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The Committee on Energy and Commerce, to whom was referred
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SECTION 1. SHORT TITLE.

This Act may be cited as the “Creating and Restoring Equal Access to Equivalent
Samples Act of 2019” or the “CREATES Act of 2019”.

SEC. 2. ACTIONS FOR DELAYS OF GENERIC DRUGS AND BIOSIMILAR BIOLOGICAL PRODUCTS.

(a) DEFINITIONS.—In this section—

(1) the term “commercially reasonable, market-based terms” means—

(A) a nondiscriminatory price for the sale of the covered product at or
below, but not greater than, the most recent wholesale acquisition cost for
the drug, as defined in section 1847A(c)(6)(B) of the Social Security Act (42
U.S.C. 1395w—3a(c)(6)(B));

(B) a schedule for delivery that results in the transfer of the covered
product to the eligible product developer consistent with the timing under
subsection (b)(2)(A)(iv); and

(C) no additional conditions are imposed on the sale of the covered prod-
uct;

(2) the term “covered product”—

(A) means—

(i) any drug approved under subsection (c) or (j) of section 505 of the
Federal Food, Drug, and Cosmetic Act (21 U.S.C. 355) or biological
product licensed under subsection (a) or (k) of section 351 of the Public
Health Service Act (42 U.S.C. 262);

(i1) any combination of a drug or biological product described in
clause (i); or

(ii1) when reasonably necessary to support approval of an application
under section 505 of the Federal Food, Drug, and Cosmetic Act (21
U.S.C. 355), or section 351 of the Public Health Service Act (42 U.S.C.
262), as applicable, or otherwise meet the requirements for approval
under either such section, any product, including any device, that is
marketed or intended for use with such a drug or biological product;
and

(B) does not include any drug or biological product that appears on the
drug shortage list in effect under section 506E of the Federal Food, Drug,
and Cosmetic Act (21 U.S.C. 356¢), unless—

(i) the drug or biological product has been on the drug shortage list
in effect under such section 506E continuously for more than 6 months;
or

(i1) the Secretary determines that inclusion of the drug or biological
product as a covered product is likely to contribute to alleviating or pre-
venting a shortage.

(3) the term “device” has the meaning given the term in section 201 of the
Federal Food, Drug, and Cosmetic Act (21 U.S.C. 321);

(4) the term “eligible product developer” means a person that seeks to develop
a product for approval pursuant to an application for approval under subsection
(b)(2) or (j) of section 505 of the Federal Food, Drug, and Cosmetic Act (21
U.S.C. 355) or for licensing pursuant to an application under section 351(k) of
the Public Health Service Act (42 U.S.C. 262(k));

(5) the term “license holder” means the holder of an application approved
under subsection (c) or (j) of section 505 of the Federal Food, Drug, and Cos-
metic Act (21 U.S.C. 355) or the holder of a license under subsection (a) or (k)
of section 351 of the Public Health Service Act (42 U.S.C. 262) for a covered
product;

(6) the term “REMS” means a risk evaluation and mitigation strategy under
section 505-1 of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 355-1);

(7) the term “REMS with ETASU” means a REMS that contains elements to
assure safe use under section 505-1(f) of the Federal Food, Drug, and Cosmetic
Act (21 U.S.C. 355-1(D));

(8) the term “Secretary” means the Secretary of Health and Human Services;

(9) the term “single, shared system of elements to assure safe use” means a
single, shared system of elements to assure safe use under section 505-1(f) of
the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 355-1(f)); and

(10) the term “sufficient quantities” means an amount of a covered product
that the eligible product developer determines allows it to—

(A) conduct testing to support an application under—

(i) subsection (b)(2) or (j) of section 505 of the Federal Food, Drug,
and Cosmetic Act (21 U.S.C. 355); or

(i1) section 351(k) of the Public Health Service Act (42 U.S.C. 262(k));
and
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(B) fulfill any regulatory requirements relating to approval of such an ap-
plication.
(b) C1viL ACTION FOR FAILURE TO PROVIDE SUFFICIENT QUANTITIES OF A COVERED
PropucT.—

(1) IN GENERAL.—An eligible product developer may bring a civil action
against the license holder for a covered product seeking relief under this sub-
section in an appropriate district court of the United States alleging that the
license holder has declined to provide sufficient quantities of the covered prod-
uct to the eligible product developer on commercially reasonable, market-based
terms.

(2) ELEMENTS.—

(A) IN GENERAL.—To prevail in a civil action brought under paragraph
Ell), an eligible product developer shall prove, by a preponderance of the evi-
ence—
(1) that—
(I) the covered product is not subject to a REMS with ETASU;

r
(IT) if the covered product is subject to a REMS with ETASU—
(aa) the eligible product developer has obtained a covered
product authorization from the Secretary in accordance with
subparagraph (B); and
(bb) the eligible product developer has provided a copy of the
covered product authorization to the license holder;

(i1) that, as of the date on which the civil action is filed, the product
developer has not obtained sufficient quantities of the covered product
on commercially reasonable, market-based terms;

(ii1) that the eligible product developer has requested to purchase suf-
ficient quantities of the covered product from the license holder; and

(iv) that the license holder has not delivered to the eligible product
developer sufficient quantities of the covered product on commercially
reasonable, market-based terms—

(I) for a covered product that is not subject to a REMS with
ETASU, by the date that is 31 days after the date on which the
license holder received the request for the covered product; and

(II) for a covered product that is subject to a REMS with ETASU,
by 31 days after the later of—

(aa) the date on which the license holder received the re-
quest for the covered product; or

(bb) the date on which the license holder received a copy of
the covered product authorization issued by the Secretary in
accordance with subparagraph (B).

(B) AUTHORIZATION FOR COVERED PRODUCT SUBJECT TO A REMS WITH
ETASU.—

(i) REQUEST.—An eligible product developer may submit to the Sec-
retary a written request for the eligible product developer to be author-
ized to obtain sufficient quantities of an individual covered product sub-
ject to a REMS with ETASU.

(i1) AUTHORIZATION.—Not later than 120 days after the date on which
a request under clause (i) is received, the Secretary shall, by written
notice, authorize the eligible product developer to obtain sufficient
quantities of an individual covered product subject to a REMS with
ETASU for purposes of—

(I) development and testing that does not involve human clinical
trials, if the eligible product developer has agreed to comply with
any conditions the Secretary determines necessary; or

(IT) development and testing that involves human clinical trials,
if the eligible product developer has—

(aa)(AA) submitted protocols, informed consent documents,
and informational materials for testing that include protections
that provide safety protections comparable to those provided by
the REMS for the covered product; or

(BB) otherwise satisfied the Secretary that such protections
will be provided; and
. (}ll)b) met any other requirements the Secretary may estab-

ish.

(ii1) NOTICE.—A covered product authorization issued under this sub-
paragraph shall state that the provision of the covered product by the
license holder under the terms of the authorization will not be a viola-
tion of the REMS for the covered product.

[0}
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(3) AFFIRMATIVE DEFENSE.—In a civil action brought under paragraph (1), it
shall be an affirmative defense, on which the defendant has the burden of per-
suasion by a preponderance of the evidence—

(A) that, on the date on which the eligible product developer requested
to purchase sufficient quantities of the covered product from the license
holder—

(i) neither the license holder nor any of its agents, wholesalers, or
distributors was engaged in the manufacturing or commercial mar-
keting of the covered product; and

(i1) neither the license holder nor any of its agents, wholesalers, or
distributors otherwise had access to inventory of the covered product to
supply to the eligible product developer on commercially reasonable,
market-based terms;

(B) that—

(i) the license holder sells the covered product through agents, dis-
tributors, or wholesalers;

(i1) the license holder has placed no restrictions, explicit or implicit,
on its agents, distributors, or wholesalers to sell covered products to eli-
gible product developers; and

(ii1) the covered product can be purchased by the eligible product de-
veloper in sufficient quantities on commercially reasonable, market-
based terms from the agents, distributors, or wholesalers of the license
holder; or

(C) that the license holder made an offer to sell sufficient quantities of
the covered product to the eligible product developer at commercially rea-
sonable market-based terms—

(i) for a covered product that is not subject to a REMS with ETASU,
by the date that is 14 days after the date on which the license holder
received the request for the covered product, and the eligible product
developer did not accept such offer by the date that is 7 days after the
date on which the eligible product developer received such offer from
the license holder; or

(i1) for a covered product that is subject to a REMS with ETASU, by
the date that is 20 days after the date on which the license holder re-
ceived the request for the covered product, and the eligible product de-
veloper did not accept such offer by the date that is 10 days after the
date on which the eligible product developer received such offer from
the license holder.

