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NOVEMBER 25, 2016

RULES COMMITTEE PRINT 114-67

TEXT OF HOUSE AMENDMENT TO THE SENATE

AMENDMENT TO H.R. 34, TSUNAMI WARNING,
EDUCATION, AND RESEARCH ACT OF 2015

[Showing the text of the 21st Century Cures Act.]

In lieu of the matter proposed to be added after the

enacting clause, insert the following:

(O B Y N )

SECTION 1. SHORT TITLE; TABLE OF CONTENTS.
(a) SHORT TrrLE.—This Act may be cited as the
“21st Century Cures Act”.
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(b) TABLE OF CONTENTS.
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. Enhancements to grants to improve well-being of families affected
by substance abuse.
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DIVISION A—21ST CENTURY
CURES

SECTION 1000. SHORT TITLE.
This Division may be cited as the “21st Century

Jures Act”’.

TITLE I—INNOVATION
PROJECTS AND STATE RE-
SPONSES TO OPIOID ABUSE

SEC. 1001. NIH INNOVATION PROJECTS.

(a) IN GENERAL.—The Director of the National In-
stitutes of Health (referred to in this section as the “Di-
rector of NIH”’) shall use any funds appropriated pursu-
ant to the authorization of appropriations in subsection
(b)(3) to carry out the National Institutes of IHealth inno-
vation projects described in subsection (b)(4) (referred to
in this section as the “NIIH Innovation Projects’).

(b) NATIONAL INSTITUTES OF HEALTH INNOVATION
ACCOUNT.—

(1) ESTABLISHMENT OF NII INNOVATION AC-
COUNT.—There is established in the Treasury an ac-
count, to be known as the “NIIH Innovation Ac-
count” (referred to in this subsection as the “Ac-
count”’), for purposes of carrying out the NIH Inno-

vation Projects described in paragraph (4).
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1 (2) TRANSFER OF DIRECT SPENDING SAV-
2 INGS.
3 (A) IN GENERAL.—The following amounts
4 shall be transferred to the Account from the
5 general fund of the Treasury:
6 (1) For fiscal year 2017,
7 $372,000,000.
8 (11) For fiscal year 2018,
9 $526,000,000.
10 (i)  For  fiseal  year 2019,
11 $721,000,000.
12 (iv) For fiscal year 2020,
13 $507,000,000.
14 (v) For fiscal year 2021,
15 $424,000,000.
16 (vi)  For  fisecal  year 2022,
17 $496,000,000.
18 (vii) For  fiscal  year 2023,
19 $1,085,000,000.
20 (vili)  For  fiscal  year 2024,
21 $407,000,000.
22 (Ix) For fiscal  year 2025,
23 $107,000,000.
24 (x) For fiscal year 2026,
25 $151,000,000.
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(B) AMOUNTS DEPOSITED.—Any amounts
transferred under subparagraph (A) shall re-
main unavailable in the Account until such
amounts are appropriated pursuant to para-
oraph (3).

(3) APPROPRIATIONS.

(A)  AUTHORIZATION  OF  APPROPRIA-

TIONS.

For each of the fiscal years 2017
through 2026, there i1s authorized to be appro-
priated from the Account to the Director of
NIH, for the purpose of carrying out the NI
Innovation Projects, an amount not to exceed
the total amount transferred to the Account
under paragraph (2)(A), to remain available
until expended.

(B) OFFSETTING FUTURE APPROPRIA-

TIONS.

For any of fiscal years 2017 through
2026, for any discretionary appropriation under
the heading “NIII Innovation Account” pro-
vided to the Director of NIH pursuant to the
authorization of appropriations under subpara-
oraph (A) for the purpose of carrying out the
NIH Innovation Projects, the total amount of
such appropriations for the applicable fiscal

yvear (not to exceed the total amount remaining
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in the Account) shall be subtracted from the es-
timate of discretionary budget authority and
the resulting outlays for any estimate under the
Congressional Budget and Impoundment Con-
trol Act of 1974 or the Balanced Budget and
Emergency Deficit Control Act of 1985, and
the amount transferred to the Account shall be

reduced by the same amount.

NIH Inno-

(4) NIH INNOVATION PROJECTS.

vation Projects authorized to be funded under this
section shall consist of the following and, of the total
amounts authorized to be appropriated under para-
oraph (3), there are authorized to be appropriated to
each such project a total amount not to exceed the
following, over the period of fiscal years 2017

through 2026:

(A) For the Precision Medicine Initiative,
including for the advancement of a cohort of in-
dividuals to support the goals of the Precision
Medicine Initiative, not to exceed a total of
$1,400,000,000, as follows:

(1) For fiscal year 2017, $0.
(11) For fiscal year 2018,
$114,000,000.
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()  For  fiscal  year
$23,000,000.
(iv) For fiscal year

$136,000,000.

2019,

2020,

(v) For fiscal year 2021, $78,000,000.

(v1) For fiscal year
$245,000,000.

(vii)  For  fiscal  year
$580,000,000.

(vin)  For  fiscal  year
$180,000,000.

(1x) For fiscal year
$30,000,000.

(x) For fiscal year

$14.,000,000.

2022,

2023,

2024,

2025,

2026,

(B) For the Brain Research through Ad-

ceed a total of $1,564,000,000, as follows:

(1) For fiscal year 2017, $0.

(i1) For fiscal year
$124,000,000.

(111) For fiscal year

$25,000,000.

vancing Innovative Neurotechnologies Initiative

(known as the “BRAIN Initiative’’), not to ex-

2018,

2019,
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1 (1v) For fiscal  year 2020,
2 $135,000,000.
3 (v) For fiscal year 2021, $83,000,000.
4 (vi) For  fiscal  year 2022,
5 $251,000,000.
6 (vii) For  fiscal  year 2023,
7 $505,000,000.
8 (viii)  For  fiscal  year 2024,
9 $227,000,000.
10 (Ix) For  fiscal  year 2025,
11 $77,000,000.
12 (x) For fiscal year 2026,
13 $137,000,000.
14 (C) To support cancer research, such as
15 the development of cancer vaccines, the develop-
16 ment of more sensitive diagnostic tests for can-
17 cer, immunotherapy and the development of
18 combination therapies, and research that has
19 the potential to transform the scientific field,
20 that has inherently higher risk, and that seeks
21 to address major challenges related to cancer,
22 not to exceed a total of $1,802,000,000, as fol-
23 lows:
24 (1) For fiscal year 2017,
25 $372,000,000.

L:\vA112516\R112516.004.xml
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1 (11) For fiscal year 2018,

2 $278,000,000.

3 (111) For fiscal year 2019,

4 $663,000,000.

5 (iv) For fiscal year 2020,

6 $226,000,000.

7 (v) For fiscal  year 2021,

8 $263,000,000.

9 (D) For the National Institutes of Health,
10 in coordination with the Food and Drug Admin-
11 istration, to award grants and contracts for
12 clinical research to further the field of regenera-
13 tive medicine using adult stem cells, including
14 autologous stem cells, for which grants and con-
15 tracts shall be contingent upon the recipient
16 making available non-Federal contributions to-
17 ward the costs of such research in an amount
18 not less than $1 for each $1 of Federal funds
19 provided in the award, not to exceed a total of
20 $30,000,000, as follows:

21 (1) For fiscal year 2017, $0.

22 (1) For each of fiscal years 2018
23 through 2020, $10,000,000.

24 (iti) For each of fiscal years 2021
25 through 2026, $0.
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(¢) ACCOUNTABILITY AND OVERSIGHT.—

(1) WORK PLAN.—

(A) IN GENERAL.—Not later than 180
days after the date of enactment of this Act,
the Director of NIIT shall submit to the Com-
mittee on Iealth, Education, Labor, and Pen-
sions and the Committee on Appropriations of
the Senate and the Committee on Energy and
Commerce and the Committee on Appropria-
tions of the House of Representatives, a work
plan including the proposed allocation of funds
authorized to be appropriated pursuant to sub-
section (b)(3) for each of fiscal years 2017
through 2026 for the NIH Innovation Projects
and the contents described in subparagraph

(B).

