OF AMP IN UPPER PAYMENT LIMITS.—The Secretary
shall calculate the Federal upper reimbursement limit estab-
lished under paragraph (4) as no less than 175 percent of the
weighted average (determined on the basis of utilization) of the
most recently reported monthly average manufacturer prices
for pharmaceutically and therapeutically equivalent multiple
source drug products that are available for purchase by retail
community pharmacies on a nationwide basis. The Secretary
shall implement a smoothing process for average manufacturer
prices. Such process shall be similar to the smoothing process
used in determining the average sales price of a drug or bio-
logical under section 1847A.

(f) SURVEY OF RETAIL PRICES; STATE PAYMENT AND UTILIZATION
RATES; AND PERFORMANCE RANKINGS.—

(1) SURVEY OF RETAIL PRICES.—

(A) USE OF VENDOR.—The Secretary may contract serv-
ices for—

(i) with respect to a retail community pharmacy, the
determination on a monthly basis of retail survey
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prices for covered outpatient drugs that represent a
nationwide average of consumer purchase prices for
such drugs, net of all discounts and rebates (to the ex-
tent any information with respect to such discounts
and rebates is available); and

(i) the notification of the Secretary when a drug
product that is therapeutically and pharmaceutically
equivalent and bioequivalent becomes generally avail-
able.

(B) SECRETARY RESPONSE TO NOTIFICATION OF AVAIL-
ABILITY OF MULTIPLE SOURCE PRODUCTS.—If contractor no-
tifies the Secretary under subparagraph (A)(ii) that a drug
product described in such subparagraph has become gen-
erally available, the Secretary shall make a determination,
within 7 days after receiving such notification, as to
whether the product is now described in subsection (e)(4).

(C) USE OF COMPETITIVE BIDDING.—In contracting for
such services, the Secretary shall competitively bid for an
outside vendor that has a demonstrated history in—

(i) surveying and determining, on a representative
nationwide basis, retail prices for ingredient costs of
prescription drugs;

(i) working with retail community pharmacies, com-
mercial payers, and States in obtaining and dissemi-
nating such price information; and

(iii) collecting and reporting such price information
on at least a monthly basis.

In contracting for such services, the Secretary may waive
such provisions of the Federal Acquisition Regulation as
are necessary for the efficient implementation of this sub-
section, other than provisions relating to confidentiality of
information and such other provisions as the Secretary de-
termines appropriate.

(D) ADDITIONAL PROVISIONS.—A contract with a vendor
under this paragraph shall include such terms and condi-
tions as the Secretary shall specify, including the fol-
lowing:

(i) The vendor must monitor the marketplace and
report to the Secretary each time there is a new cov-
ered outpatient drug generally available.

(ii)) The vendor must update the Secretary no less
often than monthly on the retail survey prices for cov-
ered outpatient drugs.

(ii1) The contract shall be effective for a term of 2
years.

(E) AVAILABILITY OF INFORMATION TO STATES.—Informa-
tion on retail survey prices obtained under this paragraph,
including applicable information on single source drugs,
shall be provided to States on at least a monthly basis.
The Secretary shall devise and implement a means for pro-
viding access to each State agency designated under sec-
tion 1902(a)(5) with responsibility for the administration
or supervision of the administration of the State plan
under this title of the retail survey price determined under
this paragraph.
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(2) ANNUAL STATE REPORT.—Each State shall annually report
to the Secretary information on—

(A) the payment rates under the State plan under this
title for covered outpatient drugs;

(B) the dispensing fees paid under such plan for such
drugs; and

(C) utilization rates for noninnovator multiple source
drugs under such plan.

(3) ANNUAL STATE PERFORMANCE RANKINGS.—

(A) COMPARATIVE ANALYSIS.—The Secretary annually
shall compare, for the 50 most widely prescribed drugs
identified by the Secretary, the national retail sales price
data (collected under paragraph (1)) for such drugs with
data on prices under this title for each such drug for each
State.

(B) AVAILABILITY OF INFORMATION.—The Secretary shall
submit to Congress and the States full information regard-
ing the annual rankings made under subparagraph (A).

(4) APPROPRIATION.—Out of any funds in the Treasury not
otherwise appropriated, there is appropriated to the Secretary
of Health and Human Services $5,000,000 for each of fiscal
years 2006 through 2010 to carry out this subsection.

(g) DRUG USE REVIEW.—

(1) IN GENERAL.—

(A) In order to meet the requirement of section
1903(@)(10)(B), a State shall provide, by not later than Jan-
uary 1, 1993, for a drug use review program described in
paragraph (2) for covered outpatient drugs in order to as-
sure that prescriptions (i) are appropriate, (ii) are medi-
cally necessary, and (iii) are not likely to result in adverse
medical results. The program shall be designed to educate
physicians and pharmacists to identify and reduce the fre-
quency of patterns of fraud, abuse, gross overuse, or inap-
propriate or medically unnecessary care, among physi-
cians, pharmacists, and patients, or associated with spe-
cific drugs or groups of drugs, as well as potential and ac-
tual severe adverse reactions to drugs including education
on therapeutic appropriateness, overutilization and under-
utilization, appropriate use of generic products, thera-
peutic duplication, drug-disease contraindications, drug-
drug interactions, incorrect drug dosage or duration of
drug treatment, drug-allergy interactions, and clinical
abuse/misuse.

(B) The program shall assess data on drug use against
predetermined standards, consistent with the following:

(i) compendia which shall consist of the following:
(I) American Hospital Formulary Service Drug
Information;
(IT) United States Pharmacopeia-Drug Informa-
tion (or its successor publications); and
(ITT) the DRUGDEX Information System; and
(ii) the peer-reviewed medical literature.

(C) The Secretary, under the procedures established in
section 1903, shall pay to each State an amount equal to
75 per centum of so much of the sums expended by the
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State plan during calendar years 1991 through 1993 as the
Secretary determines is attributable to the statewide adop-
tion of a drug use review program which conforms to the
requirements of this subsection.

(D) States shall not be required to perform additional
drug use reviews with respect to drugs dispensed to resi-
dents of nursing facilities which are in compliance with the
drug regimen review procedures prescribed by the Sec-
retary for such facilities in regulations implementing sec-
tion 1919, currently at section 483.60 of title 42, Code of
Federal Regulations.

(2) DESCRIPTION OF PROGRAM.—Each drug use review pro-
gram shall meet the following requirements for covered out-
patient drugs:

(A) PROSPECTIVE DRUG REVIEW.—(i) The State plan shall
provide for a review of drug therapy before each prescrip-
tion is filled or delivered to an individual receiving benefits
under this title, typically at the point-of-sale or point of
distribution. The review shall include screening for poten-
tial drug therapy problems due to therapeutic duplication,
drug-disease contraindications, drug-drug interactions (in-
cluding serious interactions with nonprescription or over-
the-counter drugs), incorrect drug dosage or duration of
drug treatment, drug-allergy interactions, and clinical
abuse/misuse. Each State shall use the compendia and lit-
erature referred to in paragraph (1)(B) as its source of
standards for such review.

(i1) As part of the State’s prospective drug use review
program under this subparagraph applicable State law
shall establish standards for counseling of individuals re-
ceiving benefits under this title by pharmacists which in-
cludes at least the following:

(I) The pharmacist must offer to discuss with each
individual receiving benefits under this title or care-
giver of such individual (in person, whenever prac-
ticable, or through access to a telephone service which
is toll-free for long-distance calls) who presents a pre-
scription, matters which in the exercise of the phar-
macist’s professional judgment (consistent with State
law respecting the provision of such information), the
pharmacist deems significant including the following:

(aa) The name and description of the medica-
tion.
(bb) The route, dosage form, dosage, route of ad-
ministration, and duration of drug therapy.
(cc) Special directions and precautions for prep-
aration, administration and use by the patient.
(dd) Common severe side or adverse effects or
interactions and therapeutic contraindications
that may be encountered, including their avoid-
ance, and the action required if they occur.
(ee) Techniques for self-monitoring drug ther-
apy.
(ff) Proper storage.
(gg) Prescription refill information.
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1 (hh) Action to be taken in the event of a missed
ose.