(4) METHODS FOR TRANSMISSION OF REQUESTS FOR COVERED PRODUCTS.—A
written request for a covered product, offer to sell a covered product, or accept-
ance of such an offer between the eligible product developer and the license
holder shall be made by—

(A) certified or registered mail with return receipt requested;

(B) personal delivery; or

(C) electronic means.

(5) REMEDIES.—

(A) IN GENERAL.—If an eligible product developer prevails in a civil action
brought under paragraph (1), the court shall—

(i) order the license holder to provide to the eligible product developer
without delay sufficient quantities of the covered product on commer-
cially reasonable, market-based terms;

(ii) award to the eligible product developer reasonable attorney’s fees
and costs of the civil action; and

(iii) award to the eligible product developer a monetary amount suffi-
cient to deter the license holder from failing to provide eligible product
developers with sufficient quantities of a covered product on commer-
cially reasonable, market-based terms, if the court finds, by a prepon-
derance of the evidence—

(D) that the license holder delayed providing sufficient quantities
of the covered product to the eligible product developer without a
legitimate business justification; or

(IT) that the license holder failed to comply with an order issued
under clause (i).

(B) MAXIMUM MONETARY AMOUNT.—A monetary amount awarded under
subparagraph (A)(iii) shall not be greater than the revenue that the license
holder earned on the covered product during the period—

(i) beginning on—
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(I) for a covered product that is not subject to a REMS with
ETASU, the date that is 31 days after the date on which the li-
cense holder received the request; or

(II) for a covered product that is subject to a REMS with ETASU,
the date that is 31 days after the later of—

(aa) the date on which the license holder received the re-
quest; or
(bb) the date on which the license holder received a copy of
the covered product authorization issued by the Secretary in
accordance with paragraph (2)(B); and
(i1) ending on the date on which the eligible product developer re-
ceived sufficient quantities of the covered product.

(C) AVOIDANCE OF DELAY.—The court may issue an order under subpara-
graph (A)(i) before conducting further proceedings that may be necessary to
determine whether the eligible product developer is entitled to an award
undefi clause (i1) or (iii) of subparagraph (A), or the amount of any such
award.

(c) LIMITATION OF LIABILITY.—A license holder for a covered product shall not be
liable for any claim under Federal, State, or local law arising out of the failure of
an eligible product developer to follow adequate safeguards to assure safe use of the
covered product during development or testing activities described in this section,
including transportation, handling, use, or disposal of the covered product by the eli-
gible product developer.

(d) No VioLATION OF REMS.—Section 505-1 of the Federal Food, Drug, and Cos-
metic Act (21 U.S.C. 355-1) is amended by adding at the end the following new sub-
section:

“1) PROVISION OF SAMPLES NOT A VIOLATION OF STRATEGY.—The provision of
samples of a covered product to an eligible product developer (as those terms are
defined in section 2(a) of the Creating and Restoring Equal Access to Equivalent
Samples Act of 2019) shall not be considered a violation of the requirements of any
risk evaluation and mitigation strategy that may be in place under this section for
such drug.”.

(e) RULE OF CONSTRUCTION.—

(1) DEFINITION.—In this subsection, the term “antitrust laws”—

(A) has the meaning given the term in subsection (a) of the first section
of the Clayton Act (15 U.S.C. 12); and

(B) includes section 5 of the Federal Trade Commission Act (15 U.S.C. 45)
to the extent that such section applies to unfair methods of competition.

(2) ANTITRUST LAWS.—Nothing in this section shall be construed to limit the
operation of any provision of the antitrust laws.

SEC. 3. REMS APPROVAL PROCESS FOR SUBSEQUENT FILERS.

Section 505-1 of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 355-1), as
amended by section 2, is further amended—
(1) in subsection (g)(4)(B)—

(A) in clause (i) by striking “or” after the semicolon;

(B) in clause (ii) by striking the period at the end and inserting “; or”;
and

(C) by adding at the end the following:

“(iii) accommodate different, comparable aspects of the elements to
assure safe use for a drug that is the subject of an application under
section 505(j), and the applicable listed drug.”;

(2) in subsection (i)(1), by striking subparagraph (C) and inserting the fol-
lowing:

“(C)(1) Elements to assure safe use, if required under subsection (f) for the
listed drug, which, subject to clause (ii), for a drug that is the subject of
an application under section 505(j) may use—

“(I) a single, shared system with the listed drug under subsection (f);

“(II) a different, comparable aspect of the elements to assure safe use
under subsection (f).

“(i1) The Secretary may require a drug that is the subject of an applica-
tion under section 505(j) and the listed drug to use a single, shared system
under subsection (f), if the Secretary determines that no different, com-
parable aspect of the elements to assure safe use could satisfy the require-
ments of subsection (f).”;

(3) in subsection (i), by adding at the end the following:
“(3) SHARED REMS.—If the Secretary approves, in accordance with paragraph
(IXC)E)II), a different, comparable aspect of the elements to assure safe use
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under subsection (f) for a drug that is the subject of an abbreviated new drug
application under section 505(j), the Secretary may require that such different
comparable aspect of the elements to assure safe use can be used with respect
to any other drug that is the subject of an application under section 505() or
505(b) that references the same listed drug.”; and

(4) by adding at the end the following:

“(m) SEPARATE REMS.—When used in this section, the terms ‘different, com-
parable aspect of the elements to assure safe use’ or ‘different, comparable approved
risk evaluation and mitigation strategies’ means a risk evaluation and mitigation
strategy for a drug that is the subject of an application under section 505(j) that
uses different methods or operational means than the strategy required under sub-
section (a) for the applicable listed drug, or other application under section 505()
with the same such listed drug, but achieves the same level of safety as such strat-

egy.”.
SEC. 4. RULE OF CONSTRUCTION.

(a) IN GENERAL.—Nothing in this Act, the amendments made by this Act, or in
section 505-1 of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 355-1), shall
be construed as—

(1) prohibiting a license holder from providing an eligible product developer
access to a covered product in the absence of an authorization under this Act;

or
(2) in any way negating the applicability of a REMS with ETASU, as other-
wise required under such section 505-1, with respect to such covered product.
(b) DEFINITIONS.—In this section, the terms “covered product”, “eligible product
developer”, “license holder”, and “REMS with ETASU” have the meanings given
such terms in section 3(a).

PURPOSE AND SUMMARY

H.R. 965, the “Creating and Restoring Equal Access to Equiva-
lent Samples Act of 2019”7, was introduced on February 5, 2019, by
Reps. Cicilline (D-RI), Sensenbrenner (R—WI), Nadler (D-NY), Col-
lins (R—GA), Welch (D-VT), and McKinley (R-WYV), and referred to
the Committee on Energy and Commerce and the Committee on
the Judiciary. H.R. 965 clarifies the process by which a generic
manufacturer could seek Food and Drug Administration (FDA) au-
thorization to obtain sufficient quantities of samples for testing.
The bill would also allow a generic manufacturer facing delays in
receiving the requested samples to bring an action in federal court
to obtain the samples it needs. Courts would be authorized to
award monetary damages sufficient to deter future gaming. It
would also clarify the FDA’s discretion to allow generic manufac-
turers to operationalize equivalent safety protocols in a separate
system instead of entering a shared safety protocol with brand
manufacturers, provided that such separate protocol meets the
same safety standard as the original system.

BACKGROUND AND NEED FOR LEGISLATION

Drug prices in the United States see considerable reductions
through market availability of multiple generic drugs following ex-
piration of market exclusivity.! FDA found that generic competition
helps decrease prices most significantly when a third competing
product is introduced into the market. Drug prices also continue to
decrease with additional market entry—even up to the seventh
competing product.2

1AS Kesselheim, J Avorn, & A Sarpatwari, The High Cost of Prescription Drugs in the United
States: Origins and Prospects for Reform (2016) (https:/www.ncbi.nlm.nih.gov/pubmed/
27552619).