(B) CONTENTS.—The work plan submitted
under subparagraph (A) shall include—
(1) recommendations from the Advi-
sory Committee described in subparagraph
(C);
(i1) the amount of money to be obli-

cated or expended in each fiscal year for

each NI Innovation Project;
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(111) a description and justification of
each such project; and

(iv) a description of how each such
project supports the strategic research pri-
orities identified in the NIH Strategic Plan
under subsection (m) of section 402 of the
Public Health Service Act (42 U.S.C.
282), as added by section 2031.

(C) RECOMMENDATIONS.—Prior to sub-

mitting the work plan under this paragraph,
the Director of NIH shall seek recommenda-
tions from the Advisory Committee to the Di-
rector of NII appointed under section 222 of

the Public Health Service Act (42 U.S.C. 217a)

on—

(1) the allocations of funds appro-
priated pursuant to the authorization of
appropriations under subsection (b)(3) for
each of fiscal years 2017 through 2026;
and

(i1) on the contents of the proposed

work plan.

Not later than

(A) ANNUAL REPORTS.

October 1 of each of fiscal years 2018 through
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2027, the Director of NIIH shall submit to the

Committee on Health, Education, Labor, and
Pensions and the Committee on Appropriations
of the Senate and the Committee on Energy
and Commerce and the Committee on Appro-
priations of the House of Representatives, a re-
port including—

(1) the amount of money oblicated or
expended in the prior fiscal year for each
NIH Innovation Project;

(i1) a description of any such project
using funds provided pursuant to the au-
thorization of appropriations under sub-
section (b)(3); and

(i1i) whether such projects are advanec-
ing the strategic research priorities identi-
fied in the NIH Strategic Plan under sub-
section (m) of section 402 of the Public
Health Service Act (42 U.S.C. 282), as
added by section 2031.

(B) ADDITIONAL REPORTS.—At the re-
quest of the Committee on Health, Education,
Labor, and Pensions or the Committee on Ap-
propriations of the Senate, or the Committee on

Energy and Commerce or the Committee on
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Appropriations of the House of Representatives,
the Director of NIH shall provide an update in
the form of testimony and any additional re-
ports to the respective congressional committee
regarding the allocation of funding under this
section or the description of the NIH Innova-

tion Projects.

(d) LIMITATIONS.—Notwithstanding any transfer au-
thority authorized by this Act or any appropriations Act,
any funds made available pursuant to the authorization
of appropriations under subsection (b)(3) may not be used
for any purpose other than a NIH Innovation Project.

(e) SUNSET.—This section shall expire on September
30, 2026.

SEC. 1002. FDA INNOVATION PROJECTS.

(a) IN GENERAL.—The Commissioner of Food and
Drugs (referred to in this section as the “Commissioner’)
shall use any funds appropriated pursuant to the author-
ization of appropriations under subsection (b)(3) to carry
out the activities deseribed in subsection (b)(4).

(b) FDA INNOVATION ACCOUNT.—

(1) ESTABLISHMENT OF FDA INNOVATION AC-

COUNT.—There is established in the Treasury an ac-

count, to be known as the “FDA Innovation Ac-

count” (referred to in this subsection as the ‘“‘Ac-

L:\vA112516\R112516.004.xml
November 25, 2016 (3:02 p.m.)
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count’), for purposes of carrying out the activities
described in paragraph (4).
(2)

INGS.

TRANSFER OF DIRECT SPENDING SAV-

(A) IN GENERAL.—For each of fiscal years
2018 through 2026, the following amounts shall
be transferred to the Account from the general
fund of the Treasury:

(i) For fiscal year 2018, $30,000,000.

(11) For fiscal year 2019,
$60,000,000.

(111) For fiscal year 2020,
$60,000,000.

(1v) For fiscal year 2021,
$50,000,000.

(v) For fiscal year 2022, $50,000,000.

(v1) For fiscal  year 2023,
$50,000,000.

(vii) For  fiscal  year 2024,
$50,000,000.

(vili)  For  fiscal  year 2025,
$75,000,000.

(ix) For fiscal year 2026,
$75,000,000.
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(B) AMOUNTS DEPOSITED.—Any amounts
transferred under subparagraph (A) shall re-
main unavailable in the Account until such
amounts are appropriated pursuant to para-

oraph (3).

(3) APPROPRIATIONS.

(A)  AUTHORIZATION  OF  APPROPRIA-

TIONS.—For each of the fiscal years 2018
through 2026, there i1s authorized to be appro-
priated from the Account to the Commissioner,
for the purpose of carrying out the activities de-
seribed in paragraph (5), an amount not to ex-
ceed the total amount transferred to the Ac-
count under paragraph (2)(A), to remain avail-
able until expended.

(B) OFFSETTING FUTURE APPROPRIA-

TIONS.

For any of fiscal years 2018 through
2026, for any discretionary appropriation under
the heading “FDA Innovation Account” pro-
vided to the Commissioner pursuant to the au-
thorization of appropriations under subpara-
oraph (A) for the purpose of carrying out the
projects activities described in paragraph (4),
the total amount of such appropriations in the

applicable fiscal year (not to exceed the total
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amount remaining in the Account) shall be sub-
tracted from the estimate of discretionary budg-
et authority and the resulting outlays for any
estimate under the Congressional Budget and
Impoundment Control Act of 1974 or the Bal-
anced Budget and Emergency Deficit Control
Act of 1985, and the amount transferred to the
Account shall be reduced by the same amount.

(4) FDA AcTiviTIES.—The activities authorized

to be funded under this section are the activities
under subtitles A through F (including the amend-
ments made by such subtitles) of title III, section
565A of the Federal Food, Drug, and Cosmetic Act,
as added by section 3086 of this Act, and section

1014 of such Act, as added by section 3073 of this

(¢) ACCOUNTABILITY AND OVERSIGHT.—

(1) WORK PLAN.—

(A) IN GENERAL.—Not later than 180
days after the date of enactment of this Act,
the Commissioner shall submit to the Com-
mittee on IHealth, Education, Labor, and Pen-
sions and the Committee on Appropriations of
the Senate and the Committee on Energy and

Commerce and the Committee on Appropria-
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tions of the House of Representatives, a work
plan including the proposed allocation of funds
appropriated pursuant to the authorization of
appropriations under subsection (b)(3) for each
of fiseal years 2018 through 2026 and the con-
tents described in subparagraph (B).

(B) CONTENTS.—The work plan submitted
under subparagraph (A) shall include—

(1) recommendations from the Advi-
sory Committee described in subparagraph
(C);

(i) the amount of money to be obli-
cated or expended in each fiscal year for
each activity described in subsection (b)(4);
and

(111) a description and justification of
each such project activity.

(C) RECOMMENDATIONS.—Prior to sub-

mitting the work plan under this paragraph,
the Commissioner shall seek recommendations
from the Science Board to the Food and Drug
Administration, on the proposed allocation of
funds appropriated pursuant to the authoriza-

tion of appropriations under subsection (b)(3)
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for each of fiscal years 2018 through 2026 and
on the contents of the proposed work plan.
(2) REPORTS.—

(A) ANNUAL REPORTS.—Not later than

October 1 of each of fiscal years 2019 through
2027, the Commissioner shall submit to the
Committee on Health, Education, Labor, and
Pensions and the Committee on Appropriations
of the Senate and the Committee on Energy
and Commerce and the Committee on Appro-
priations of the House of Representatives, a re-
port including—

(1) the amount of money obligated or
expended in the prior fiscal year for each
activity described in subsection (b)(4);

(11) a description of all such activities
using funds provided pursuant to the au-
thorization of appropriations under sub-
section (b)(3); and

(ii1) how the activities are advancing
public health.