(IT) A reasonable effort must be made by the phar-
macist to obtain, record, and maintain at least the fol-
lowing information regarding individuals receiving
benefits under this title:

(aa) Name, address, telephone number, date of
birth (or age) and gender.

(bb) Individual history where significant, includ-
ing disease state or states, known allergies and
drug reactions, and a comprehensive list of medi-
cations and relevant devices.

(cc) Pharmacist comments relevant to the indi-
vidual’s drug therapy.

Nothing in this clause shall be construed as requiring a
pharmacist to provide consultation when an individual re-
ceiving benefits under this title or caregiver of such indi-
vidual refuses such consultation, or to require verification
ogfthe offer to provide consultation or a refusal of such
offer.

(B) RETROSPECTIVE DRUG USE REVIEW.—The program
shall provide, through its mechanized drug claims proc-
essing and information retrieval systems (approved by the
Secretary under section 1903(r)) or otherwise, for the ongo-
ing periodic examination of claims data and other records
in order to identify patterns of fraud, abuse, gross overuse,
or inappropriate or medically unnecessary care, among
physicians, pharmacists and individuals receiving benefits
under this title, or associated with specific drugs or groups
of drugs.

(C) APPLICATION OF STANDARDS.—The program shall, on
an ongoing basis, assess data on drug use against explicit
predetermined standards (using the compendia and lit-
erature referred to in subsection (1)(B) as the source of
standards for such assessment) including but not limited
to monitoring for therapeutic appropriateness, overutiliza-
tion and underutilization, appropriate use of generic prod-
ucts, therapeutic duplication, drug-disease contraindica-
tions, drug-drug interactions, incorrect drug dosage or du-
ration of drug treatment, and clinical abuse/misuse and, as
necessary, introduce remedial strategies, in order to im-
prove the quality of care and to conserve program funds or
personal expenditures.

(D) EDUCATIONAL PROGRAM.—The program shall,
through its State drug use review board established under
paragraph (3), either directly or through contracts with ac-
credited health care educational institutions, State medical
societies or State pharmacists associations/societies or
other organizations as specified by the State, and using
data provided by the State drug use review board on com-
mon drug therapy problems, provide for active and ongoing
educational outreach programs (including the activities de-
scribed in paragraph (3)(C)(iii) of this subsection) to edu-
cate practitioners on common drug therapy problems with
the aim of improving prescribing or dispensing practices.
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(3) STATE DRUG USE REVIEW BOARD.—

(A) EsTABLISHMENT.—Each State shall provide for the
establishment of a drug use review board (hereinafter re-
ferred to as the “DUR Board”) either directly or through
a contract with a private organization.

(B) MEMBERSHIP.—The membership of the DUR Board
shall include health care professionals who have recog-
nized knowledge and expertise in one or more of the fol-
lowing:

(i) The clinically appropriate prescribing of covered
outpatient drugs.

(i1) The clinically appropriate dispensing and moni-
toring of covered outpatient drugs.

(iii) Drug use review, evaluation, and intervention.

(iv) Medical quality assurance.

The membership of the DUR Board shall be made up at
least %5 but no more than 51 percent licensed and actively
practicing physicians and at least %5 licensed and actively
practicing pharmacists.

(C) ActiviTiES.—The activities of the DUR Board shall
include but not be limited to the following:

(i) Retrospective DUR as defined in section (2)(B).

(i) Application of standards as defined in section
(2)(C).

(iii) Ongoing interventions for physicians and phar-
macists, targeted toward therapy problems or individ-
uals identified in the course of retrospective drug use
reviews performed under this subsection. Intervention
programs shall include, in appropriate instances, at
least:

(I) information dissemination sufficient to en-
sure the ready availability to physicians and phar-
macists in the State of information concerning its
duties, powers, and basis for its standards;

(IT) written, oral, or electronic reminders con-
taining patient-specific or drug-specific (or both)
information and suggested changes in prescribing
or dispensing practices, communicated in a man-
ner designed to ensure the privacy of patient-re-
lated information;

(III) use of face-to-face discussions between
health care professionals who are experts in ra-
tional drug therapy and selected prescribers and
pharmacists who have been targeted for edu-
cational intervention, including discussion of opti-
mal prescribing, dispensing, or pharmacy care
practices, and follow-up face-to-face discussions;
and

(IV) intensified review or monitoring of selected
prescribers or dispensers.

The Board shall re-evaluate interventions after an appro-
priate period of time to determine if the intervention im-
proved the quality of drug therapy, to evaluate the success
of the interventions and make modifications as necessary.
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(D) ANNUAL REPORT.—Each State shall require the DUR
Board to prepare a report on an annual basis. The State
shall submit a report on an annual basis to the Secretary
which shall include a description of the activities of the
Board, including the nature and scope of the prospective
and retrospective drug use review programs, a summary of
the interventions used, an assessment of the impact of
these educational interventions on quality of care, and an
estimate of the cost savings generated as a result of such
program. The Secretary shall utilize such report in evalu-
ating the effectiveness of each State’s drug use review pro-
gram.

(h) ELECTRONIC CLAIMS MANAGEMENT.—

(1) IN GENERAL.—In accordance with chapter 35 of title 44,
United States Code (relating to coordination of Federal infor-
mation policy), the Secretary shall encourage each State agen-
cy to establish, as its principal means of processing claims for
covered outpatient drugs under this title, a point-of-sale elec-
tronic claims management system, for the purpose of per-
forming on-line, real time eligibility verifications, claims data
capture, adjudication of claims, and assisting pharmacists (and
other authorized persons) in applying for and receiving pay-
ment.

(2) ENCOURAGEMENT.—In order to carry out paragraph (1)—

(A) for calendar quarters during fiscal years 1991 and
1992, expenditures under the State plan attributable to de-
velopment of a system described in paragraph (1) shall re-
ceive Federal financial participation under section
1903(a)(3)(A)(i) (at a matching rate of 90 percent) if the
State acquires, through applicable competitive procure-
ment process in the State, the most cost-effective tele-
communications network and automatic data processing
services and equipment; and

(B) the Secretary may permit, in the procurement de-
scribed in subparagraph (A) in the application of part 433
of title 42, Code of Federal Regulations, and parts 95, 205,
and 307 of title 45, Code of Federal Regulations, the sub-
stitution of the State’s request for proposal in competitive
procurement for advance planning and implementation
documents otherwise required.

(i) ANNUAL REPORT.—

(1) IN GENERAL.—Not later than May 1 of each year the Sec-
retary shall transmit to the Committee on Finance of the Sen-
ate, the Committee on Energy and Commerce of the House of
Representatives, and the Committees on Aging of the Senate
and the House of Representatives a report on the operation of
this section in the preceding fiscal year.

(2) DETAILS.—Each report shall include information on—

(A) ingredient costs paid under this title for single
source drugs, multiple source drugs, and nonprescription
covered outpatient drugs;

(B) the total value of rebates received and number of
manufacturers providing such rebates;
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(C) how the size of such rebates compare with the size
or rebates offered to other purchasers of covered outpatient
drugs;

(D) the effect of inflation on the value of rebates re-
quired under this section;

(E) trends in prices paid under this title for covered out-
patient drugs; and

(F) Federal and State administrative costs associated
with compliance with the provisions of this title.

(j) EXEMPTION OF ORGANIZED HEALTH CARE SETTINGS.—

(1) Covered outpatient drugs are not subject to the require-
ments of this section if such drugs are—

(A) dispensed by health maintenance organizations, in-
cluding Medicaid managed care organizations that contract
under section 1903(m); and

(B) subject to discounts under section 340B of the Public
Health Service Act.