2Food and Drug Administration (FDA), “Generic Competition and Drug Prices.” (https:/
www.fda.gov/AboutFDA/CentersOffices/OfficeofMedical ProductsandTobacco/CDER/
ucm129385.htm).
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Access to brand drug samples is integral to the competition con-
templated by the Hatch-Waxman Act.2 Some branded drug manu-
facturers use restricted distribution systems—including safety pro-
tocols called Risk Evaluation and Mitigation Strategies or REMS—
to delay or impede generic competition through the delay or denial
of the sale of samples needed to conduct testing necessary for pur-
poses of FDA approval, or through the delay of negotiations on sin-
gle, shared protocols.4>

The CREATES Act seeks to discourage the delay or denial of the
sale of samples needed for purposes of submitting an application to
the FDA by allowing a manufacturer facing delay tactics to bring
an action in federal court for injunctive relief. Courts would be au-
thorized to award monetary damages in an amount sufficient to
deter gaming by brand manufacturers. FDA would also be given
clarified discretion to allow generic manufacturers to operationalize
equivalent safety protocols in a different separate system rather
than enter a shared safety protocol with brand manufacturers.

COMMITTEE HEARINGS

For the purposes of section 103(i) of H. Res. 6 of the 116th Con-
gress, the following hearing was used to develop or consider H.R.
965:

The Subcommittee on Health held a legislative hearing entitled,
“Lowing the Cost of Prescription Drugs: Reducing Barriers to Mar-
ket Competition” on March 13, 2019, to consider H.R. 965, the
“Creating and Restoring Equal Access to Equivalent Samples Act
of 2019” and six other bills. The Subcommittee received testimony
from the following witnesses:

(1) Lou Kennedy, Chief Executive Officer and Owner,
Nephron Pharmaceuticals;

(2) Anthony Barrueta, Senior Vice President for Government
Relations, Kaiser Permanente;

(8) Michael Carrier, Distinguished Professor, Rutgers Law
School;

(4) Kurt Karst, Director, Hyman, Phelps & McNamara, P.C.;

(5) Jeff Kushan, Partner, Sidley Austin LLP;

(6) Marc M. Boutin, JD, Chief Executive Officer, National
Health Council; and

(7) Chester “Chip” Davis, Jr., President and Chief Executive
Officer, Association for Accessible Medicines.

COMMITTEE CONSIDERATION

H.R. 965, the “Creating and Restoring Equal Access to Equiva-
lent Samples Act of 2019” or the “CREATES Act of 2019”, was in-
troduced on February 5, 2019, by Rep. David N. Cicilline (D-RI),
and referred to the Committee on Energy and Commerce. The bill
was subsequently referred to the Subcommittee on Health on Feb-
ruary 6, 2019. Following legislative hearings, the Subcommittee
met in open markup session, pursuant to notice, on H.R. 965 on

3Michael Carrier, Sharing, Samples, and Generics: An Antitrust Framework (2017) (http:/
cornelllawreview.org/files/2017/11/1.Carrierfinal.pdf).

4 Alex Brill, Unrealized Savings from the Misuse of REMS and Non-REMS Barriers (2018)
(https://accessiblemeds.org/sites/default/files/201809/REMS_WhitePaper September2018
%5B§%5D.pdf).

51d. 3
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March 26, 2019, for consideration of the bill. An amendment was
offered by Mr. Welch (D-VT) was agreed to by a voice vote. An
amendment by Mr. Gianforte (R-MT) and an amendment by Mr.
Buchson (R-IN) were each defeated by a voice vote. Subsequently,
the Subcommittee on Health agreed to a motion by Ms. Eshoo,
Chairwoman of the Subcommittee, to favorably forward H.R. 965,
amended, to the full Committee on Energy and Commerce by a
voice vote.

On April 3, 2019, the full Committee met in open markup ses-
sion, pursuant to notice, to consider H.R. 965. During markup of
the bill, an amendment in the nature of a substitute offered by Mr.
Pallone (D-NJ) was adopted by a voice vote. At the conclusion of
consideration of the bill, the full Committee agreed to a motion by
Mr. Pallone, Chairman of the Committee, to order H.R. 965 favor-
ably reported to the House, amended, by a record vote of 51 yeas
to 0 nays.

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 a record vote was taken on final passage of H.R. 965. A
motion by Mr. Pallone to order H.R. 965 favorably reported to the
House, amended, was agreed to by a record vote of 51 yeas to 0
nays. The following is that record vote taken during Committee
consideration, including the names of those members voting for and
against:
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COMMITTEE ON ENERGY AND COMMERCE - 116" CONGRESS
ROLL CALL VOTE # 14

BILL: H.R. 965, the “CREATES Act of 2019”

MOTION: A motion by Mr. Pallone to order H.R. 965 favorably reported to the House,
amended. (Final Passage)

DISPOSITION: AGREED TO by a roll call vote of 51 yeas to 0 nays.

REPRESENTATIVE YEAS | NAYS | PRESENT | REPRESENTATIVE | YEAS | NAYS | PRESENT
Rep. Pallone X Rep. Walden X
Rep. Rush X Rep. Upton X
Rep. Eshoo X Rep. Shimkus X
Rep. Engel Rep. Burgess X
Rep. DeGette X Rep. Scalise
Rep. Doyle X Rep. Latta X
Rep. Schakowsky X Rep. Rodgers X
Rep. Butterfield X Rep. Guthrie X
Rep. Matsui X Rep. Olson X
Rep. Castor X Rep. McKinley X
Rep. Sarbanes X Rep. Kinzinger X
Rep. McNerney X Rep. Griffith X
Rep. Welch X Rep. Bilirakis X
Rep. Lujan X Rep. Johnson X
Rep. Tonko X Rep. Long X
Rep. Clarke X Rep. Buschon X
Rep. Loebsack X Rep. Flores X
Rep. Schrader X Rep. Brooks X
Rep. Kennedy X Rep. Mullin
Rep. Cardenas X Rep. Hudson X
Rep. Ruiz X Rep. Walberg X
Rep. Peters X Rep. Carter X
Rep. Dingell X Rep. Duncan X
Rep. Veasey X Rep. Gianforte X
Rep. Kuster X
Rep. Kelly X
Rep. Barragan X
Rep. McEachin
Rep. Blunt Rochester X
Rep. Soto X
Rep. O’Halleran X

04/03/2019
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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.

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.

CONGRESSIONAL BUDGET OFFICE ESTIMATE

With respect to the requirements of clause (3)(c)(3) of rule XIII
of the Rules of the House of Representatives and section 402 of the
Congressional Budget Act of 1974, the Committee has received the
following cost estimate for H.R. 965 from the Director of the Con-
gressional Budget Office:

U.S. CONGRESS,
CONGRESSIONAL BUDGET OFFICE,
Washington, DC, April 25, 2019.
Hon. FRANK PALLONE, Jr.,
Chairman, Committee on Energy and Commerce,
House of Representatives, Washington, DC.

DEAR MR. CHAIRMAN: The Congressional Budget Office has pre-
pared the enclosed cost estimate for H.R. 965, the CREATES Act
of 2019.

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

Sincerely,
KeITH HALL,
Director.

Enclosure.
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i Millions of Dollars 2018 2019-2024 2019-2029 i
Dirsot Spending (Qutlays} 0 -801 -3,288 ‘
H

| Revenues 0 165 809

| Deficit Effect 0 1,066 -3,908

H.R. 965 would create a private right of action that would allow
developers of generic drugs or biosimilar products to bring civil
lawsuits against manufacturers of brand-name drugs if sufficient
quantities of reference samples of a branded product are not made
available for premarket testing. (To obtain marketing approval of
their products from the Food and Drug Administration (FDA), de-
velopers of generic or biosimilar drugs currently must purchase ref-
erence samples to conduct the testing required to demonstrate that
their drugs meet the FDA’s approval criteria.)

The bill also would remove a statutory requirement that manu-
facturers of generic or biosimilar versions of certain drugs that
carry a significant risk of serious side effects use the same risk
management system as the brand-name reference drug to ensure
safe use of the product. Instead, it would provide the FDA with
more discretion to allow those manufacturers to use comparable
safety systems on a case-by-case basis.

CBO expects that the bill’s provisions would allow generic drugs
(including biosimilar versions of biologics) to enter the market ear-
lier, on average, than they would under current law. Because of the
earlier entry of lower-priced generic drugs, CBO estimates, enact-
ing the legislation would reduce federal spending on prescription
drugs and subsidies for health insurance. In total, CBO estimates
that enacting H.R. 965 would decrease the deficit by $3.9 billion
over the 2019-2029 period. That amount includes a $3.3 billion re-
duction in direct spending and a $0.6 billion increase in revenues.