(B) ADDITIONAL REPORTS.—At the re-
quest of the Committee on Health, Education,
Labor, and Pensions or the Committee on Ap-

propriations of the Senate, or the Committee on
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Energy and Commerce or the Committee on
Appropriations of the House of Representatives,
the Commissioner shall provide an update in
the form of testimony and any additional re-
ports to the respective congressional committee
regarding the allocation of funding under this
section or the description of the activities un-
dertaken with such funding.

(d) LimrtaTioNs.—Notwithstanding any transfer au-

thority authorized by this Act or any appropriations Act,
any funds made available pursuant to the authorization
of appropriations in subsection (b)(3) shall not be used
for any purpose other than an activity described in sub-
section (b)(4).

(e) SUNSET.—This section shall expire on September
30, 2026.

SEC. 1003. ACCOUNT FOR THE STATE RESPONSE TO THE
OPIOID ABUSE CRISIS.

(a) IN GENERAL.—The Secretary of IHealth and
Human Services (referred to in this section as the “Sec-
retary’’) shall use any funds appropriated pursuant to the
authorization of appropriations under subsection (b) to
carry out the grant program described in subsection (c)
for purposes of addressing the opioid abuse crisis within

the States.
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(b) ACCOUNT FOR THE STATE RESPONSE TO TIHE

(1) ESTABLISHMENT.—There is established in
the Treasury an account, to be known as the “Ac-
count For the State Response to the Opioid Abuse
Crisis” (referred to in this subsection as the ‘“‘Ac-
count’’), to carry out the opioid grant program de-
scribed in subsection (¢).

(2) TRANSFER OF DIRECT SPENDING SAV-

INGS.

(A) IN GENERAL.—The following amounts
shall be transferred to the Account from the
ogeneral fund of the Treasury:

(1) For fiscal year 2017,
$500,000,000.

(11) For fiscal year 2018,
$500,000,000.

(B) AMOUNTS DEPOSITED.—Any amounts
transferred under subparagraph (A) shall re-
main unavailable in the Account until such
amounts are appropriated pursuant to para-
oraph (3).

(3) APPROPRIATIONS.

(A)  AUTHORIZATION OF  APPROPRIA-

TIONS.—In each of the fiscal years 2017 and
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2018, there is authorized to be appropriated

from the Account to the Secretary, for the
orant program described in subsection (¢), an
amount not to exceed the total amount trans-
ferred to the Account under paragraph (2)(A),
to remain available until expended.

(B) OFFSETTING FUTURE APPROPRIA-

TIONS.

In each of fiscal years 2017 and 2018,
for any discretionary appropriation under the
heading “Account For the State Response to
the Opioid Abuse Crisis” for the grant program
described in subsection (¢), the total amount of
such appropriations in the applicable fiscal year
(not to exceed the total amount remaining in
the Account) shall be subtracted from the esti-
mate of discretionary budget authority and the
resulting outlays for any estimate under the
Congressional Budget and Impoundment Con-
trol Act of 1974 or the Balanced Budget and
Emergency Deficit Control Act of 1985, and
the amount transferred to the Account shall be

reduced by the same amount.

(¢) OPIOID GRANT PROGRAM.—

(1) STATE RESPONSE TO THE OPIOID ABUSE

CRISIS.—Subject to the availability of appropria-
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tions, the Secretary shall award grants to States for
the purpose of addressing the opioid abuse crisis
within such States, in accordance with subparagraph
(B). In awarding such grants, the Secretary may
oive preference to States with an incidence or preva-
lence of opioid use disorders that is substantially

higher relative to other States.

(2) OPIOID GRANTS.—Grants awarded to a
State under this subsection shall be used for car-
rying out activities that supplement activities per-
taining to opioids undertaken by the State agency
responsible for administering the substance abuse
prevention and treatment block grant under subpart
IT of part B of title XIX of the Public Health Serv-
ice Act (42 U.S.C. 300x—21 et seq.), which may in-
clude public health-related activities such as the fol-
lowing:

(A) Improving State preseription drug
monitoring programs.

(B) Implementing prevention activities,
and evaluating such activities to identify effec-
tive strategies to prevent opioid abuse.

(C) Training for health care practitioners,
such as best practices for preseribing opioids,

pain management, recognizing potential cases
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of substance abuse, referral of patients to treat-
ment programs, and overdose prevention.

(D) Supporting access to health care serv-
ices, including those services provided by Feder-
ally certified opioid treatment programs or
other appropriate health care providers to treat
substance use disorders.

(E) Other public health-related activities,
as the State determines appropriate, related to
addressing the opioid abuse crisis within the
State.

(d) ACCOUNTABILITY AND OVERSIGHT.—A State re-

13 ceiving a grant under subsection (¢) shall include in a re-

14 port

related to substance abuse submitted to the Secretary

15 pursuant to section 1942 of the Public Health Service Act

16 (42 U.S.C. 300x=52), a description of—

17
18
19
20
21
22
23
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(1) the purposes for which the grant funds re-
ceived by the State under such subsection for the
preceding fiscal year were expended and a descrip-
tion of the activities of the State under the program;
and

(2) the ultimate recipients of amounts provided

to the State in the grant.
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(e) LIMITATIONS.—Any funds made available pursu-
ant to the authorization of appropriations under sub-
section (b)—

(1) notwithstanding any transfer authority in
any appropriations Aect, shall not be used for any
purpose other than the grant program in subsection
(¢); and

(2) shall be subject to the same requirements as
substance abuse prevention and treatment programs
under titles V and XIX of the Public Health Service
Act (42 U.S.C. 290aa et seq., 300w et seq.).

(f) SUNSET.—This section shall expire on September
30, 2026.
SEC. 1004. BUDGETARY TREATMENT.

(a) STATUTORY PAYGO SCORECARDS.—The budg-

etary effects of division A of this Act shall not be entered
on either PAYGO scorecard maintained pursuant to sec-
tion 4(d) of the Statutory Pay-As-You-Go Act of 2010.

(b) SENATE PAYGO SCORECARDS.—The budgetary
effects of division A of this Act shall not be entered on
any PAYGO scorecard maintained for purposes of section

201 of S. Con. Res. 21 (110th Congress).

(¢) RESERVATION OF SAVINGS.—None of the funds
in the NIH Innovation Account, the FDA Innovation Ac-

count, or the Account For the State Response to the

L:\vA112516\R112516.004.xml
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Opioid Abuse Crisis established by this title shall be made
available except to the extent provided in advance in ap-
propriations Acts, and legislation or an Act that rescinds
or reduces amounts in such accounts shall not be esti-
mated as a reduction in direct spending under the Con-
oressional Budget and Impoundment Control Act of 1974
or the Balanced Budget and Emergency Deficit Control
Act of 1985.