(2) The State plan shall provide that a hospital (providing med-
ical assistance under such plan) that dispenses covered outpatient
drugs using drug formulary systems, and bills the plan no more
than the hospital’s purchasing costs for covered outpatient drugs
(as determined under the State plan) shall not be subject to the re-
quirements of this section.

(3) Nothing in this subsection shall be construed as providing
that amounts for covered outpatient drugs paid by the institutions
described in this subsection should not be taken into account for
purposes of determining the best price as described in subsection
(o).
(k) DEFINITIONS.—In the section—

(1) AVERAGE MANUFACTURER PRICE.—

(A) IN GENERAL.—Subject to subparagraph (B), the term
“average manufacturer price” means, with respect to a cov-
ered outpatient drug of a manufacturer for a rebate period,
the average price paid to the manufacturer for the drug in
the United States by—

(i) wholesalers for drugs distributed to retail com-
munity pharmacies; and

(i1) retail community pharmacies that purchase
drugs directly from the manufacturer.

(B) EXCLUSION OF CUSTOMARY PROMPT PAY DISCOUNTS
AND OTHER PAYMENTS.—

(i) IN GENERAL.—The average manufacturer price for

a covered outpatient drug shall exclude—

(I) customary prompt pay discounts extended to
wholesalers;

(IT) bona fide service fees paid by manufacturers
to wholesalers or retail community pharmacies,
including (but not limited to) distribution service
fees, inventory management fees, product stocking
allowances, and fees associated with administra-
tive services agreements and patient care pro-
grams (such as medication compliance programs
and patient education programs);

(ITI) reimbursement by manufacturers for re-
called, damaged, expired, or otherwise unsalable
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returned goods, including (but not limited to) re-
imbursement for the cost of the goods and any re-
imbursement of costs associated with return goods
handling and processing, reverse logistics, and
drug destruction;

(IV) payments received from, and rebates or dis-
counts provided to, pharmacy benefit managers,
managed care organizations, health maintenance
organizations, insurers, hospitals, clinics, mail
order pharmacies, long term care providers, man-
ufacturers, or any other entity that does not con-
duct business as a wholesaler or a retail commu-
nity pharmacy, unless the drug is an inhalation,
infusion, instilled, implanted, or injectable drug
that is not generally dispensed through a retail
community pharmacy; and

(V) discounts provided by manufacturers under
section 1860D-14A.

(ii) INCLUSION OF OTHER DISCOUNTS AND PAY-
MENTS.—Notwithstanding clause (i), any other dis-
counts, rebates, payments, or other financial trans-
actions that are received by, paid by, or passed
through to, retail community pharmacies shall be in-
cluded in the average manufacturer price for a covered
outpatient drug.

(C) INCLUSION OF SECTION 505(c) DRUGS.—In the case of
a manufacturer that approves, allows, or otherwise per-
mits any drug of the manufacturer to be sold under a new
drug application approved under section 505(c) of the Fed-
eral Food, Drug, and Cosmetic Act, such term shall be in-
clusive of the average price paid for such drug by whole-
salers for drugs distributed to retail community phar-
macies.

(2) COVERED OUTPATIENT DRUG.—Subject to the exceptions in
paragraph (3), the term “covered outpatient drug” means—

(A) of those drugs which are treated as prescribed drugs
for purposes of section 1905(a)(12), a drug which may be
dispensed only upon prescription (except as provided in
paragraph (4)), and—

(i) which is approved for safety and effectiveness as
a prescription drug under section 505 or 507 of the
Federal Food, Drug, and Cosmetic Act or which is ap-
proved under section 505(j) of such Act;

(i1)(I) which was commercially used or sold in the
United States before the date of the enactment of the
Drug Amendments of 1962 or which is identical, simi-
lar, or related (within the meaning of section
310.6(b)(1) of title 21 of the Code of Federal Regula-
tions) to such a drug, and (II) which has not been the
subject of a final determination by the Secretary that
it is a “new drug” (within the meaning of section
201(p) of the Federal Food, Drug, and Cosmetic Act) or
an action brought by the Secretary under section 301,
302(a), or 304(a) of such Act to enforce section 502(f)
or 505(a) of such Act; or
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(ii1)(I) which is described in section 107(c)(3) of the
Drug Amendments of 1962 and for which the Sec-
retary has determined there is a compelling justifica-
tion for its medical need, or is identical, similar, or re-
lated (within the meaning of section 310.6(b)(1) of title
21 of the Code of Federal Regulations) to such a drug,
and (II) for which the Secretary has not issued a no-
tice of an opportunity for a hearing under section
505(e) of the Federal Food, Drug, and Cosmetic Act on
a proposed order of the Secretary to withdraw ap-
proval of an application for such drug under such sec-
tion because the Secretary has determined that the
drug is less than effective for some or all conditions of
use prescribed, recommended, or suggested in its la-
beling; and

(B) a biological product, other than a vaccine which—

(i) may only be dispensed upon prescription,

(i) is licensed under section 351 of the Public
Health Service Act, and

(iii) is produced at an establishment licensed under
such section to produce such product; and

(C) insulin certified under section 506 of the Federal
Food, Drug, and Cosmetic Act.

(83) LIMITING DEFINITION.—The term “covered outpatient
drug” does not include any drug, biological product, or insulin
provided as part of, or as incident to and in the same setting
as, any of the following (and for which payment may be made
under this title as part of payment for the following and not
as direct reimbursement for the drug):

(A) Inpatient hospital services.
(B) Hospice services.
(C) Dental services, except that drugs for which the
State plan authorizes direct reimbursement to the dis-
pensing dentist are covered outpatient drugs.
(D) Physicians’ services.
(E) Outpatient hospital services.
(F) Nursing facility services and services provided by an
intermediate care facility for the mentally retarded.
(G) Other laboratory and x-ray services.
(H) Renal dialysis.
Such term also does not include any such drug or product for
which a National Drug Code number is not required by the
Food and Drug Administration or a drug or biological used for
a medical indication which is not a medically accepted indica-
tion. Any drug, biological product, or insulin excluded from the
definition of such term as a result of this paragraph shall be
treated as a covered outpatient drug for purposes of deter-
mining the best price (as defined in subsection (c)(1)(C)) for
such drug, biological product, or insulin.

(4) NONPRESCRIPTION DRUGS.—If a State plan for medical as-
sistance under this title includes coverage of prescribed drugs
as described in section 1905(a)(12) and permits coverage of
drugs which may be sold without a prescription (commonly re-
ferred to as “over-the-counter” drugs), if they are prescribed by
a physician (or other person authorized to prescribe under
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State law), such a drug shall be regarded as a covered out-
patient drug.

(5) MANUFACTURER.—The term “manufacturer” means any
entity which is engaged in—

(A) the production, preparation, propagation,
compounding, conversion, or processing of prescription
drug products, either directly or indirectly by extraction
from substances of natural origin, or independently by
means of chemical synthesis, or by a combination of ex-
traction and chemical synthesis, or

(B) in the packaging, repackaging, labeling, relabeling,
or distribution of prescription drug products.

Such term does not include a wholesale distributor of drugs or
a retail pharmacy licensed under State law.

(6) MEDICALLY ACCEPTED INDICATION.—The term “medically
accepted indication” means any use for a covered outpatient
drug which is approved under the Federal Food, Drug, and
Cosmetic Act, or the use of which is supported by one or more
citations included or approved for inclusion in any of the com-
pendia described in subsection (g)(1)(B)(i).