CBO also estimates that implementing H.R. 965 would decrease
spending subject to appropriation by $118 million over the 2019—
2024 period, assuming appropriation actions consistent with the
bill. That decrease would result primarily because lower estimated
drug prices would reduce costs for discretionary health programs.

The estimated budgetary effect of H.R 965 is shown in Table 1.
The effects of the legislation fall primarily within budget functions
550 (health), and 570 (Medicare).
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The CBO staff contact for this estimate is Ellen Werble. The esti-
mate was reviewed by Leo Lex, Deputy Assistant Director for
Budget Analysis.

FEDERAL MANDATES STATEMENT

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

STATEMENT OF GENERAL PERFORMANCE GOALS AND OBJECTIVES

Pursuant to clause 3(c)(4) of rule XIII, the general performance
goal or objective of this legislation is to promote competition in the
market for drugs and biological products by facilitating the timely
entry of lower-cost generic and biosimilar versions of those drugs
and biological products.

DUPLICATION OF FEDERAL PROGRAMS

Pursuant to clause 3(c)(5) of rule XIII, no provision of H.R. 965
is known to be duplicative of another Federal program, including
any program that was included in a report to Congress pursuant
to section 21 of Public Law 111-139 or the most recent Catalog of
Federal Domestic Assistance.

COMMITTEE COST ESTIMATE

Pursuant to clause 3(d)(1) of rule XIII, the Committee adopts as
its own the cost estimate prepared by the Director of the Congres-
sional Budget Office pursuant to section 402 of the Congressional
Budget Act of 1974.

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. 965 contains no earmarks, limited tax benefits, or
limited tariff benefits.

ADVISORY COMMITTEE STATEMENT

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

APPLICABILITY TO LEGISLATIVE BRANCH

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

SECTION-BY-SECTION ANALYSIS OF THE LEGISLATION

Section 1. Short title

Section 1 states that the Act may be cited as the “Creating and
Restoring Equal Access to Equivalent Samples Act of 2019” or the
“CREATES Act of 2019”.
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Section 2. Actions for delays of generic drugs and biosimilar biologi-
cal products

Subsection (a) clarifies the meaning of key terms used in the leg-
islation. Such terms include:

e “Commercially Reasonable, Market-Based Terms” to in-
clude only the following: a non-discriminatory price that is at
or below the most recent wholesale acquisition cost for that
drug product and a schedule for delivery that meets the re-
quired timelines outlined in the bill.

e “Covered Product” as any drug approved under section 505
or any biological product that is licensed under section 351 of
the Public Health Services Act (PHSA), including any combina-
tion of products and when reasonably necessary to demonstrate
sameness, biosimilarity, or interchangeability, any product, in-
cluding any device, that is marketed or intended for use with
such drug or biological product. This definition is intended to
include all drug products and biologics with the exception of
products that are on the drug shortage list under section 506E
of the Federal Food, Drug, and Cosmetic Act, unless the prod-
uct has been on the shortage list continuously for more than
6 months or the Secretary determines that inclusion of the
drug in the covered product definition is likely to contribute to
alleviating or preventing a shortage.

e “Eligible Product Developer” as a person that seeks to de-
velop an application for the approval of a drug under section
505(b) or 505(j) or the licensing of a biological product under
section 351 of the PHSA. This definition is intended to include
developers of generic products, 505(b)(2) drug products, and
biosimilars.

e “License Holder” refers to the holder of an application or
a license for a covered product (including the holder’s agents,
wholesalers, distributors, assigns, and corporate affiliates).

e “Sufficient Quantities” refers to an amount of the covered
product that the eligible product developer determines allows
it to conduct the necessary testing to support their application
and meet any additional regulatory requirements.

Subsection (b) allows an eligible product developer to bring a civil
action against a license holder if the license holder has refused to
provide sufficient quantities of the covered product to the eligible
product developer on commercially reasonable, market-based
terms.

Paragraph (b)(2) sets out a series of elements that the eligible
product developer must prove by a preponderance of evidence to
prevail in their case. Evidence for such a case would include: as of
the date the civil action is filed that the eligible product developer
has not obtained sufficient quantities of the covered product on
commercially reasonable, market-based terms; that the eligible
product developer had made a request; and that the license holder
has not delivered to the eligible product developer sufficient quan-
tities of the covered product on commercially reasonable, market-
based terms.

Further, paragraph (b)(2) allows eligible product developers to re-
quest authorization to access products subject to REMS with ele-
ments to assure safe use (ETASU) if they meet certain safety con-
ditions or otherwise satisfy the FDA that such protections will be
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provided, to receive from FDA authorization to obtain an individual
covered product for development and testing purposes. The com-
mittee intends this subparagraph to require the FDA to make an
authorization decision within 120 days of receiving such request. It
further provides that the contents of such request must meet FDA
requirements to provide safety protections comparable to those pro-
vided by the REMS for the covered product, including specific con-
ditions related to protections for any clinical trial protocols.

Paragraph (b)(3) establishes several affirmative defenses for the
license holder, including to show that it has placed no restrictions
on its agents, distributors, or wholesalers to sell covered products
to generic manufacturers; that the product can be purchased by the
generic manufacturer in sufficient quantities on commercially rea-
sonable, market-based terms; or that the license holder made an
offer via appropriate means to sell sufficient quantities of the cov-
ered product to the eligible product developer at commercially-rea-
sonable, market-based terms and that the eligible product devel-
oper did not accept the offer within a reasonable timeframe.

Paragraph (b)(4) specifies that a written request, offer to sell, or
acceptive of such offer of a covered product between the eligible
product developer and license holder shall be made by certified or
registered mail with return receipt requests; personal delivery; or
electronic means.

Paragraph (b)(5) provides three remedies available to the court
if the eligible product developer prevails. First, the court shall
order that the license holder provide without delay sufficient quan-
tities of the covered product on commercially reasonable, market-
based terms to the eligible product developer. Second, the court
shall also award reasonable attorney’s fees and costs of the civil ac-
tion to the eligible product developer. And finally, the court shall
also award a monetary amount sufficient to deter the license holder
from failing to provide sufficient quantities of a covered product on
commercially reasonable, market-based terms.

Subsection (¢) provides that a license holder shall not be liable
for any claim arising out of the failure of an eligible product devel-
oper to follow adequate safeguards to assure safe use of the covered
product during development or testing activities described in this
section, including transportation, handling, use, or disposal of the
covered product by the eligible product developer.

Subsection (d) clarifies that the provision of samples from a li-
cense holder to an eligible product developer is not a violation of
REMS requirements.

Subsection (e) clarifies the term “antitrust laws” and specifies
that nothing in this section shall be construed to limit the oper-
ation of any provision of the antitrust laws.

Section 3. REMS approval process for subsequent filers

Section 3 provides the FDA with the authority to waive the re-
quirement that brand and generic developers participate in a
shared safety protocol and clarifies that a generic drug developer
would only be allowed to develop their own protocol if the FDA de-
termines to their satisfaction that the generic protocol, while dif-
ferent, provides the same level of patient safety protections as the
previously approved brand protocol.
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Section 4. Rule of construction

Section 4 clarifies that this legislation does not require eligible
product developers to obtain an authorization before seeking access
to samples, and that the bill does not negate any requirements re-
lated to REMS with ETASU.

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 italics,
and existing law in which no change is proposed is shown in
roman):

FEDERAL FOOD, DRUG, AND COSMETIC ACT

* * * & * * *

CHAPTER V—DRUGS AND DEVICES

SUBCHAPTER A—DRUGS AND DEVICES
ES £ ES ES ES £ ES

SEC. 505-1. RISK EVALUATION AND MITIGATION STRATEGIES.
(a) SUBMISSION OF PROPOSED STRATEGY.—

(1) INITIAL APPROVAL.—If the Secretary, in consultation with
the office responsible for reviewing the drug and the office re-
sponsible for postapproval safety with respect to the drug, de-
termines that a risk evaluation and mitigation strategy is nec-
essary to ensure that the benefits of the drug outweigh the
risks of the drug, and informs the person who submits such ap-
plication of such determination, then such person shall submit
to the Secretary as part of such application a proposed risk
evaluation and mitigation strategy. In making such a deter-
mination, the Secretary shall consider the following factors:

(A) The estimated size of the population likely to use the
drug involved.

(B) The seriousness of the disease or condition that is to
be treated with the drug.

(C) The expected benefit of the drug with respect to such
disease or condition.

(D) The expected or actual duration of treatment with
the drug.