TITLE II—DISCOVERY
Subtitle A—National Institutes of
Health Reauthorization
SEC. 2001. NATIONAL INSTITUTES OF HEALTH REAUTHOR-

IZATION.
Section 402A(a)(1) of the Public Health Service Act
(42 U.S.C. 282a(a)(1)) 1s amended—
(1) in subparagraph (B), by striking “and” at
the end;
(2) in subparagraph (C), by striking the period
at the end and inserting a semicolon; and
(3) by adding at the end the following new sub-
paragraphs:
“(D)  $34,851,000,000 for fiscal year
2018;
“(E) $35,585,871,000 for fiscal year 2019;

and
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1 “(F) $36,472,442,775 for fiscal year
2 2020.7.
3 SEC. 2002. EUREKA PRIZE COMPETITIONS.
4 (a) IN GENERAL.—Pursuant to the authorities and
5 processes established under section 24 of the Stevenson-
6 Wydler Technology Innovation Act of 1980 (15 U.S.C.
7 3719), the Director of the National Institutes of IHealth
8 shall support prize competitions for one or both of the fol-
9 lowing goals:
10 (1) Identifying and funding areas of biomedical
11 science that could realize significant advancements
12 through a prize competition.
13 (2) Improving health outcomes, particularly
14 with respect to human diseases and conditions—
15 (A) for which public and private invest-
16 ment in research is disproportionately small rel-
17 ative to Federal Government expenditures on
18 prevention and treatment activities with respect
19 to such diseases and conditions, such that Fed-
20 eral expenditures on health programs would be
21 reduced;
22 (B) that are serious and represent a sig-
23 nificant disease burden in the United States; or
24 (C) for which there is potential for signifi-
25 cant return on investment to the United States.
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(b) TRACKING; REPORTING.—The Director of the

2 National Institutes of Health shall—

O o0 9 N W Bk~ W

10
11
12
13
14

(1) collect information on—

(A) the effect of innovations funded
through the prize competitions under this sec-
tion in advancing biomedical science or improv-
ing health outcomes pursuant to subsection (a);
and

(B) the effect of the innovations on Fed-
eral expenditures; and
(2) 1include the information collected under

paragraph (1) in the triennial report under section
403 of the Public Health Service Act (42 U.S.C.
283) (as amended by section 2032).

15 Subtitle B—Advancing Precision

16

17 SEC.

18

Medicine
2011. PRECISION MEDICINE INITIATIVE.

Part H of title IV of the Public Health Service Act

19 (42 U.S.C. 289 et seq.) is amended by adding at the end

20 the following:

21 “SEC. 498E. PRECISION MEDICINE INITIATIVE.

22

“(a) IN GENERAL.—The Secretary is encouraged to
o te)

23 establish and carry out an initiative, to be known as the

24 ‘Precision Medicine Initiative’ (in this section referred to
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36

as the ‘Initiative’), to augment efforts to address disease

prevention, diagnosis, and treatment.

“(b) COMPONENTS.—The Initiative described under

subsection (a) may include—

“(1) developing a network of scientists to assist
in carrying out the purposes of the Initiative;

“(2) developing new approaches for addressing
scientific, medical, public health, and regulatory
science 1ssues;

“(3) applying genomic technologies, such as
whole genomic sequencing, to provide data on the
molecular basis of disease;

“(4) collecting information voluntarily provided
by a diverse cohort of individuals that can be used
to better understand health and disease; and

“(5) other activities to advance the goals of the
Initiative, as the Secretary determines appropriate.

“(¢) AUTHORITY OF THE SECRETARY.—In carrying

“(1) coordinate with the Secretary of Energy,
private industry, and others, as the Secretary deter-
mines appropriate, to identify and address the ad-
vanced supercomputing and other advanced tech-

nology needs for the Initiative;
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“(2) develop and utilize public-private partner-
ships; and
“(3) leverage existing data sources.

“(d) REQUIREMENTS.—In the implementation of the

“(1) ensure the collaboration of the National
Institutes of Health, the Food and Drug Adminis-

tration, the Office of the National Coordinator for

2
3
4
5 Initiative under subsection (a), the Secretary shall—
6
7
8
9

Health Information Technology, and the Office for
Civil Rights of the Department of IHealth and
Human Services;

“(2) comply with existing laws and regulations
for the protection of human subjects involved in re-
search, including the protection of participant pri-
vacy;

“(3) implement policies and mechanisms for ap-
propriate secure data sharing across systems that
include protections for privacy and security of data;

“(4) consider the diversity of the cohort to en-
sure inclusion of a broad range of participants, in-
cluding consideration of biological, social, and other
determinants of health that contribute to health dis-
parities;

“(5) ensure that only authorized individuals

may access controlled or sensitive, identifiable bio-
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logical material and associated information collected
or stored in connection with the Initiative; and
“(6) on the appropriate Internet website of the

Department of Health and Human Services, identify
any entities with access to such information and pro-
vide information with respect to the purpose of such
access, a summary of the research project for which
such access is granted, as applicable, and a deserip-
tion of the biological material and associated infor-
mation to which the entity has access.

“(e) REPORT.—Not later than 1 year after the date
of enactment of the 21st Century Cures Act, the Secretary
shall submit a report on the relevant data access policies
and procedures to the Committee on Health, Education,
Labor, and Pensions of the Senate and the Committee on
Energy and Commerce of the House of Representatives.
Such report shall include steps the Secretary has taken
to consult with experts or other heads of departments or
agencies of the Federal Government in the development
of such policies.”.

SEC. 2012. PRIVACY PROTECTION FOR HUMAN RESEARCH
SUBJECTS.

(a) IN GENERAL.—Subsection (d) of section 301 of

the Public Health Service Act (42 U.S.C. 241) is amended

to read as follows:
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“(d)(1)(A) If a person is engaged in biomedical, be-
havioral, clinical, or other research, in which identifiable,
sensitive information is collected (including research on
mental health and research on the use and effect of alcohol
and other psychoactive drugs), the Secretary, in coordina-
tion with other agencies, as applicable—

“(1) shall issue to such person a certificate of
confidentiality to protect the privacy of individuals
who are the subjects of such research if the research
is funded wholly or in part by the Kederal Govern-
ment; and

“(i1) may, upon application by a person engaged
In research, issue to such person a certificate of con-
fidentiality to protect the privacy of such individuals
if the research is not so funded.

“(B) Except as provided in subparagraph (C), any
person to whom a certificate is issued under subparagraph
(A) to protect the privacy of individuals described in such
subparagraph shall not disclose or provide to any other
person not connected with the research the name of such
an ndividual or any information, document, or biospeci-
men that contains identifiable, sensitive information about
such an individual and that was created or compiled for

purposes of the research.

L:\vA112516\R112516.004.xml
November 25, 2016 (3:02 p.m.)



SACLERK\XML\CPRT-114-HPRT-RU00-SAHR34. XML

40

“(C) The disclosure prohibition in subparagraph (B)

shall not apply to disclosure or use that i1s—

“(1) required by Federal, State, or local laws,
excluding instances described in subparagraph (D);

“(i1) necessary for the medical treatment of the
individual to whom the information, document, or
biospecimen pertains and made with the consent of
such individual;

“(111) made with the consent of the individual to
whom the information, document, or biospecimen
pertains; or

“(iv) made for the purposes of other scientific
research that is in compliance with applicable Fed-
eral regulations governing the protection of human
subjects in research.

“(D) Any person to whom a certificate is issued

17 under subparagraph (A) to protect the privacy of an indi-

18 wvidual deseribed in such subparagraph shall not, in any

19 Federal, State, or local civil, eriminal, administrative, leg-

20 islative, or other proceeding, disclose or provide the name

21 of such individual or any such information, document, or

22 Dbiospecimen that contains identifiable, sensitive informa-

23 tion

about the individual and that was created or compiled

24 for purposes of the research, except in the circumstance

25 described in subparagraph (C)(iii).
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“(E) Identifiable, sensitive information protected
under subparagraph (A), and all copies thereof, shall be
immune from the legal process, and shall not, without the
consent of the individual to whom the information per-
tains, be admissible as evidence or used for any purpose
In any action, suit, or other judicial, legislative, or admin-
istrative proceeding.

“(F) Identifiable, sensitive information collected by a
person to whom a certificate has been issued under sub-
paragraph (A), and all copies thereof, shall be subject to
the protections afforded by this section for perpetuity.

“(G) The Secretary shall take steps to minimize the
burden to researchers, streamline the process, and reduce
the time it takes to comply with the requirements of this
subsection.