(7) MULTIPLE SOURCE DRUG; INNOVATOR MULTIPLE SOURCE
DRUG; NONINNOVATOR MULTIPLE SOURCE DRUG; SINGLE SOURCE
DRUG.—

(A) DEFINED.—

(i) MULTIPLE SOURCE DRUG.—The term “multiple
source drug” means, with respect to a rebate period, a
covered outpatient drug, including a drug product ap-
proved for marketing as a non-prescription drug that
is regarded as a covered outpatient drug under para-
graph (4), for which there at least 1 other drug prod-
uct which—

(I) is rated as therapeutically equivalent (under
the Food and Drug Administration’s most recent
publication of “Approved Drug Products with
Therapeutic Equivalence Evaluations”),

(IT) except as provided in subparagraph (B), is
pharmaceutically equivalent and bioequivalent, as
defined in subparagraph (C) and as determined by
the Food and Drug Administration, and

(III) is sold or marketed in the United States
during the period.

(ii) INNOVATOR MULTIPLE SOURCE DRUG.—The term
“innovator multiple source drug” means a multiple
source drug that is marketed under a new drug appli-
cation approved by the Food and Drug Administration,
unless the Secretary determines that a narrow excep-
tion applies (as described in section 447.502 of title 42,
Code of Federal Regulations (or any successor regula-
tion)).

(iiil) NONINNOVATOR MULTIPLE SOURCE DRUG.—The
term “noninnovator multiple source drug” means a
multiple source drug that is not an innovator multiple
source drug.

(iv) SINGLE SOURCE DRUG.—The term “single source
drug” means a covered outpatient drug, including a
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drug product approved for marketing as a non-pre-
scription drug that is regarded as a covered outpatient
drug under paragraph (4), which is produced or dis-
tributed under a new drug application approved by the
Food and Drug Administration, including a drug prod-
uct marketed by any cross-licensed producers or dis-
tributors operating under the new drug application
unless the Secretary determines that a narrow excep-
tion applies (as described in section 447.502 of title 42,
Code of Federal Regulations (or any successor regula-
tion)). Such term also includes a covered outpatient
drug that is a biological product licensed, produced, or
distributed under a biologics license application ap-
proved by the Food and Drug Administration.

(B) EXCEPTION.—Subparagraph (A)(i)(II) shall not apply
if the Food and Drug Administration changes by regula-
tion the requirement that, for purposes of the publication
described in subparagraph (A)1)(I), in order for drug prod-
ucts to be rated as therapeutically equivalent, they must
be pharmaceutically equivalent and bioequivalent, as de-
fined in subparagraph (C).

(C) DeFINITIONS.—For purposes of this paragraph—

(i) drug products are pharmaceutically equivalent if
the products contain identical amounts of the same ac-
tive drug ingredient in the same dosage form and
meet compendial or other applicable standards of
strength, quality, purity, and identity; and

(ii) drugs are bioequivalent if they do not present a
known or potential bioequivalence problem, or, if they
do present such a problem, they are shown to meet an
appropriate standard of bioequivalence.

(8) REBATE PERIOD.—The term “rebate period” means, with
respect to an agreement under subsection (a), a calendar quar-
ter or other period specified by the Secretary with respect to
the payment of rebates under such agreement.

(9) STATE AGENCY.—The term “State agency” means the
agency designated under section 1902(a)(5) to administer or su-
pervise the administration of the State plan for medical assist-
ance.

(10) RETAIL COMMUNITY PHARMACY.—The term “retail com-
munity pharmacy” means an independent pharmacy, a chain
pharmacy, a supermarket pharmacy, or a mass merchandiser
pharmacy that is licensed as a pharmacy by the State and that
dispenses medications to the general public at retail prices.
Such term does not include a pharmacy that dispenses pre-
scription medications to patients primarily through the mail,
nursing home pharmacies, long-term care facility pharmacies,
hospital pharmacies, clinics, charitable or not-for-profit phar-
macies, government pharmacies, or pharmacy benefit man-
agers.

(11) WHOLESALER.—The term “wholesaler” means a drug
wholesaler that is engaged in wholesale distribution of pre-
scription drugs to retail community pharmacies, including (but
not limited to) manufacturers, repackers, distributors, own-
label distributors, private-label distributors, jobbers, brokers,
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warehouses (including manufacturer’s and distributor’s ware-
houses, chain drug warehouses, and wholesale drug ware-
houses) independent wholesale drug traders, and retail com-
munity pharmacies that conduct wholesale distributions.

* * * & * * *

FEDERAL FOOD, DRUG, AND COSMETIC ACT

* * *k & * * *k

EXEMPTIONS AND CONSIDERATION FOR CERTAIN DRUGS, DEVICES, AND
BIOLOGICAL PRODUCTS

SEC. 503. (a) The Secretary is hereby directed to promulgate reg-
ulations exempting from any labeling or packaging requirement of
this Act drugs and devices which are, in accordance with the prac-
tice of the trade, to be processed, labeled, or repacked in substan-
tial quantities at establishments other than those where originally
processed or packed, on condition that such drugs and devices are
not adulterated or misbranded, under the provisions of this Act
upon removal from such processing, labeling, or repacking estab-
lishment.

(b)(1) A drug intended for use by man which—

(A) because of its toxicity or other potentiality for harmful ef-
fect, or the method of its use, or the collateral measures nec-
essary to its use, is not safe for use except under the super-
vision of a practitioner licensed by law to administer such
drug; or

(B) is limited by an approved application under section 505
to use under the professional supervision of a practitioner li-
censed by law to administer such drug;

shall be dispensed only (i) upon a written prescription of a practi-
tioner licensed by law to administer such drug, or (i) upon an oral
prescription of such practitioner which is reduced promptly to writ-
ing and filed by the pharmacist, or (iii) by refilling any such writ-
ten or oral prescription if such refilling is authorized by the pre-
scriber either in the original prescription or by oral order which is
reduced promptly to writing and filed by the pharmacist. The act
of dispensing a drug contrary to the provisions of this paragraph
shall be deemed to be an act which results in the drug being mis-
branded while held for sale.

(2) Any drug dispensed by filling or refilling a written or oral
prescription of a practitioner licensed by law to administer such
drug shall be exempt from the requirements of section 502, except
paragraphs (a), (i) (2) and (3), (k), and (1), and the packaging re-
quirements of paragraphs (g), (h), and (p), if the drug bears a label
containing the name and address of the dispenser, the serial num-
ber and date of the prescription or of its filling, the name of the
prescriber, and, if stated in the prescription, the name of the pa-
tient, and the directions for use and cautionary statements, if any,
contained in such prescription. This exemption shall not apply to
any drug dispensed in the course of the conduct of a business of
dispensing drugs pursuant to diagnosis by mail, or to a drug dis-
pensed in violation of paragraph (1) of this subsection.
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(3) The Secretary may by regulation remove drugs subject to sec-
tion 505 from the requirements of paragraph (1) of this subsection
when such requirements are not necessary for the protection of the
public health.

(4)(A) A drug that is subject to paragraph (1) shall be deemed to
be misbranded if at any time prior to dispensing the label of the
drug fails to bear, at a minimum, the symbol “Rx only”.

(B) A drug to which paragraph (1) does not apply shall be
deemed to be misbranded if at any time prior to dispensing the
label of the drug bears the symbol described in subparagraph (A).

(5) Nothing in this subsection shall be construed to relieve any
person from any requirement prescribed by or under authority of
law with respect to drugs now included or which may hereafter be
included within the classifications stated in section 3220 of the In-
ternal Revenue Code (26 U.S.C. 3220), or to marihuana as defined
in section 3238(b) of the Internal Revenue Code (26 U.S.C.
3238(b)).

(c)(1) No person may sell, purchase, or trade or offer to sell, pur-
chase, or trade any drug sample. For purposes of this paragraph
and subsection (d), the term “drug sample” means a unit of a drug,
subject to subsection (b), which is not intended to be sold and is
intended to promote the sale of the drug. Nothing in this para-
graph shall subject an officer or executive of a drug manufacturer
or distributor to criminal liability solely because of a sale, pur-
chase, trade, or offer to sell, purchase, or trade in violation of this
paragraph by other employees of the manufacturer or distributor.