(E) The seriousness of any known or potential adverse
events that may be related to the drug and the background
hncidence of such events in the population likely to use the

rug.

(F) Whether the drug is a new molecular entity.

(2) POSTAPPROVAL REQUIREMENT.—

(A) IN GENERAL.—If the Secretary has approved a cov-
ered application (including an application approved before
the effective date of this section) and did not when approv-
ing the application require a risk evaluation and mitiga-
tion strategy under paragraph (1), the Secretary, in con-
sultation with the offices described in paragraph (1), may
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subsequently require such a strategy for the drug involved
(including when acting on a supplemental application
seeking approval of a new indication for use of the drug)
if the Secretary becomes aware of new safety information
and makes a determination that such a strategy is nec-
essary to ensure that the benefits of the drug outweigh the
risks of the drug.

(B) SUBMISSION OF PROPOSED STRATEGY.—Not later than
120 days after the Secretary notifies the holder of an ap-
proved covered application that the Secretary has made a
determination under subparagraph (A) with respect to the
drug involved, or within such other reasonable time as the
Secretary requires to protect the public health, the holder
shall submit to the Secretary a proposed risk evaluation
and mitigation strategy.

(3) ABBREVIATED NEW DRUG APPLICATIONS.—The applicability
of this section to an application under section 505(j) is subject
to subsection (i).

(4) NON-DELEGATION.—Determinations by the Secretary
under this subsection for a drug shall be made by individuals
at or above the level of individuals empowered to approve a
drug (such as division directors within the Center for Drug
Evaluation and Research).

(b) DEFINITIONS.—For purposes of this section:

(1) ADVERSE DRUG EXPERIENCE.—The term “adverse drug ex-
perience” means any adverse event associated with the use of
a drug in humans, whether or not considered drug related, in-
cluding—

(A) an adverse event occurring in the course of the use
of the drug in professional practice;

(B) an adverse event occurring from an overdose of the
drug, whether accidental or intentional;

(C) an adverse event occurring from abuse of the drug;

(D) an adverse event occurring from withdrawal of the
drug; and

(E) any failure of expected pharmacological action of the
drug, which may include reduced effectiveness under the
conditions of use prescribed in the labeling of such drug,
but which may not include reduced effectiveness that is in
accordance with such labeling.

(2) COVERED APPLICATION.—The term “covered application”
means an application referred to in section 505(p)(1)(A).

(3) NEW SAFETY INFORMATION.—The term “new safety infor-
mation”, with respect to a drug, means information derived
from a clinical trial, an adverse event report, a postapproval
study (including a study under section 505(0)(3)), or peer-re-
viewed biomedical literature; data derived from the postmarket
risk identification and analysis system under section 505(k); or
oi}saher scientific data deemed appropriate by the Secretary
about—

(A) a serious risk or an unexpected serious risk associ-
ated with use of the drug that the Secretary has become
aware of (that may be based on a new analysis of existing
information) since the drug was approved, since the risk
evaluation and mitigation strategy was required, or since
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the last assessment of the approved risk evaluation and
mitigation strategy for the drug; or

(B) the effectiveness of the approved risk evaluation and
mitigation strategy for the drug obtained since the last as-
sessment of such strategy.

(4) SERIOUS ADVERSE DRUG EXPERIENCE.—The term “serious
adverse drug experience” is an adverse drug experience that—

(A) results in—

(i) death;

(i) an adverse drug experience that places the pa-
tient at immediate risk of death from the adverse drug
experience as it occurred (not including an adverse
drug experience that might have caused death had it
occurred in a more severe form);

(iii) inpatient hospitalization or prolongation of ex-
isting hospitalization;

(iv) a persistent or significant incapacity or substan-
tial disruption of the ability to conduct normal life
functions; or

(v) a congenital anomaly or birth defect; or

(B) based on appropriate medical judgment, may jeop-
ardize the patient and may require a medical or surgical
intervention to prevent an outcome described under sub-
paragraph (A).

(5) SERIOUS RISK.—The term “serious risk” means a risk of
a serious adverse drug experience.

(6) SIGNAL OF A SERIOUS RISK.—The term “signal of a serious
risk” means information related to a serious adverse drug ex-
perience associated with use of a drug and derived from—

(A) a clinical trial;

(B) adverse event reports;

(C) a postapproval study, including a study under sec-
tion 505(0)(3);

(D) peer-reviewed biomedical literature;

(E) data derived from the postmarket risk identification
and analysis system under section 505(k)(4); or

(F) other scientific data deemed appropriate by the Sec-
retary.

(7) RESPONSIBLE PERSON.—The term “responsible person”
means the person submitting a covered application or the hold-
er of the approved such application.

(8) UNEXPECTED SERIOUS RISK.—The term “unexpected seri-
ous risk” means a serious adverse drug experience that is not
listed in the labeling of a drug, or that may be symptomatically
and pathophysiologically related to an adverse drug experience
identified in the labeling, but differs from such adverse drug
experience because of greater severity, specificity, or preva-
lence.

(c) CONTENTS.—A proposed risk evaluation and mitigation strat-
egy under subsection (a) shall—

(1) include the timetable required under subsection (d); and

(2) to the extent required by the Secretary, in consultation
with the office responsible for reviewing the drug and the office
responsible for postapproval safety with respect to the drug, in-
clude additional elements described in subsections (e) and (f).
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(d) MINIMAL STRATEGY.—For purposes of subsection (c)(1), the
risk evaluation and mitigation strategy for a drug shall require a
timetable for submission of assessments of the strategy that—

(1) includes an assessment, by the date that is 18 months
after the strategy is initially approved,;

(2) includes an assessment by the date that is 3 years after
the strategy is initially approved;

(8) includes an assessment in the seventh year after the
strategy is so approved; and

(4) subject to paragraphs (1), (2), and (3)—

(A) is at a frequency specified in the strategy;

(B) is increased or reduced in frequency as necessary as
provided for in subsection (g)(4)(A); and

(C) is eliminated after the 3-year period described in
paragraph (1) if the Secretary determines that serious
risks of the drug have been adequately identified and as-
sessed and are being adequately managed.

(e) ADDITIONAL POTENTIAL ELEMENTS OF STRATEGY.—

(1) IN GENERAL.—The Secretary, in consultation with the of-
fices described in subsection (c)(2), may under such subsection
require that the risk evaluation and mitigation strategy for a
drug include 1 or more of the additional elements described in
this subsection if the Secretary makes the determination re-
quired with respect to each element involved.

(2) MEDICATION GUIDE; PATIENT PACKAGE INSERT.—The risk
evaluation and mitigation strategy for a drug may require
that, as applicable, the responsible person develop for distribu-
tion to each patient when the drug is dispensed—

(A) a Medication Guide, as provided for under part 208
of title 21, Code of Federal Regulations (or any successor
regulations); and

(B) a patient package insert, if the Secretary determines
that such insert may help mitigate a serious risk of the
drug.

(3) COMMUNICATION PLAN.—The risk evaluation and mitiga-
tion strategy for a drug may require that the responsible per-
son conduct a communication plan to health care providers, if,
with respect to such drug, the Secretary determines that such
plan may support implementation of an element of the strategy
(including under this paragraph). Such plan may include—

(A) sending letters to health care providers;

(B) disseminating information about the elements of the
risk evaluation and mitigation strategy to encourage im-
plementation by health care providers of components that
apply to such health care providers, or to explain certain
safety protocols (such as medical monitoring by periodic
laboratory tests)

(C) disseminating information to health care providers
through professional societies about any serious risks of
the drug and any protocol to assure safe use; or

(D) disseminating information to health care providers
about drug formulations or properties, including informa-
tion about the limitations or patient care implications of
such formulations or properties, and how such formula-
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tions or properties may be related to serious adverse drug
events associated with use of the drug.

(4) PACKAGING AND DISPOSAL.—The Secretary may require a
risk evaluation mitigation strategy for a drug for which there
is a serious risk of an adverse drug experience described in
subparagraph (B) or (C) of subsection (b)(1), taking into consid-
eration the factors described in subparagraphs (C) and (D) of
subsection (f)(2) and in consultation with other relevant Fed-
eral agencies with authorities over drug disposal packaging,
which may include requiring that—

(A) the drug be made available for dispensing to certain
patients in unit dose packaging, packaging that provides a
set duration, or another packaging system that the Sec-
retary determines may mitigate such serious risk; or

(B) the drug be dispensed to certain patients with a safe
disposal packaging or safe disposal system for purposes of
rendering drugs nonretrievable (as defined in section
1300.05 of title 21, Code of Federal Regulations (or any
successor regulation)) if the Secretary determines that
such safe disposal packaging or system may mitigate such
serious risk and is sufficiently available.