“(2) The Secretary shall coordinate with the heads
of other applicable Federal agencies to ensure that such
departments have policies in place with respect to the
issuance of a certificate of confidentiality pursuant to
paragraph (1) and other requirements of this subsection.

“(3) Nothing in this subsection shall be construed to
limit the access of an individual who is a subject of re-
search to information about himself or herself collected

during such individual’s participation in the research.
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[E—

“(4) For purposes of this subsection, the term ‘identi-
fiable, sensitive information’” means information that is
about an individual and that is gathered or used during
the course of research described in paragraph (1)(A)
and—

“(A) through which an individual is identified;
or

“(B) for which there is at least a very small

O o0 9 AN U Bk~ W

risk, as determined by current scientific practices or

[a—
S

statistical methods, that some combination of the in-

[—
[—

formation, a request for the information, and other

[S—
[\

available data sources could be used to deduce the

[a—
W

identity of an individual.”.

[—
N

(b) APPLICABILITY.—DBeginning 180 days after the

[S—
()}

date of enactment of this Act, all persons engaged in re-

[a—
N

search and authorized by the Secretary of Iealth and

[S—
~

Human Services to protect information under section

[S—
o0

301(d) of the Public Health Service Act (42 U.S.C.

[a—
O

241(d)) prior to the date of enactment of this Act shall

[\
)

be subject to the requirements of such section (as amend-

(\9)
p—

ed by this Act).
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SEC. 2013. PROTECTION OF IDENTIFIABLE AND SENSITIVE

INFORMATION.

Section 301 of the Public Health Service Act (42
U.S.C. 241) is amended by adding at the end the fol-
lowing:

“(f)(1) The Secretary may exempt from disclosure
under section 552(b)(3) of title 5, United States Code,
biomedical information that is about an individual and
that is gathered or used during the course of biomedical
research if—

“(A) an individual is identified; or

“(B) there is at least a very small risk, as de-
termined by current scientific practices or statistical
methods, that some combination of the information,
the request, and other available data sources could
be used to deduce the identity of an individual.

“(2)(A) Each determination of the Secretary under
paragraph (1) to exempt information from disclosure shall
be made in writing and accompanied by a statement of
the basis for the determination.

“(B) Each such determination and statement of basis
shall be available to the public, upon request, through the
Office of the Chief FOIA Officer of the Department of
Health and Human Services.

“(3) Nothing in this subsection shall be construed to

limit a research participant’s access to information about
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such participant collected during the participant’s partici-

pation in the research.”.

2014. DATA SHARING.

(a) IN GENERAL.—Section 402(b) of the Public

Health Service Act (42 U.S.C. 282(b)) 1s amended—

(1) in paragraph (23), by striking “and” at the
end;

(2) in paragraph (24), by striking the period
and inserting ““; and”’; and

(3) by inserting after paragraph (24) the fol-
lowing:

“(25) may require recipients of National Insti-
tutes of Health awards to share scientific data, to
the extent feasible, generated from such National In-
stitutes of Health awards in a manner that is con-
sistent with all applicable Federal laws and regula-
tions, including such laws and regulations for the
protection of—

“(A) human research participants, includ-
ing with respect to privacy, security, informed
consent, and protected health information; and

“(B) proprietary interests, confidential
commercial information, and the intellectual

property rights of the funding recipient.”.
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(b) CONFIDENTIALITY.—Nothing in the amendments
made by subsection (a) authorizes the Secretary of Health
and Human Services to disclose any information that is
a trade secret, or other privileged or confidential informa-
tion, described in section 552(b)(4) of title 5, United
States Code, or section 1905 of title 18, United States
Code, or be construed to require recipients of grants or
cooperative agreements through the National Institutes of
Health to share such information.

Subtitle C—Supporting Young

Emerging Scientists
SEC. 2021. INVESTING IN THE NEXT GENERATION OF RE-
SEARCHERS.

(a) IN GENERAL.—Part A of title IV of the Public
Health Service Act (42 U.S.C. 281 et seq.) is amended
by adding at the end the following:

“SEC. 404M. NEXT GENERATION OF RESEARCHERS.

“(a) NEXT GENERATION OF RESEARCHERS INITIA-
TIVE.—There shall be established within the Office of the
Director of the National Institutes of Health, the Next
Generation of Researchers Initiative (referred to in this
section as the ‘Initiative’), through which the Director
shall coordinate all policies and programs within the Na-

tional Institutes of Health that are focused on promoting
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I and providing opportunities for new researchers and ear-

2 lier research independence.

3

“(b) AcTIVITIES.—The Director of the National In-

4 stitutes of Health, through the Initiative shall—
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“(1) promote policies and programs within the
National Institutes of Health that are focused on
improving opportunities for new researchers and
promoting earlier research independence, including
existing policies and programs, as appropriate;

“(2) develop, modify, or prioritize policies, as
needed, within the National Institutes of Iealth to
promote opportunities for new researchers and ear-
lier research independence, such as policies to in-
crease opportunities for new researchers to receive
funding, enhance training and mentorship programs
for researchers, and enhance workforce diversity;

“(3) coordinate, as appropriate, with relevant
agencies, professional and academic associations,
academic institutions, and others, to improve and
update existing information on the biomedical re-
search workforce i order to inform programs re-
lated to the training, recruitment, and retention of
biomedical researchers; and

“(4) carry out other activities, including evalua-

tion and oversight of existing programs, as appro-
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priate, to promote the development of the next gen-

eration of researchers and earlier research independ-

ence.”’.

(b) CONSIDERATION OF RECOMMENDATIONS.—In
carrying out activities under section 404M(b) of the Public
Health Service Act, the Director of the National Institutes
of Health shall take into consideration the recommenda-
tions made by the National Academies of Sciences, Engi-
neering, and Medicine as part of the comprehensive study
on policies affecting the next generation of researchers
under the Department of Health and Human Services Ap-
propriations Act, 2016 (Public Law 114-113), and submit
a report to the Committee on IHealth, Education, Labor,
and Pensions and the Committee on Appropriations of the
Senate, and the Committee on Energy and Commerce and
the Committee on Appropriations of the House of Rep-
resentatives, with respect to any actions taken by the Na-
tional Institutes of Health based on the recommendations
not later than 2 years after the completion of the study
required pursuant to the Department of Health and
Human Services Appropriations Act, 2016.

SEC. 2022. IMPROVEMENT OF LOAN REPAYMENT PROGRAM.

(a) INTRAMURAL LOAN REPAYMENT PROGRAM.—
Section 4837A of the Public Health Service Act (42 U.S.C.
288-1) is amended—
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(1) by amending the section heading to read as
follows: “INTRAMURAL LOAN REPAYMENT PRO-
GRAM';

(2) 1 subsection (a)—

(A) by striking “The Secretary shall carry
out a program’ and inserting “The Director of
the National Institutes of Iealth shall, as ap-
propriate and based on workforce and scientific
priorities, carry out a program through the sub-
categories listed in subsection (b)(1) (or modi-
fied subcategories as provided for in subsection
(b)(2))7;

(B) by striking ‘“‘conduct” and inserting
“conduct research’;

(C) by striking “research with respect to
acquired immune deficiency syndrome’; and

(D) by striking “$35,000” and inserting
“$50,0007;

(3) by redesignating subsection (b) as sub-
section (d);

(4) by inserting after subsection (a), the fol-
lowing:

“(b) SUBCATEGORIES OF RESEARCH.—
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“(1) IN GENERAL.—In carrying out the pro-
oram under subsection (a), the Director of the Na-
tional Institutes of IHealth—
“(A) shall continue to focus on—
“(1) general research;
“(i1) research on acquired immune de-
ficiency syndrome; and
“(i11) eclinical research conducted by
appropriately qualified health professional
who are from disadvantaged backgrounds;
and
“(B) may focus on an area of emerging
scientific or workforce need.
“(2) ELIMINATION OR ESTABLISHIMENT OF

SUBCATEGORIES.—The Director of the National In-

stitutes of Health may eliminate one or more subcat-
egories provided for in paragraph (1) due to changes
in workforce or scientific needs related to biomedical
research. The Director may establish other sub-
category areas based on workforce and scientific pri-
orities 1f the total number of subcategories does not
exceed the number of subcategories listed in para-
oraph (1).