(2) No person may sell, purchase, or trade, offer to sell, purchase,
or trade, or counterfeit any coupon. For purposes of this paragraph,
the term “coupon” means a form which may be redeemed, at no
cost or at a reduced cost, for a drug which is prescribed in accord-
ance with subsection (b).

(3)(A) No person may sell, purchase, or trade, or offer to sell, pur-
chase, or trade, any drug—

(i) which is subject to subsection (b), and

(i1)(I) which was purchased by a public or private hospital or
other health care entity, or

(IT) which was donated or supplied at a reduced price to a
charitable organization described in section 501(c)(3) of the In-
ternal Revenue Code of 1954.

(B) Subparagraph (A) does not apply to—

(i) the purchase or other acquisition by a hospital or other
health care entity which is a member of a group purchasing or-
ganization of a drug for its own use from the group purchasing
organization or from other hospitals or health care entities
which are members of such organization,

(i) the sale, purchase, or trade of a drug or an offer to sell,
purchase, or trade a drug by an organization described in sub-
paragraph (A)(ii)(II) to a nonprofit affiliate of the organization
to the extent otherwise permitted by law,

(iii) a sale, purchase, or trade of a drug or an offer to sell,
purchase, or trade a drug among hospitals or other health care
entities which are under common control,

(iv) a sale, purchase, or trade of a drug or an offer to sell,
purchase, or trade a drug for emergency medical reasons, or



100

(v) a sale, purchase, or trade of a drug, an offer to sell, pur-
chase, or trade a drug, or the dispensing of a drug pursuant
to a prescription executed in accordance with subsection (b).
For purposes of this paragraph, the term “entity” does not include
a wholesale distributor of drugs or a retail pharmacy licensed
under State law and the term “emergency medical reasons” in-
cludes transfers of a drug between health care entities or from a
health care entity to a retail pharmacy undertaken to alleviate
temporary shortages of the drug arising from delays in or interrup-
tions of regular distribution schedules.

(d)(1) Except as provided in paragraphs (2) and (3), no person
may distribute any drug sample. For purposes of this subsection,
the term “distribute” does not include the providing of a drug sam-
ple to a patient by a—

(A) practitioner licensed to prescribe such drug,

(B) health care professional acting at the direction and under
the supervision of such a practitioner, or

(C) pharmacy of a hospital or of another health care entity
that is acting at the direction of such a practitioner and that
received such sample pursuant to paragraph (2) or (3).

(2)(A) The manufacturer or authorized distributor of record of a
drug subject to subsection (b) may, in accordance with this para-
graph, distribute drug samples by mail or common carrier to prac-
titioners licensed to prescribe such drugs or, at the request of a li-
censed practitioner, to pharmacies of hospitals or other health care
entities. Such a distribution of drug samples may only be made—

(i) in response to a written request for drug samples made
onda form which meets the requirements of subparagraph (B),
an

(i1) under a system which requires the recipient of the drug
sample to execute a written receipt for the drug sample upon
its delivery and the return of the receipt to the manufacturer
or authorized distributor of record.

(B) A written request for a drug sample required by subpara-
graph (A)(i) shall contain—

(i) the name, address, professional designation, and signa-
ture of the practitioner making the request,

(i1) the identity of the drug sample requested and the quan-
tity requested,

(iii) the name of the manufacturer of the drug sample re-
quested, and

(iv) the date of the request.

(C) Each drug manufacturer or authorized distributor of record
which makes distributions by mail or common carrier under this
paragraph shall maintain, for a period of 3 years, the request forms
submitted for such distributions and the receipts submitted for
such distributions and shall maintain a record of distributions of
drug samples which identifies the drugs distributed and the recipi-
ents of the distributions. Forms, receipts, and records required to
be maintained under this subparagraph shall be made available by
the drug manufacturer or authorized distributor of record to Fed-
eral and State officials engaged in the regulation of drugs and in
the enforcement of laws applicable to drugs.

(3) The manufacturer or authorized distributor of record of a
drug subject to subsection (b) may, by means other than mail or
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common carrier, distribute drug samples only if the manufacturer
or authorized distributor of record makes the distributions in ac-
cordance with subparagraph (A) and carries out the activities de-
scribed in subparagraphs (B) through (F) as follows:

(A) Drug samples may only be distributed—

(1) to practitioners licensed to prescribe such drugs if
they make a written request for the drug samples, or
(i1) at the written request of such a licensed practitioner,
to pharmacies of hospitals or other health care entities.
A written request for drug samples shall be made on a form
which contains the practitioner’s name, address, and profes-
sional designation, the identity of the drug sample requested,
the quantity of drug samples requested, the name of the manu-
facturer or authorized distributor of record of the drug sample,
the date of the request and signature of the practitioner mak-
ing the request.

(B) Drug manufacturers or authorized distributors of record
shall store drug samples under conditions that will maintain
their stability, integrity, and effectiveness and will assure that
the drug samples will be free of contamination, deterioration,
and adulteration.

(C) Drug manufacturers or authorized distributors of record
shall conduct, at least annually, a complete and accurate in-
ventory of all drug samples in the possession of representatives
of the manufacturer or authorized distributor of record. Drug
manufacturers or authorized distributors of record shall main-
tain lists of the names and address of each of their representa-
tives who distribute drug samples and of the sites where drug
samples are stored. Drug manufacturers or authorized dis-
tributors of record shall maintain records for at least 3 years
of all drug samples distributed, destroyed, or returned to the
manufacturer or authorized distributor of record, of all inven-
tories maintained under this subparagraph, of all thefts or sig-
nificant losses of drug samples, and of all requests made under
subparagraph (A) for drug samples. Records and lists main-
tained under this subparagraph shall be made available by the
drug manufacturer or authorized distributor of record to the
Secretary upon request.

(D) Drug manufacturers or authorized distributors of record
shall notify the Secretary of any significant loss of drug sam-
ples and any known theft of drug samples.

(E) Drug manufacturers or authorized distributors of record
shall report to the Secretary any conviction of their representa-
tives for violations of subsection (¢)(1) or a State law because
of the sale, purchase, or trade of a drug sample or the offer to
sell, purchase, or trade a drug sample.

(F) Drug manufacturers or authorized distributors of record
shall provide to the Secretary the name and telephone number
of the individual responsible for responding to a request for in-
formation respecting drug samples.

(4) In this subsection, the term “authorized distributors of
record” means those distributors with whom a manufacturer has
established an ongoing relationship to distribute such manufactur-
er’s products.

(56) No person may distribute a drug sample of a drug that is—
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(A) an applicable drug (as defined in section 1128H(d) of the
Social Security Act);

(B) a controlled substance (as defined in section 102 of the
Controlled Substances Act) for which the findings required
under section 202(b)(2) of such Act have been made; and

(C) approved under section 505 for use in the management or
treatment of pain (other than for the management or treatment
of a substance use disorder).

(e)

(1) REQUIREMENT.—Subject to section 583:

(A) IN GENERAL.—No person may engage in wholesale
distribution of a drug subject to subsection (b)(1) in any
State unless such person—

(i)(I) is licensed by the State from which the drug is
distributed; or

(II) if the State from which the drug is distributed
has not established a licensure requirement, is li-
censed by the Secretary; and

(ii) if the drug is distributed interstate, is licensed
by the State into which the drug is distributed if the
State into which the drug is distributed requires the
gcensure of a person that distributes drugs into the

tate.

(B) StanDARDS.—Each Federal and State license de-
scribed in subparagraph (A) shall meet the standards,
terms, and conditions established by the Secretary under
section 583.