(f) PROVIDING SAFE ACCESS FOR PATIENTS TO DRUGS WITH
KNnowN SERIOUS RISkS THAT WoOULD OTHERWISE BE UNAVAIL-
ABLE.—

(1) ALLOWING SAFE ACCESS TO DRUGS WITH KNOWN SERIOUS
RISKS.—The Secretary, in consultation with the offices de-
scribed in subsection (c)(2), may require that the risk evalua-
tion and mitigation strategy for a drug include such elements
as are necessary to assure safe use of the drug, because of its
inherent toxicity or potential harmfulness, if the Secretary de-
termines that—

(A) the drug, which has been shown to be effective, but
is associated with a serious adverse drug experience, can
be approved only if, or would be withdrawn unless, such
elements are required as part of such strategy to mitigate
a ?ipeciﬁc serious risk listed in the labeling of the drug;
an

(B) for a drug initially approved without elements to as-
sure safe use, other elements under subsections (c), (d),
and (e) are not sufficient to mitigate such serious risk.

(2) ASSURING ACCESS AND MINIMIZING BURDEN.—Such ele-
ments to assure safe use under paragraph (1) shall—

(A) be commensurate with the specific serious risk listed
in the labeling of the drug;

(B) within 30 days of the date on which any element
under paragraph (1) is imposed, be posted publicly by the
Secretary with an explanation of how such elements will
mitigate the observed safety risk;

(C) considering such risk, not be unduly burdensome on
patient access to the drug, considering in particular—

(i) patients with serious or life-threatening diseases
or conditions;

(i) patients who have difficulty accessing health
care (such as patients in rural or medically under-
served areas); and
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(ii1) patients with functional limitations; and

(D) to the extent practicable, so as to minimize the bur-
den on the health care delivery system—

(i) conform with elements to assure safe use for
other drugs with similar, serious risks; and

(i1) be designed to be compatible with established
distribution, procurement, and dispensing systems for
drugs.

(3) ELEMENTS TO ASSURE SAFE USE.—The elements to assure
safe use under paragraph (1) shall include 1 or more goals to
mitigate a specific serious risk listed in the labeling of the drug
and, to mitigate such risk, may require that—

(A) health care providers who prescribe the drug have
particular training or experience, or are specially certified
(the opportunity to obtain such training or certification
with respect to the drug shall be available to any willing
provider from a frontier area in a widely available training
or certification method (including an on-line course or via
mail) as approved by the Secretary at reasonable cost to
the provider);

(B) pharmacies, practitioners, or health care settings
that dispense the drug are specially certified (the oppor-
tunity to obtain such certification shall be available to any
willing provider from a frontier area);

(C) the drug be dispensed to patients only in certain
health care settings, such as hospitals;

(D) the drug be dispensed to patients with evidence or
other documentation of safe-use conditions, such as labora-
tory test results;

(E) each patient using the drug be subject to certain
monitoring; or

(F) each patient using the drug be enrolled in a registry.

(4) IMPLEMENTATION SYSTEM.—The elements to assure safe
use under paragraph (1) that are described in subparagraphs
(B), (C), and (D) of paragraph (3) may include a system
through which the applicant is able to take reasonable steps
to—

(A) monitor and evaluate implementation of such ele-
ments by health care providers, pharmacists, and other
parties in the health care system who are responsible for
implementing such elements; and

(B) work to improve implementation of such elements by
such persons.

(5) EVALUATION OF ELEMENTS TO ASSURE SAFE USE.—The
Secretary, through the Drug Safety and Risk Management Ad-
visory Committee (or successor committee) or other advisory
committee of the Food and Drug Administration, shall—

(A) seek input from patients, physicians, pharmacists,
and other health care providers about how elements to as-
sure safe use under this subsection for 1 or more drugs
may be standardized so as not to be—

((ii) unduly burdensome on patient access to the drug;
an

(i) to the extent practicable, minimize the burden
on the health care delivery system,;
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(B) periodically evaluate, for 1 or more drugs, the ele-
ments to assure safe use of such drug to assess whether
the elements—

(i) assure safe use of the drug;

(ii) are not unduly burdensome on patient access to
the drug; and

(iii) to the extent practicable, minimize the burden
on the health care delivery system; and

(C) considering such input and evaluations—

(i) issue or modify agency guidance about how to im-
plement the requirements of this subsection; and

(i1) modify elements under this subsection for 1 or
more drugs as appropriate.

(6) ADDITIONAL MECHANISMS TO ASSURE ACCESS.—The mech-
anisms under section 561 to provide for expanded access for
patients with serious or life-threatening diseases or conditions
may be used to provide access for patients with a serious or
life-threatening disease or condition, the treatment of which is
not an approved use for the drug, to a drug that is subject to
elements to assure safe use under this subsection. The Sec-
retary shall promulgate regulations for how a physician may
prz)vide the drug under the mechanisms of section 561.

7)

(8) LIMITATION.—No holder of an approved covered applica-
tion shall use any element to assure safe use required by the
Secretary under this subsection to block or delay approval of
an application under section 505(b)(2) or (j) or to prevent appli-
cation of such element under subsection (1)(1)(B) to a drug that
is the subject of an abbreviated new drug application.

(g) ASSESSMENT AND MODIFICATION OF APPROVED STRATEGY.—

(1) VOLUNTARY ASSESSMENTS.—After the approval of a risk
evaluation and mitigation strategy under subsection (a), the re-
sponsible person involved may, subject to paragraph (2), sub-
mit to the Secretary an assessment of the approved strategy
for the drug involved at any time.

(2) REQUIRED ASSESSMENTS.—A responsible person shall sub-
mit an assessment of the approved risk evaluation and mitiga-
tion strategy for a drug—

(A) when submitting a supplemental application for a
new indication for use under section 505(b) or under sec-
tion 351 of the Public Health Service Act, unless the drug
is not subject to section 503(b) and the risk evaluation and
mitigation strategy for the drug includes only the time-
table under subsection (d);

(B) when required by the strategy, as provided for in
such timetable under subsection (d);

(C) within a time period to be determined by the Sec-
retary, if the Secretary, in consultation with the offices de-
scribed in subsection (¢)(2), determines that an assessment
is needed to evaluate whether the approved strategy
should be modified to—

(i) ensure the benefits of the drug outweigh the risks
of the drug; or

(i1) minimize the burden on the health care delivery
system of complying with the strategy.



23

(3) REQUIREMENTS FOR ASSESSMENTS.—An assessment under
paragraph (1) or (2) of an approved risk evaluation and mitiga-
tion strategy for a drug shall include, with respect to each goal
included in the strategy, an assessment of the extent to which
the approved strategy, including each element of the strategy,
is meeting the goal or whether 1 or more such goals or such
elements should be modified.

(4) MODIFICATION.—

(A) ON INITIATIVE OF RESPONSIBLE PERSON.—After the
approval of a risk evaluation and mitigation strategy by
the Secretary, the responsible person may, at any time,
submit to the Secretary a proposal to modify the approved
strategy. Such proposal may propose the addition, modi-
fication, or removal of any goal or element of the approved
strategy and shall include an adequate rationale to sup-
port such proposed addition, modification, or removal of
any goal or element of the strategy.

(B) ON INITIATIVE OF SECRETARY.—After the approval of
a risk evaluation and mitigation strategy by the Secretary,
the Secretary may, at any time, require a responsible per-
son to submit a proposed modification to the strategy with-
in 120 days or within such reasonable time as the Sec-
retary specifies, if the Secretary, in consultation with the
offices described in subsection (c)(2), determines that 1 or
more goals or elements should be added, modified, or re-
moved from the approved strategy to—

(i) ensure the benefits of the drug outweigh the risks
of the drug; [or]

(i) minimize the burden on the health care delivery
system of complying with the strategyl.l; or

(iit) accommodate different, comparable aspects of
the elements to assure safe use for a drug that is the
subject of an application under section 505(j), and the
applicable listed drug.

(h) REVIEW OF PROPOSED STRATEGIES; REVIEW OF ASSESSMENTS
AND MODIFICATIONS OF APPROVED STRATEGIES.—

(1) IN GENERAL.—The Secretary, in consultation with the of-
fices described in subsection (c)(2), shall promptly review each
proposed risk evaluation and mitigation strategy for a drug
submitted under subsection (a) and each assessment of and
proposed modification to an approved risk evaluation and miti-
gation strategy for a drug submitted under subsection (g), and,
if necessary, promptly initiate discussions with the responsible
person about such proposed strategy, assessment, or modifica-
tion.