“(¢) LimaTATION.—The Director of the National In-

25 stitutes of Health may not enter into a contract with a
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health professional pursuant to subsection (a) unless such
professional has a substantial amount of education loans
relative to income (as determined pursuant to guidelines
issued by the Director).”; and
(5) by adding at the end the following:

“(e) AVAILABILITY OF APPROPRIATIONS.—Amounts

available for carrying out this section shall remain avail-
able until the expiration of the second fiscal year begin-
ning after the fiscal year for which such amounts are made
available.”.

(b) EXTRAMURAL LOAN REPAYMENT PROGRAM.—
Section 487B of the Public Health Service Act (42 U.S.C.
288-2) is amended—

(1) by amending the section heading to read as
follows: “EXTRAMURAL LOAN REPAYMENT PRO-
GRAM ',

(2) in subsection (a)—

(A) by striking “The Secretary, in con-
sultation with the Director of the Eunice Ken-
nedy Shriver National Institute of Child Health
and Human Development, shall establish a pro-
oram” and inserting “IN GENERAL.—The Di-
rector of the National Institutes of Health
shall, as appropriate and based on workforce

and scientific priorities, carry out a program
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through the subcategories listed in subsection

(b)(1) (or modified subcategories as provided

for in subsection (b)(2)),”;

(B) by striking “(including graduate stu-
dents)”’;

(C) by striking “with respect to contracep-
tion, or with respect to infertility,”; and

(D) by striking ‘“‘service, not more than
$35,000” and inserting ‘‘research, not more
than $50,000";

(3) by redesignating subsections (b) and (¢) as
subsections (d) and (e), respectively;

(4) by inserting after subsection (a), the fol-
lowing:

“(b) SUBCATEGORIES OF RESEARCI.—

“(1) IN GENERAL.—In ecarrying out the pro-
oram under subsection (a), the Director of the Na-
tional Institutes of Health—

“(A) shall continue to focus on—

“(1) contraception or infertility re-
search;

“(i1) pediatric research, including pe-
diatric pharmacological research;

“(i11) minority health disparities re-

search;
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“(iv) clinical research; and
“(v) clinical research conducted by ap-
propriately qualified health professional
who are from disadvantaged backgrounds;
and
“(B) may focus on an area of emerging
scientific or workforce need.
“(2) ELIMINATION OR ESTABLISHIMENT OF

SUBCATEGORIES.—The Director of the National In-

stitutes of Health may eliminate one or more subcat-
egories provided for in paragraph (1) due to changes
in workforce or scientific needs related to biomedical
research. The Director may establish other sub-
category areas based on workforce and scientific pri-
orities 1f the total number of subcategories does not
exceed the number of subcategories listed in para-
oraph (1).

“(¢) LimaTATION.—The Director of the National In-

stitutes of Health may not enter into a contract with a
health professional pursuant to subsection (a) unless such
professional has a substantial amount of education loans
relative to income (as determined pursuant to guidelines

issued by the Director).”;

(5) in subsection (d) (as so redesignated), by

striking “The provisions” and inserting “APPLICA-
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BILITY OF CERTAIN PROVISIONS REGARDING OBLI-
GATED SERVICE.—The provisions”’; and
(6) in subsection (e) (as so redesignated), by

striking “Amounts” and inserting ‘“AVAILABILITY

OF APPROPRIATIONS.—Amounts’.

(¢) TECHNICAL AND CONFORMING AMENDMENTS.—

Title IV of the Public Health Service Act i1s amended—

(1) by striking section 464z—5 (42 U.S.C.
2856t-2);

(2) by striking section 487C (42 U.S.C. 288-
3);

(3) by striking section 487E (42 U.S.C. 288-

(4) by striking section 487K (42 U.S.C. 288—
ba), as added by section 205 of Public Law 106-
505, relating to loan repayment for clinical research-
ers; and

(5) by striking section 487F (42 U.S.C. 288-
6), as added by section 1002(b) of Public Law 106—
310 relating to pediatric research loan repayment.

(d) GAO REPORT.—Not later than 18 months after

the date of enactment of this Act, the Comptroller General
of the United States shall submit to Congress a report
on the efforts of the National Institutes of Health to at-

tract, retain, and develop emerging scientists, including
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underrepresented individuals in the sciences, such as
women, racial and ethnic minorities, and other groups.
Such report shall include an analysis of the impact of the
additional authority provided to the Secretary of IHealth
and Human Services under this Act to address workforce
shortages and gaps in priority research areas, including
which centers and research areas offered loan repayment
program participants the increased award amount.
Subtitle D—National Institutes of
Health Planning and Adminis-
tration
SEC. 2031. NATIONAL INSTITUTES OF HEALTH STRATEGIC
PLAN.
(a) STRATEGIC PrLaN.—Section 402 of the Public
Health Service Act (42 U.S.C. 282) 1s amended—
(1) in subsection (b)(5), by inserting before the

¢

semicolon the following: *‘, and through the develop-
ment, implementation, and updating of the strategic
plan developed under subsection (m)”’; and
(2) by adding at the end the following:
“(m) NATIONAL INSTITUTES OF HEALTH STRATEGIC
PraN.—
“(1) IN GENERAL.—Not later than 2 years
after the date of enactment of the 21st Century

Cures Act, and at least every 6 years thereafter, the
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Director of the National Institutes of Iealth shall
develop and submit to the appropriate committees of
Congress and post on the Internet website of the
National Institutes of Health, a coordinated strategy
(to be known as the ‘National Institutes of Health
Strategic Plan’) to provide direction to the bio-
medical research investments made by the National
Institutes of Health, to facilitate collaboration across
the institutes and centers, to leverage scientific op-

portunity, and to advance biomedicine.

“(2) REQUIREMENTS.—The strategy under
paragraph (1) shall—

“(A) identify strategic research priorities
and objectives across biomedical research, in-
cluding—

“(1) an assessment of the state of bio-
medical and behavioral research, including
areas of opportunity with respect to basic,
clinical, and translational research;

“(i1) priorities and objectives to ad-
vance the treatment, cure, and prevention
of health conditions;

“(i11) emerging scientific opportuni-
ties, rising public health challenges, and

scientific knowledge gaps; and
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“(iv) the identification of near-, mid-

, and long-term scientific needs;

“(B) consider, in carrying out subpara-
oraph (A)—

“(1) disease burden in the United

States and the potential for return on in-

vestment to the United States;

“(11) rare diseases and conditions;

“(i11) biological, social, and other de-
terminants of health that contribute to
health disparities; and

“(iv) other factors the Director of Na-
tional Institutes of Health determines ap-
propriate;

“(C) include multi-institute priorities, in-
cluding coordination of research among insti-
tutes and centers;

“(D) include strategic priorities for fund-
ing research through the Common Fund, in ac-
cordance with section 402A(¢)(1)(C);

“(E) address the National Institutes of
Health’s proposed and ongoing activities related

to training and the biomedical workforce; and
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“(F) describe opportunities for collabora-
tion with other agencies and departments, as
appropriate.

“(3) USE OF PLANS.—Strategic plans developed

and updated by the national research institutes and
national centers of the National Institutes of Health
shall be prepared regularly and in such a manner
that such plans will be informed by the strategic
plans developed and updated under this subsection.
Such plans developed by and updated by the na-
tional research institutes and national centers shall
have a common template.