(2) REPORTING AND DATABASE.—

(A) REPORTING.—Beginning January 1, 2015, any person
who owns or operates an establishment that engages in
wholesale distribution shall—

(i) report to the Secretary, on an annual basis pur-
suant to a schedule determined by the Secretary—

(I) each State by which the person is licensed
and the appropriate identification number of each
such license; and

(IT) the name, address, and contact information
of each facility at which, and all trade names
under which, the person conducts business; and

(ii) report to the Secretary within a reasonable pe-
riod of time and in a reasonable manner, as deter-
mined by the Secretary, any significant disciplinary
actions, such as the revocation or suspension of a
wholesale distributor license, taken by a State or the
Federal Government during the reporting period
against the wholesale distributor.

(B) DATABASE.—Not later than January 1, 2015, the Sec-
retary shall establish a database of authorized wholesale
distributors. Such database shall—

(i) identify each authorized wholesale distributor by
name, contact information, and each State where such
wholesale distributor is appropriately licensed to en-
gage in wholesale distribution;

(i) be available to the public on the Internet Web
site of the Food and Drug Administration; and
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(ii1) be regularly updated on a schedule determined
by the Secretary.

(C) CoORDINATION.—The Secretary shall establish a for-
mat and procedure for appropriate State officials to access
the information provided pursuant to subparagraph (A) in
a prompt and secure manner.

(D) CONFIDENTIALITY.—Nothing in this paragraph shall
be construed as authorizing the Secretary to disclose any
information that is a trade secret or confidential informa-
tion subject to section 552(b)(4) of title 5, United States
Code, or section 1905 of title 18, United States Code.

(3) CosTs.—

(A) AUTHORIZED FEES OF SECRETARY.—If a State does
not establish a licensing program for persons engaged in
the wholesale distribution of a drug subject to subsection
(b), the Secretary shall license a person engaged in whole-
sale distribution located in such State and may collect a
reasonable fee in such amount necessary to reimburse the
Secretary for costs associated with establishing and admin-
istering the licensure program and conducting periodic in-
spections under this section. The Secretary shall adjust fee
rates as needed on an annual basis to generate only the
amount of revenue needed to perform this service. Fees au-
thorized under this paragraph shall be collected and avail-
able for obligation only to the extent and in the amount
provided in advance in appropriations Acts. Such fees are
authorized to remain available until expended. Such sums
as may be necessary may be transferred from the Food
and Drug Administration salaries and expenses appropria-
tion account without fiscal year limitation to such appro-
priation account for salaries and expenses with such fiscal
year limitation.

(B) STATE LICENSING FEES.—Nothing in this Act shall
prohibit States from collecting fees from wholesale dis-
tributors in connection with State licensing of such dis-
tributors.

(4) For the purposes of this subsection and subsection (d),
the term “wholesale distribution” means the distribution of a
drug subject to subsection (b) to a person other than a con-
sumer or patient, or receipt of a drug subject to subsection (b)
by a person other than the consumer or patient, but does not
include—

(A) intracompany distribution of any drug between mem-
bers of an affiliate or within a manufacturer;

(B) the distribution of a drug, or an offer to distribute
a drug among hospitals or other health care entities which
are under common control;

(C) the distribution of a drug or an offer to distribute a
drug for emergency medical reasons, including a public
health emergency declaration pursuant to section 319 of
the Public Health Service Act, except that, for purposes of
this paragraph, a drug shortage not caused by a public
health emergency shall not constitute an emergency med-
ical reason;
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(D) the dispensing of a drug pursuant to a prescription
executed in accordance with subsection (b)(1);

(E) the distribution of minimal quantities of drug by a
licensed retail pharmacy to a licensed practitioner for of-
fice use;

(F) the distribution of a drug or an offer to distribute a
drug by a charitable organization to a nonprofit affiliate of
the organization to the extent otherwise permitted by law;

(G) the purchase or other acquisition by a dispenser,
hospital, or other health care entity of a drug for use by
such dispenser, hospital, or other health care entity;

(H) the distribution of a drug by the manufacturer of
such drug;

(I) the receipt or transfer of a drug by an authorized
third-party logistics provider provided that such third-
party logistics provider does not take ownership of the
drug;

(J) a common carrier that transports a drug, provided
that the common carrier does not take ownership of the
drug;

(K) the distribution of a drug, or an offer to distribute
a drug by an authorized repackager that has taken owner-
ship or possession of the drug and repacks it in accordance
with section 582(e);

(L) salable drug returns when conducted by a dispenser;

(M) the distribution of a collection of finished medical
devices, which may include a product or biological product,
assembled in kit form strictly for the convenience of the
purchaser or user (referred to in this subparagraph as a
“medical convenience kit”) if—

(i) the medical convenience kit is assembled in an
establishment that is registered with the Food and
Drug Administration as a device manufacturer in ac-
cordance with section 510(b)(2);

(ii) the medical convenience kit does not contain a
controlled substance that appears in a schedule con-
tained in the Comprehensive Drug Abuse Prevention
and Control Act of 1970;

(ii1) in the case of a medical convenience kit that in-
cludes a product, the person that manufacturers the
kit—

(I) purchased such product directly from the
pharmaceutical manufacturer or from a wholesale
distributor that purchased the product directly
from the pharmaceutical manufacturer; and

(IT) does not alter the primary container or label
of the product as purchased from the manufac-
turer or wholesale distributor; and

(iv) in the case of a medical convenience kit that in-
cludes a product, the product is—

(I) an intravenous solution intended for the re-
plenishment of fluids and electrolytes;

(I) a product intended to maintain the equi-
librium of water and minerals in the body;
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(IIT) a product intended for irrigation or recon-
stitution;

(IV) an anesthetic;

(V) an anticoagulant;

(VI) a vasopressor; or

(VII) a sympathomimetic;

(N) the distribution of an intravenous drug that, by its
formulation, is intended for the replenishment of fluids
and electrolytes (such as sodium, chloride, and potassium)
or calories (such as dextrose and amino acids);

(O) the distribution of an intravenous drug used to
maintain the equilibrium of water and minerals in the
body, such as dialysis solutions;

(P) the distribution of a drug that is intended for irriga-
tion, or sterile water, whether intended for such purposes
or for injection;

(Q) the distribution of medical gas, as defined in section
575;

(R) facilitating the distribution of a product by providing
solely administrative services, including processing of or-
ders and payments; or

(S) the transfer of a product by a hospital or other
health care entity, or by a wholesale distributor or manu-
facturer operating at the direction of the hospital or other
health care entity, to a repackager described in section
581(16)(B) and registered under section 510 for the pur-
pose of repackaging the drug for use by that hospital, or
other health care entity and other health care entities that
are under common control, if ownership of the drug re-
mains with the hospital or other health care entity at all
times.

(5) THIRD-PARTY LOGISTICS PROVIDERS.—Notwithstanding
paragraphs (1) through (4), each entity that meets the defini-
tion of a third-party logistics provider under section 581(22)
shall obtain a license as a third-party logistics provider as de-
scribed in section 584(a) and is not required to obtain a license
as a wholesale distributor if the entity never assumes an own-
ership interest in the product it handles.

(6) AFFILIATE.—For purposes of this subsection, the term “af-
filiate” means a business entity that has a relationship with a
second business entity if, directly or indirectly—

(A) one business entity controls, or has the power to con-
trol, the other business entity; or

(B) a third party controls, or has the power to control,
both of the business entities.

(f)(1)(A) A drug intended for use by animals other than man,
other than a veterinary feed directive drug intended for use in ani-
mal feed or an animal feed bearing or containing a veterinary feed
directive drug, which—

(i) because of its toxicity or other potentiality for harmful ef-
fect, or the method of its use, or the collateral measures nec-
essary for its use, is not safe for animal use except under the
professional supervision of a licensed veterinarian, or

(i1) is limited by an approved application under subsection
(b) of section 512, a conditionally-approved application under
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section 571, or an index listing under section 572 to use under
the professional supervision of a licensed veterinarian,
shall be dispensed only by or upon the lawful written or oral order
of a licensed veterinarian in the course of the veterinarian’s profes-
sional practice.