(2) ACTION.—

(A) IN GENERAL.—

(i) TIMEFRAME.—Unless the dispute resolution proc-
ess described under paragraph (3) or (4) applies, and,
except as provided in clause (ii) or clause (iii) below,
the Secretary, in consultation with the offices de-
scribed in subsection (¢)(2), shall review and act on the
proposed risk evaluation and mitigation strategy for a
drug or any proposed modification to any required
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strategy within 180 days of receipt of the proposed
strategy or modification.

(i1) MINOR MODIFICATIONS.—The Secretary shall re-
view and act on a proposed minor modification, as de-
fined by the Secretary in guidance, within 60 days of
receipt of such modification.

(iii) REMS MODIFICATION DUE TO SAFETY LABELING
CHANGES.—Not later than 60 days after the Secretary
receives a proposed modification to an approved risk
evaluation and mitigation strategy to conform the
strategy to approved safety labeling changes, including
safety labeling changes initiated by the responsible
person in accordance with FDA regulatory require-
ments, or to a safety labeling change that the Sec-
retary has directed the holder of the application to
make pursuant to section 505(0)(4), the Secretary shall
review and act on such proposed modification to the
approved strategy.

(iv) GUIDANCE.—The Secretary shall establish,
through guidance, that responsible persons may imple-
ment certain modifications to an approved risk evalua-
tion and mitigation strategy following notification to
the Secretary.

(B) INACTION.—An approved risk evaluation and mitiga-
tion strategy shall remain in effect until the Secretary
acts, if the Secretary fails to act as provided under sub-
paragraph (A).

(C) PuBLIC AVAILABILITY.—Upon acting on a proposed
risk evaluation and mitigation strategy or proposed modi-
fication to a risk evaluation and mitigation strategy under
subparagraph (A), the Secretary shall make publicly avail-
able an action letter describing the actions taken by the
Secretary under such subparagraph (A).

(3) DISPUTE RESOLUTION AT INITIAL APPROVAL.—If a proposed
risk evaluation and mitigation strategy is submitted under
subsection (a)(1) in an application for initial approval of a drug
and there is a dispute about the strategy, the responsible per-
son shall use the major dispute resolution procedures as set
forth in the letters described in section 101(c) of the Food and
Drug Administration Amendments Act of 2007.

(4) DISPUTE RESOLUTION IN ALL OTHER CASES.—

(A) REQUEST FOR REVIEW.—

(i) IN GENERAL.—The responsible person may, after
the sponsor is required to make a submission under
subsection (a)(2) or (g), request in writing that a dis-
pute about the strategy be reviewed by the Drug Safe-
ty Oversight Board under subsection (j), except that
the determination of the Secretary to require a risk
evaluation and mitigation strategy is not subject to re-
view under this paragraph. The preceding sentence
does not prohibit review under this paragraph of the
particular elements of such a strategy.

(i1) SCHEDULING.—Upon receipt of a request under
clause (i), the Secretary shall schedule the dispute in-
volved for review under subparagraph (B) and, not
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later than 5 business days of scheduling the dispute
for review, shall publish by posting on the Internet or
otherwise a notice that the dispute will be reviewed by
the Drug Safety Oversight Board.

(B) SCHEDULING REVIEW.—If a responsible person re-
quests review under subparagraph (A), the Secretary—

(i) shall schedule the dispute for review at 1 of the
next 2 regular meetings of the Drug Safety Oversight
Board, whichever meeting date is more practicable; or

(i1) may convene a special meeting of the Drug Safe-
ty Oversight Board to review the matter more prompt-
ly, including to meet an action deadline on an applica-
tion (including a supplemental application).

(C) AGREEMENT AFTER DISCUSSION OR ADMINISTRATIVE
APPEALS.—

(i) FURTHER DISCUSSION OR ADMINISTRATIVE AP-
PEALS.—A request for review under subparagraph (A)
shall not preclude further discussions to reach agree-
ment on the risk evaluation and mitigation strategy,
and such a request shall not preclude the use of ad-
ministrative appeals within the Food and Drug Ad-
ministration to reach agreement on the strategy, in-
cluding appeals as described in the letters described in
section 101(c) of the Food and Drug Administration
Amendments Act of 2007 for procedural or scientific
matters involving the review of human drug applica-
tions and supplemental applications that cannot be re-
solved at the divisional level. At the time a review has
been scheduled under subparagraph (B) and notice of
such review has been posted, the responsible person
shall either withdraw the request under subparagraph
(A) or terminate the use of such administrative ap-
peals.

(ii) AGREEMENT TERMINATES DISPUTE RESOLUTION.—
At any time before a decision and order is issued
under subparagraph (G), the Secretary (in consulta-
tion with the offices described in subsection (¢)(2)) and
the responsible person may reach an agreement on the
risk evaluation and mitigation strategy through fur-
ther discussion or administrative appeals, terminating
the dispute resolution process, and the Secretary shall
issue an action letter or order, as appropriate, that de-
scribes the strategy.

(D) MEETING OF THE BOARD.—At a meeting of the Drug
Safety Oversight Board described in subparagraph (B), the
Board shall—

(i) hear from both parties via written or oral presen-
tation; and

(i1) review the dispute.

(E) RECORD OF PROCEEDINGS.—The Secretary shall en-
sure that the proceedings of any such meeting are re-
corded, transcribed, and made public within 90 days of the
meeting. The Secretary shall redact the transcript to pro-
tect any trade secrets and other information that is ex-
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empted from disclosure under section 552 of title 5, United
States Code, or section 552a of title 5, United States Code.

(F) RECOMMENDATION OF THE BOARD.—Not later than 5
days after any such meeting, the Drug Safety Oversight
Board shall provide a written recommendation on resolv-
ing the dispute to the Secretary. Not later than 5 days
after the Board provides such written recommendation to
the Secretary, the Secretary shall make the recommenda-
tion available to the public.

(G) ACTION BY THE SECRETARY.—

(i) ACTION LETTER.—With respect to a proposal or
assessment referred to in paragraph (1), the Secretary
shall issue an action letter that resolves the dispute
not later than the later of—

(I) the action deadline for the action letter on
the application; or

(II) 7 days after receiving the recommendation
of the Drug Safety Oversight Board.

(ii)) ORDER.—With respect to an assessment of an ap-
proved risk evaluation and mitigation strategy under
subsection (g)(1) or under any of subparagraphs (B)
through (D) of subsection (g)(2), the Secretary shall
issue an order, which shall be made public, that re-
solves the dispute not later than 7 days after receiving
the recommendation of the Drug Safety Oversight
Board.

(H) INACTION.—An approved risk evaluation and mitiga-
tion strategy shall remain in effect until the Secretary
acts, if the Secretary fails to act as provided for under sub-
paragraph (G).

(I) EFFECT ON ACTION DEADLINE.—With respect to a pro-
posal or assessment referred to in paragraph (1), the Sec-
retary shall be considered to have met the action deadline
for the action letter on the application if the responsible
person requests the dispute resolution process described in
this paragraph and if the Secretary has complied with the
timing requirements of scheduling review by the Drug
Safety Oversight Board, providing a written recommenda-
tion, and issuing an action letter under subparagraphs (B),
(F), and (G), respectively.

(J) D1SQUALIFICATION.—No individual who is an em-
ployee of the Food and Drug Administration and who re-
views a drug or who participated in an administrative ap-
peal under subparagraph (C)(i) with respect to such drug
may serve on the Drug Safety Oversight Board at a meet-
ing under subparagraph (D) to review a dispute about the
risk evaluation and mitigation strategy for such drug.

(K) ADDITIONAL EXPERTISE.—The Drug Safety Oversight
Board may add members with relevant expertise from the
Food and Drug Administration, including the Office of Pe-
diatrics, the Office of Women’s Health, or the Office of
Rare Diseases, or from other Federal public health or
health care agencies, for a meeting under subparagraph
(D) of the Drug Safety Oversight Board.
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(5) USE OF ADVISORY COMMITTEES.—The Secretary may con-
vene a meeting of 1 or more advisory committees of the Food
and Drug Administration to—

(A) review a concern about the safety of a drug or class
of drugs, including before an assessment of the risk eval-
uation and mitigation strategy or strategies of such drug
or drugs is required to be submitted under subparagraph
(B) or (C) of subsection (g)(2);

(B) review the risk evaluation and mitigation strategy or
strategies of a drug or group of drugs; or

(C) review a dispute under paragraph (3) or (4).