“(4) CONSULTATION.—The Director of Na-
tional Institutes of Health shall develop the strategic
plan under paragraph (1) in consultation with the
directors of the national research institutes and na-
tional centers, researchers, patient advocacy groups,
and industry leaders.”.

(b) CONFORMING AMENDMENT.—Section

402A(¢)(1)(C) of the Public Health Service Act (42
U.S.C. 282a(e)(1)(C)) is amended by striking “Not later
than June 1, 2007, and every 2 years thereafter,” and
inserting “As part of the National Institutes of Health

Strategic Plan required under section 402(m),”.
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(¢) STRATEGIC PLAN.—Section 492B(a) of the Pub-
lic Health Service Act (42 U.S.C. 289a—2(a)) 1s amended

by adding at the end the following:

“(3) STRATEGIC PLANNING.—

“(A) IN GENERAL.—The directors of the
national institutes and national centers shall
consult at least once annually with the Director
of the National Institute on Minority Health
and IHealth Disparities and the Director of the
Office of Research on Women’s Health regard-
ing objectives of the national institutes and na-
tional centers to ensure that future activities by
such institutes and centers take into account
women and minorities and are focused on re-

ducing health disparities.

“(B) STRATEGIC PLANS.—Any strategic
plan issued by a national institute or national
center shall include details on the objectives de-

seribed in subparagraph (A).”.

20 SEC. 2032. TRIENNIAL REPORTS.

21

Section 403 of the Public Health Service Act (42

22 U.S.C. 283) is amended—

23
24
25
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1) in the section heading, by striking ‘‘BIEN-
( g, by g

NIAL” and inserting “TRIENNIAL” ; and

(2) in subsection (a)—
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| (A) in the matter preceding paragraph (1),
2 by striking ‘“‘biennial’” and inserting “triennial’’;
3 (B) by amending paragraph (3) to read as
4 follows:

5 “(3) A description of intra-National Institutes
6 of Health activities, including—

7 “(A) identification of the percentage of
8 funds made available by each national research
9 institute and national center with respect to
10 each applicable fiscal year for conducting or
11 supporting research that involves collaboration
12 between the institute or center and 1 or more
13 other national research institutes or national
14 centers; and

15 “(B) recommendations for promoting co-
16 ordination of information among the centers of
17 excellence.”’;

18 (C) in paragraph (4)—

19 (1) in subparagraph (B), by striking
20 “demographic variables and other vari-
21 ables” and inserting ‘““demographic vari-
22 ables, including biological and social vari-
23 ables and relevant age categories (such as
24 pediatric subgroups), and determinants of
25 health,”; and
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eraph (A), by striking “the following:’

60
(i1) in subparagraph (C)(v)—

(I) by striking “demographic
variables and such” and inserting
“demographic variables, including rel-
evant age categories (such as pediatric
subgroups), information submitted by
each national research institute and
national center to the Director of Na-
tional Institutes of Health under sec-
tion 492B(f), and such”; and

(IT) by striking “(regarding in-
clusion of women and minorities in
clinical research)” and inserting ‘“‘and
other applicable requirements regard-
ing inclusion of demographic groups’;

and

(D) in paragraph (6)—

(i) in the matter preceding subpara-

" and

mserting ‘“‘the following—"";

(i1) in subparagraph (A)—
(I) by striking “An evaluation”
and inserting “an evaluation”; and
(IT) by striking the period and

inserting “‘; and’’;
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| (111) by striking subparagraphs (B)
2 and (D);
3 (iv) by redesignating subparagraph
4 (C) as subparagraph (B); and
5 (v) in subparagraph (B), as redesig-
6 nated by clause (iv), by striking “Rec-
7 ommendations” and  inserting = ‘‘rec-
8 ommendations”.
O SEC. 2033. INCREASING ACCOUNTABILITY AT THE NA-
10 TIONAL INSTITUTES OF HEALTH.
11 (a) APPOINTMENT AND TERMS OF DIRECTORS OF
12 NATIONAL RESEARCH INSTITUTES AND NATIONAL CEN-

[a—
W

TERS.—Subsection (a) of section 405 of the Public Health

14 Service Act (42 U.S.C. 284) is amended to read as follows:
15 “(a) APPOINTMENT.—

16 “(1) IN GENERAL.—The Director of the Na-
17 tional Cancer Institute shall be appointed by the
18 President, and the Directors of the other national
19 research institutes and national centers shall be ap-
20 pointed by the Secretary, acting through the Direc-
21 tor of National Institutes of Health. Each Director
22 of a mnational research institute or national center
23 shall report directly to the Director of National In-
24 stitutes of Health.

25 “(2) APPOINTMENT.—
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“(A) TERM.—A Director of a national re-
search institute or national center who is ap-
pointed by the Secretary, acting through the
Director of National Institutes of IHealth, shall
be appointed for 5 years.

“(B) REAPPOINTMENT.—At the end of the
term of a Director of a national research insti-
tute or national center, the Director may be re-
appointed in accordance with standards applica-
ble to the relevant appointment mechanism.
There shall be no limit on the number of terms
that a Director may serve.

“(C) VACANCIES.—ITf the office of a Direc-

tor of a national research institute or national
center becomes vacant before the end of such
Director’s term, the Director appointed to fill
the vacancy shall be appointed for a 5-year

term starting on the date of such appointment.

Kach Direc-

“(D) CURRENT DIRECTORS.
tor of a mnational research institute or national
center who is serving on the date of enactment
of the 21st Century Cures Act shall be deemed
to be appointed for a 5H-year term under this
subsection beginning on such date of enact-

ment.
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“(E) RULE OF CONSTRUCTION.—Nothing
in this subsection shall be construed to limit the
authority of the Secretary or the Director of
National Institutes of IHealth to terminate the
appointment of a director referred to in sub-
paragraph (A) before the expiration of such di-
rector’s b-year term.

“(F) NATURE OF APPOINTMENT.—Ap-
pointments and reappointments under this sub-
section shall be made on the basis of ability and
experience as it relates to the mission of the
National Institutes of Ilealth and its compo-
nents, including compliance with any legal re-
quirement that the Secretary or Director of Na-
tional Institutes of Health determines relevant.
“(3) NONAPPLICATION OF CERTAIN PROVI-

SION.—The restrictions contained in section 202 of
the Departments of Labor, Health and Human
Services, and Education, and Related Agencies Ap-
propriations Act, 1993 (Public Law 102-394; 42
U.S.C. 238f note) related to consultants and indi-
vidual scientists appointed for limited periods of
time shall not apply to Directors appointed under

this subsection.”.
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(b) REVIEW OF CERTAIN AWARDS BY DIRECTORS.—
Section 405(b) of the Public Health Service Act (42
U.S.C. 284(b)) is amended by adding at the end the fol-
lowing:

“(3) Before an award is made by a national research
institute or by a national center for a grant for a research
program or project (commonly referred to as an ‘R-series
erant’), other than an award constituting a noncompeti-
tive renewal of such a grant, or a noncompetitive adminis-
trative supplement to such a grant, the Director of such
national research institute or national center shall, con-
sistent with the peer review process—

“(A) review and make the final decision with
respect to making the award; and

“(B) take into consideration, as appropriate—

“(1) the mission of the national research
institute or national center and the scientific
priorities identified in the strategic plan under
section 402(m);

“(11) programs or projects funded by other
agencies on similar research topics; and

“(i) advice by staff and the advisory
council or board of such national research insti-

tute or national center.”.
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(¢) REPORT ON DUPLICATION IN FEDERAL BIO-

MEDICAL RESEARCH.—The Secretary of Health and
Human Services (referred to in this subsection as the
“Secretary’’), shall, not later than 2 years after the date
of enactment of this Act, submit a report to Congress on
efforts to prevent and eliminate duplicative biomedical re-
search that is not necessary for scientific purposes. Such

report shall—

(1) describe the procedures in place to identify
such duplicative research, including procedures for
monitoring research applications and funded re-
search awards to prevent unnecessary duplication;

(2) deseribe the steps taken to improve the pro-
cedures described in paragraph (1), in response to
relevant recommendations made by the Comptroller
General of the United States;

(3) describe how the Secretary operationally
distinguishes necessary and appropriate scientific
replication from unnecessary duplication; and

(4) provide examples of instances where the
Secretary has identified unnecessarily duplicative re-
search and the steps taken to eliminate the unneces-

sary duplication.
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MEASURES TO REDUCE ADMINISTRATIVE BURDENS.