éB) For purposes of subparagraph (A), an order is lawful if the
order—

(i) is a prescription or other order authorized by law,

(i1) is, if an oral order, promptly reduced to writing by the
person lawfully filling the order, and filed by that person, and

(iii) is refilled only if authorized in the original order or in
a subsequent oral order promptly reduced to writing by the
person lawfully filling the order, and filed by that person.

(C) The act of dispensing a drug contrary to the provisions of this
paragraph shall be deemed to be an act which results in the drug
being misbranded while held for sale.

(2) Any drug when dispensed in accordance with paragraph (1)
of this subsection—

(A) Shall be exempt from the requirements of section 502,
except subsections (a), (g), (h), (1)(2), (1)(3), and (p) of such sec-
tion, and

(B) shall be exempt from the packaging requirements of sub-
sections (g), (h), and (p) of such section, if—

(1) when dispensed by a licensed veterinarian, the drug
bears a label containing the name and address of the prac-
titioner and any directions for use and cautionary state-
ments specified by the practitioner, or

(il) when dispensed by filling the lawful order of a li-
censed veterinarian, the drug bears a label containing the
name and address of the dispenser, the serial number and
date of the order or of its filing, the name of the licensed
veterinarian, and the directions for use and cautionary
statements, if any, contained in such order.

The preceding sentence shall not apply to any drug dispensed in
the course of the conduct of a business of dispensing drugs pursu-
ant to diagnosis by mail.

(3) The Secretary may by regulation exempt drugs for animals
other than man subject to section 512, 571, or 572 from the re-
quirements of paragraph (1) when such requirements are not nec-
essary for the protection of the public health.

(4) A drug which is subject to paragraph (1) shall be deemed to
be misbranded if at any time prior to dispensing its label fails to
bear the statement “Caution: Federal law restricts this drug to use
by or on the order of a licensed veterinarian.”. A drug to which
paragraph (1) does not apply shall be deemed to be misbranded if
at any time prior to dispensing its label bears the statement speci-
fied in the preceding sentence.

(2)(1)(A) The Secretary shall, in accordance with this subsection,
assign a primary agency center to regulate products that constitute
a combination of a drug, device, or biological product.

(B) The Secretary shall conduct the premarket review of any
combination product under a single application, whenever appro-
priate.

(C) For purposes of this subsection, the term “primary mode of
action” means the single mode of action of a combination product
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expected to make the greatest contribution to the overall intended
therapeutic effects of the combination product.

(D) The Secretary shall determine the primary mode of action of
the combination product. If the Secretary determines that the pri-
mary mode of action is that of—

(i) a drug (other than a biological product), the agency center
charged with premarket review of drugs shall have primary ju-
risdiction;

(i) a device, the agency center charged with premarket re-
view of devices shall have primary jurisdiction; or

(iii) a biological product, the agency center charged with pre-
market review of biological products shall have primary juris-
diction.

(E) In determining the primary mode of action of a combination
product, the Secretary shall not determine that the primary mode
of action is that of a drug or biological product solely because the
combination product has any chemical action within or on the
human body.

(F) If a sponsor of a combination product disagrees with the de-
termination under subparagraph (D)—

(i) such sponsor may request, and the Secretary shall pro-
vide, a substantive rationale to such sponsor that references
scientific evidence provided by the sponsor and any other sci-
entific evidence relied upon by the Secretary to support such
determination; and

(i1)(I) the sponsor of the combination product may propose
one or more studies (which may be nonclinical, clinical, or
both) to establish the relevance, if any, of the chemical action
in achieving the primary mode of action of such product;

(IT) if the sponsor proposes any such studies, the Secretary
and the sponsor of such product shall collaborate and seek to
reach agreement, within a reasonable time of such proposal,
not to exceed 90 calendar days, on the design of such studies;
and

(III) if an agreement is reached under subclause (II) and the
sponsor conducts one or more of such studies, the Secretary
shall consider the data resulting from any such study when re-
evaluating the determination of the primary mode of action of
such product, and unless and until such reevaluation has oc-
curred and the Secretary issues a new determination, the de-
termination of the Secretary under subparagraph (D) shall re-
main in effect.

(2)(A)1d) To establish clarity and certainty for the sponsor, the
sponsor of a combination product may request a meeting on such
combination product. If the Secretary concludes that a determina-
tion of the primary mode of action pursuant to paragraph (1)(D) is
necessary, the sponsor may request such meeting only after the
Secretary makes such determination. If the sponsor submits a writ-
ten meeting request, the Secretary shall, not later than 75 calendar
days after receiving such request, meet with the sponsor of such
combination product.

(i) A meeting under clause (i) may—

(I) address the standards and requirements for market ap-
proval or clearance of the combination product;
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(IT) address other issues relevant to such combination prod-
uct, such as requirements related to postmarket modification of
such combination product and good manufacturing practices
applicable to such combination product; and

(III) identify elements under subclauses (I) and (II) that may
be more appropriate for discussion and agreement with the
Secretary at a later date given that scientific or other informa-
tion is not available, or agreement is otherwise not feasible re-
garding such elements, at the time a request for such meeting
is made.

(iii)) Any agreement under this subparagraph shall be in writing
and made part of the administrative record by the Secretary.

(iv) Any such agreement shall remain in effect, except—

(I) upon the written agreement of the Secretary and the
sponsor or applicant; or

(IT) pursuant to a decision by the director of the reviewing
division of the primary agency center, or a person more senior
than such director, in consultation with consulting centers and
the Office, as appropriate, that an issue essential to deter-
mining whether the standard for market clearance or other ap-
plicable standard under this Act or the Public Health Service
Act applicable to the combination product has been identified
since the agreement was reached, or that deviating from the
agreement is otherwise justifiable based on scientific evidence,
for public health reasons.

(3) For purposes of conducting the premarket review of a com-
bination product that contains an approved constituent part de-
scribed in paragraph (4), the Secretary may require that the spon-
sor of such combination product submit to the Secretary only data
or information that the Secretary determines is necessary to meet
the standard for clearance or approval, as applicable, under this
Act or the Public Health Service Act, including any incremental
risks and benefits posed by such combination product, using a risk-
based approach and taking into account any prior finding of safety
and effectiveness or substantial equivalence for the approved con-
stituent part relied upon by the applicant in accordance with para-
graph (5).

(4) For purposes of paragraph (3), an approved constituent part
is—

(A) a drug constituent part of a combination product being
reviewed in a single application or request under section 515,
510(k), or 513(f)(2) (submitted in accordance with paragraph
(5)), that is an approved drug, provided such application or re-
quest complies with paragraph (5);

(B) a device constituent part approved under section 515 that
is referenced by the sponsor and that is available for use by
the Secretary under section 520(h)(4); or

(C) any constituent part that was previously approved,
cleared, or classified under section 505, 510(k), 513(f)(2), or 515
of this Act for which the sponsor has a right of reference or any
constituent part that is a nonprescription drug, as defined in
section 760(a)(2).

(5)(A) If an application is submitted under section 515 or 510(k)
or a request is submitted under section 513(f)(2), consistent with
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any determination made under paragraph (1)(D), for a combination
product containing as a constituent part an approved drug—

(i) the application or request shall include the certification or
statement described in section 505(b)(2); and

(ii) the applicant or requester shall provide notice as de-
scribed in section 505(b)(3).