(6) PROCESS FOR ADDRESSING DRUG CLASS EFFECTS.—

(A) IN GENERAL.—When a concern about a serious risk
of a drug may be related to the pharmacological class of
the drug, the Secretary, in consultation with the offices de-
scribed in subsection (¢)(2), may defer assessments of the
approved risk evaluation and mitigation strategies for such
drugs until the Secretary has convened 1 or more public
meetings to consider possible responses to such concern.

(B) NoTICE.—If the Secretary defers an assessment
under subparagraph (A), the Secretary shall—

(i) give notice of the deferral to the holder of the ap-
proved covered application not later than 5 days after
the deferral;

(ii) publish the deferral in the Federal Register; and

(iii) give notice to the public of any public meetings
to be convened under subparagraph (A), including a
description of the deferral.

(C) PUBLIC MEETINGS.—Such public meetings may in-
clude—

(i) 1 or more meetings of the responsible person for
such drugs;

(i1) 1 or more meetings of 1 or more advisory com-
mittees of the Food and Drug Administration, as pro-
vided for under paragraph (6); or

(iii) 1 or more workshops of scientific experts and
other stakeholders.

(D) AcTiON.—After considering the discussions from any
meetings under subparagraph (A), the Secretary may—

(i) announce in the Federal Register a planned regu-
latory action, including a modification to each risk
evaluation and mitigation strategy, for drugs in the
pharmacological class;

(ii) seek public comment about such action; and

(iii) after seeking such comment, issue an order ad-
dressing such regulatory action.

(7) INTERNATIONAL COORDINATION.—The Secretary, in con-
sultation with the offices described in subsection (c)(2), may co-
ordinate the timetable for submission of assessments under
subsection (d), or a study or clinical trial under section
505(0)(3), with efforts to identify and assess the serious risks
of such drug by the marketing authorities of other countries
whose drug approval and risk management processes the Sec-
retary deems comparable to the drug approval and risk man-
agement processes of the United States. If the Secretary takes
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action to coordinate such timetable, the Secretary shall give
notice to the responsible person.

(8) ErFEcT.—Use of the processes described in paragraphs
(6) and (7) shall not be the sole source of delay of action on an
application or a supplement to an application for a drug.

(i) ABBREVIATED NEW DRUG APPLICATIONS.—

(1) IN GENERAL.—A drug that is the subject of an abbre-
viated new drug application under section 505(j) is subject to
only the following elements of the risk evaluation and mitiga-
tion strategy required under subsection (a) for the applicable
listed drug:

(A) A Medication Guide or patient package insert, if re-
quired under subsection (e) for the applicable listed drug.

(B) A packaging or disposal requirement, if required
under subsection (e)(4) for the applicable listed drug.

[(C) Elements to assure safe use, if required under sub-
section (f) for the listed drug. A drug that is the subject of
an abbreviated new drug application and the listed drug
shall use a single, shared system under subsection (f). The
Secretary may waive the requirement under the preceding
sentence for a drug that is the subject of an abbreviated
new drug application, and permit the applicant to use a
different, comparable aspect of the elements to assure safe
use, if the Secretary determines that—

[(i) the burden of creating a single, shared system
outweighs the benefit of a single, system, taking into
consideration the impact on health care providers, pa-
tients, the applicant for the abbreviated new drug ap-
plication, and the holder of the reference drug product;
or

[(ii) an aspect of the elements to assure safe use for
the applicable listed drug is claimed by a patent that
has not expired or is a method or process that, as a
trade secret, is entitled to protection, and the appli-
cant for the abbreviated new drug application certifies
that it has sought a license for use of an aspect of the
elements to assure safe use for the applicable listed
drug and that it was unable to obtain a license.

A certification under clause (ii) shall include a description
of the efforts made by the applicant for the abbreviated
new drug application to obtain a license. In a case de-
scribed in clause (ii), the Secretary may seek to negotiate
a voluntary agreement with the owner of the patent, meth-
od, or process for a license under which the applicant for
such abbreviated new drug application may use an aspect
of the elements to assure safe use, if required under sub-
section (f) for the applicable listed drug, that is claimed by
a patent that has not expired or is a method or process
that as a trade secret is entitled to protection.]

(C)(i) Elements to assure safe use, if required under sub-
section (f) for the listed drug, which, subject to clause (ii),
for a drug that is the subject of an application under sec-
tion 505(j) may use—

(D a single, shared system with the listed drug under
subsection (f); or
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(ID) a different, comparable aspect of the elements to
assure safe use under subsection (f).

(it) The Secretary may require a drug that is the subject
of an application under section 505(j) and the listed drug
to use a single, shared system under subsection (f), if the
Secretary determines that no different, comparable aspect
of the elements to assure safe use could satisfy the require-
ments of subsection (f).

(2) ACTION BY SECRETARY.—For an applicable listed drug for
which a drug is approved under section 505(j), the Secretary—

(A) shall undertake any communication plan to health
care providers required under subsection (e)(3) for the ap-
plicable listed drug;

(B) shall permit packaging systems and safe disposal
packaging or safe disposal systems that are different from
those required for the applicable listed drug under sub-
section (e)(4); and

(C) shall inform the responsible person for the drug that
is so approved if the risk evaluation and mitigation strat-
egy for the applicable listed drug is modified.

(3) SHARED REMS.—If the Secretary approves, in accordance
with paragraph (D(C)(@)(II), a different, comparable aspect of
the elements to assure safe use under subsection (f) for a drug
that is the subject of an abbreviated new drug application
under section 505(j), the Secretary may require that such dif-
ferent comparable aspect of the elements to assure safe use can
be used with respect to any other drug that is the subject of an
application under section 505(j) or 505(b) that references the
same listed drug.

(j) DRUG SAFETY OVERSIGHT BOARD.—

(1) IN GENERAL.—There is established a Drug Safety Over-
sight Board.

(2) CoOMPOSITION; MEETINGS.—The Drug Safety Oversight
Board shall—

(A) be composed of scientists and health care practi-
tioners appointed by the Secretary, each of whom is an
employee of the Federal Government;

(B) include representatives from offices throughout the
Food and Drug Administration, including the offices re-
sponsible for postapproval safety of drugs;

(C) include at least 1 representative each from the Na-
tional Institutes of Health and the Department of Health
and Human Services (other than the Food and Drug Ad-
ministration);

(D) include such representatives as the Secretary shall
designate from other appropriate agencies that wish to
provide representatives; and

(E) meet at least monthly to provide oversight and ad-
vice to the Secretary on the management of important
drug safety issues.

(k) WAIVER IN PuBLIC HEALTH EMERGENCIES.—The Secretary
may waive any requirement of this section with respect to a quali-
fied countermeasure (as defined in section 319F-1(a)(2) of the Pub-
lic Health Service Act) to which a requirement under this section
has been applied, if the Secretary determines that such waiver is
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required to mitigate the effects of, or reduce the severity of, the cir-
cumstances under which—

(1) a determination described in subparagraph (A), (B), or (C)
of section 564(b)(1) has been made by the Secretary of Home-
land Security, the Secretary of Defense, or the Secretary, re-
spectively; or

(2) the identification of a material threat described in sub-
paragraph (D) of section 564(b)(1) has been made pursuant to
section 319F-2 of the Public Health Service Act.

(1) PROVISION OF SAMPLES NOT A VIOLATION OF STRATEGY.—The
provision of samples of a covered product to an eligible product de-
veloper (as those terms are defined in section 2(a) of the Creating
and Restoring Equal Access to Equivalent Samples Act of 2019)
shall not be considered a violation of the requirements of any risk
evaluation and mitigation strategy that may be in place under this
section for such drug.

(m) SEPARATE REMS.—When used in this section, the terms “dif-
ferent, comparable aspect of the elements to assure safe use” or “dif-
ferent, comparable approved risk evaluation and mitigation strate-
gies” means a risk evaluation and mitigation strategy for a drug
that is the subject of an application under section 505(j) that uses
different methods or operational means than the strategy required
under subsection (a) for the applicable listed drug, or other applica-
tion under section 505(j) with the same such listed drug, but
achieves the same level of safety as such strategy.

* * * & * * *
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