(B) For purposes of this paragraph and paragraph (4), the term
“approved drug” means an active ingredient—

(i) that was in an application previously approved under sec-
tion 505(c);

(ii)) where such application is relied upon by the applicant
submitting the application or request described in subpara-
graph (A);

(i11) for which full reports of investigations that have been
made to show whether such drug is safe for use and whether
such drug is effective in use were not conducted by or for the
applicant submitting the application or request described in
subparagraph (A); and

(iv) for which the applicant submitting the application or re-
quest described in subparagraph (A) has not obtained a right
of reference or use from the person by or for whom the inves-
tigations described in clause (iii) were conducted.

(C) The following provisions shall apply with respect to an appli-
cation or request described in subparagraph (A) to the same extent
and in the same manner as if such application or request were an
application described in section 505(b)(2) that referenced the ap-
proved drug:

(i) Subparagraphs (A), (B), (C), and (D) of section 505(c)(3).

(i1) Clauses (ii), (iii), and (iv) of section 505(c)(3)(E).

(iii) Subsections (b) and (c) of section 505A.

(iv) Section 505E(a).

(v) Section 527(a).

(D) Notwithstanding any other provision of this subsection, an
application or request for classification for a combination product
described in subparagraph (A) shall be considered an application
submitted under section 505(b)(2) for purposes of section
271(e)(2)(A) of title 35, United States Code.

(6) Nothing in this subsection shall be construed as prohibiting
a sponsor from submitting separate applications for the constituent
parts of a combination product, unless the Secretary determines
that a single application is necessary.

(7) Nothing in this subsection shall prevent the Secretary from
using any agency resources of the Food and Drug Administration
necessary to ensure adequate review of the safety, effectiveness, or
substantial equivalence of an article.

(8)(A) Not later than 60 days after the date of the enactment of
this paragraph, the Secretary shall establish within the Office of
the Commissioner of Food and Drugs an office to ensure the
prompt assignment of combination products to agency centers, the
timely and effective premarket review of such products, and con-
sistent and appropriate postmarket regulation of like products sub-
ject to the same statutory requirements to the extent permitted by
law. Additionally, the office shall, in determining whether a prod-
uct is to be designated a combination product, consult with the
component within the Office of the Commissioner of Food and
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Drugs that is responsible for such determinations. Such office (re-
ferred to in this paragraph as the “Office”) shall have appropriate
scientific and medical expertise, and shall be headed by a director.

(B) In carrying out this subsection, the Office shall, for each com-
bination product, promptly assign an agency center with primary
jurisdiction in accordance with paragraph (1) for the premarket re-
view of such product.

(C)d) In carrying out this subsection, the Office shall help to en-
sure timely and effective premarket review that involves more than
one agency center by coordinating such reviews, overseeing the
timeliness of such reviews, and overseeing the alignment of feed-
back regarding such reviews.

(i) In order to ensure the timeliness and alignment of the pre-
market review of a combination product, the agency center with
primary jurisdiction for the product, and the consulting agency cen-
ter, shall be responsible to the Office with respect to the timeliness
and alignment of the premarket review.

(iii) The Office shall ensure that, with respect to a combination
product, a designated person or persons in the primary agency cen-
ter is the primary point or points of contact for the sponsor of such
combination product. The Office shall also coordinate communica-
tions to and from any consulting center involved in such premarket
review, if requested by such primary agency center or any such
consulting center. Agency communications and commitments, to
the extent consistent with other provisions of law and the require-
ments of all affected agency centers, from the primary agency cen-
ter shall be considered as communication from the Secretary on be-
half of all agency centers involved in the review.

(iv) The Office shall, with respect to the premarket review of a
combination product—

(I) ensure that any meeting between the Secretary and the
sponsor of such product is attended by each agency center in-
volved in the review, as appropriate;

(IT) ensure that each consulting agency center has completed
its premarket review and provided the results of such review
to the primary agency center in a timely manner; and

(IIT) ensure that each consulting center follows the guidance
described in clause (vi) and advises, as appropriate, on other
relevant regulations, guidances, and policies.

(v) In seeking agency action with respect to a combination prod-
uct, the sponsor of such product—

(I) shall identify the product as a combination product; and

(II) may request in writing the participation of representa-
tives of the Office in meetings related to such combination
product, or to have the Office otherwise engage on such regu-
latory matters concerning the combination product.

(vi) Not later than 4 years after the date of enactment of the 21st
Century Cures Act, and after a public comment period of not less
than 60 calendar days, the Secretary shall issue a final guidance
that describes—

(I) the structured process for managing pre-submission inter-
actions with sponsors developing combination products;

(II) the best practices for ensuring that the feedback in such
pre-submission interactions represents the Agency’s best advice
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based on the information provided during such pre-submission
interactions;

(IIT) the information that is required to be submitted with a
meeting request under paragraph (2), how such meetings re-
late to other types of meetings in the Food and Drug Adminis-
tration, and the form and content of any agreement reached
through a meeting under such paragraph (2);

(D) In carrying out this subsection, the Office shall ensure the
consistency and appropriateness of postmarket regulation of like
products subject to the same statutory requirements to the extent
permitted by law.

(E)(i) Any dispute regarding the timeliness of the premarket re-
view of a combination product may be presented to the Office for
resolution, unless the dispute is clearly premature.

(ii) During the review process, any dispute regarding the sub-
stance of the premarket review may be presented to the Commis-
sioner of Food and Drugs after first being considered by the agency
center with primary jurisdiction of the premarket review, under the
scientific dispute resolution procedures for such center. The Com-
missioner of Food and Drugs shall consult with the Director of the
Office in resolving the substantive dispute.

(F) The Secretary, acting through the Office, shall review each
agreement, guidance, or practice of the Secretary that is specific to
the assignment of combination products to agency centers and shall
determine whether the agreement, guidance, or practice is con-
sistent with the requirements of this subsection. In carrying out
such review, the Secretary shall consult with stakeholders and the
directors of the agency centers. After such consultation, the Sec-
retary shall determine whether to continue in effect, modify, revise,
or eliminate such agreement, guidance, or practice, and shall pub-
lish in the Federal Register a notice of the availability of such
modified or revised agreement, guidance or practice. Nothing in
this paragraph shall be construed as preventing the Secretary from
following each agreement, guidance, or practice until continued,
modified, revised, or eliminated.

(@) Not later than one year after the date of the enactment of
this paragraph (except with respect to clause (iv), beginning not
later than one year after the date of the enactment of the 21st Cen-
tury Cures Act) and annually thereafter, the Secretary shall report
to the appropriate committees of Congress on the activities and im-
pact of the Office. The report shall include provisions—

(i) describing the numbers and types of combination products
under review and the timeliness in days of such assignments,
reviews, and dispute resolutions;

(ii) identifying the number of premarket reviews of such
products that involved a consulting agency center;

(ii1)) describing improvements in the consistency of
postmarket regulation of combination products; and

(iv) identifying the percentage of combination products for
which a dispute resolution, with respect to premarket review,
was requested by the combination product’s sponsor.

(H) Nothing in this paragraph shall be construed to limit the reg-
ulatory authority of any agency center.

(9) As used in this subsection:
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(A) The term “agency center” means a center or alternative
organizational component of the Food and Drug Administra-
tion.

(B) The term “biological product” has the meaning given the
term in section 351(1) of the Public Health Service Act (42
U.S.C. 262()).

(C) The term “market clearance” includes—

(i) approval of an application under section 505, 507,
515, or 520(g);

(i1) a finding of substantial equivalence under this sub-
chapter;

(i1i) approval of a biologics license application under sub-
section (a) of section 351 of the Public Health Service Act
(42 U.S.C. 262); and

(iv) de novo classification under section 513(a)(1).

(D) The terms “premarket review” and “reviews” include all
activities of the Food and Drug Administration conducted prior
to approval or clearance of an application, notification, or re-
quest for classification submitted under section 505, 510(k),
513(H)(2), 515, or 520 of this Act or under section 351 of the
Public Health Service Act, including with respect to investiga-
tional use of the product.

* * *k & * * *
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