66

SEC. 2034. REDUCING ADMINISTRATIVE BURDEN FOR RE-

SEARCHERS.

(a) PLAN PREPARATION AND IMPLEMENTATION OF

(1) IN GENERAL.—Not later than 2 years after

the date of enactment of this Act, the Secretary of
Health and Human Services (referred to in this sec-

tion as the “Secretary’’) shall—

(A) lead a review by research funding
agencies of all regulations and policies related
to the disclosure of financial conflicts of inter-
est, including the minimum threshold for re-
porting financial conflicts of interest;

(B) make revisions, as appropriate, to har-
monize existing policies and reduce administra-
tive burden on researchers while maintaining
the integrity and credibility of research findings
and protections of human participants; and

(C) confer with the Office of the Inspector
General about the activities of such office re-
lated to financial conflicts of interest involving
research funding agencies.

(2) CONSIDERATIONS.—In updating policies

under paragraph (1)(B), the Secretary shall con-

sider—
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1 (A) modifying the timelines for the report-
2 ing of financial conflicts of interest to just-in-

3 time information by institutions receiving grant
4 or cooperative agreement funding from the Na-
5 tional Institutes of Health;

6 (B) ensuring that financial interest disclo-
7 sure reporting requirements are appropriate for,

8 and relevant to, awards that will directly fund
9 research, which may include modification of the
10 definition of the term “investigator” for pur-
11 poses of the regulations and policies described
12 in subparagraphs (A) and (B) of paragraph (1);
13 and

14 (C) updating any applicable training mod-
15 ules of the National Institutes of Health related
16 to Federal financial interest disclosure.

17 (b) MONITORING OF SUBRECIPIENTS OF KFUNDING
18 FROM THE NATIONAL INSTITUTES OF HEALTH.—The Di-
19 rector of the National Institutes of Health (referred to in
20 this section as the “Director of National Institutes of
21 Health”) shall implement measures to reduce the adminis-
22 trative burdens related to monitoring of subrecipients of
23 grants by primary awardees of funding from the National
24 Institutes of Health, which may incorporate findings and
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I recommendations from existing and ongoing activities.

2 Such measures may include, as appropriate—
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(1) an exemption from subrecipient monitoring
requirements, upon request from the primary award-
ees, provided that—

(A) the subrecipient is subject to Federal
audit requirements pursuant to the Uniform
Guidance of the Office of Management and
Budget;

(B) the primary awardee conducts, pursu-
ant to guidance of the National Institutes of
Health, a pre-award evaluation of each sub-
recipient’s risk of noncompliance with Federal
statutes and regulations, the conditions of the
subaward, and any recurring audit findings;
and

(C) such exemption does not absolve the
primary awardee of lability for misconduct by
subrecipients; and
(2) the implementation of alternative grant

structures that obwviate the mneed for subrecipient
monitoring, which may include collaborative grant
models allowing for multiple primary awardees.

(¢) REPORTING OF FKFINANCIAL EXPENDITURES.—

Secretary, in consultation with the Director of Na-
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tional Institutes of Health, shall evaluate financial expend-
iture reporting procedures and requirements for recipients
of funding from the National Institutes of Health and take
action, as appropriate, to avoid duplication between de-
partment and agency procedures and requirements and
minimize burden to funding recipients.

(d) ANIMAL CARE AND USE IN RESEARCH.—Not
later than 2 years after the date of enactment of this Act,
the Director of National Institutes of Health, in collabora-
tion with the Secretary of Agriculture and the Commis-
sioner of Food and Drugs, shall complete a review of ap-
plicable regulations and policies for the care and use of
laboratory animals and make revisions, as appropriate, to
reduce administrative burden on investigators while main-
taining the integrity and credibility of research findings
and protection of research animals. In carrying out this
effort, the Director of the National Institutes of Health
shall seek the input of experts, as appropriate. The Direc-
tor of the National Institutes of Health shall—

(1) identify ways to ensure such regulations
and policies are not inconsistent, overlapping, or un-
necessarily duplicative, including with respect to in-
spection and review requirements by Federal agen-

cies and accrediting associations;
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(2) take steps to eliminate or reduce identified
inconsistencies, overlap, or duplication among such
regulations and policies; and

(3) take other actions, as appropriate, to im-
prove the coordination of regulations and policies
with respect to research with laboratory animals.
(e) DOCUMENTATION OF PERSONNEL EXPENSES.—

Secretary shall clarify the applicability of the require-

ments under the Office of Management and Budget Uni-
form Guidance for management and certification systems
adopted by entities receiving Federal research grants
through the Department of Health and Human Services
regarding documentation of personnel expenses, including
clarification of the extent to which any flexibility to such
requirements specified in such Uniform Guidance applies
to entities receiving grants through the Department of

Health and Human Services.

(f) RESEARCH POLICY BOARD.—

(1) ESTABLISHMENT.—Not later than 1 year
after the date of enactment of this Act, the Director
of the Office of Management and Budget shall es-
tablish an advisory committee, to be known as the
“Research Policy Board” (referred to in this sub-

section as the “Board”), to provide Federal Govern-
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ment officials with information on the effects of reg-
ulations related to Federal research requirements.

(2) MEMBERSHIP.—

(A) IN GENERAL.—The Board shall in-

clude not more than 10 Federal members, in-
cluding each of the following Federal members

or their designees:

(1) The Administrator of the Office of
Information and Regulatory Affairs of the
Office of Management and Budget.

(1) The Director of the Office of
Science and Technology Policy.

(i1i) The Secretary of Health and
Human Services.

(iv) The Director of the National
Science Foundation.

(v) The secretaries and directors of
other departments and agencies that sup-
port or regulate scientific research, as de-
termined by the Director of the Office of
Management and Budget.

(B) NON-FEDERAL MEMBERS.—The Board

shall be comprised of not less than 9 and not
more than 12 representatives of academic re-

search institutions, other private, nonprofit re-
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search institutions, or other nonprofit organiza-
tions with relevant expertise. Such members
shall be appointed by a formal process, to be es-
tablished by the Director of the Office of Man-
agement and Budget, in consultation with the
Federal membership, and that incorporates—
(1) nomination by members of the
nonprofit scientific research community,
including academic research institutions;
and
(i1) procedures to fill membership po-
sitions vacated before the end of a mem-
ber’s term.

(3) PURPOSE AND RESPONSIBILITIES.—The

Board shall make recommendations regarding the
modification and harmonization of regulations and
policies having similar purposes across research
funding agencies to ensure that the administrative
burden of such research policy and regulation is
minimized to the greatest extent possible and con-
sistent with maintaining responsible oversight of fed-
erally funded research. Activities of the Board may
include—

(A) providing thorough and informed anal-

ysis of regulations and policies;
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(B) identifying negative or adverse con-
sequences of existing policies and making ac-
tionable recommendations regarding possible
improvement of such policies;

(C) making recommendations with respect
to efforts within the Federal Government to im-
prove coordination of regulation and policy re-
lated to research;

(D) creating a forum for the discussion of
research policy or regulatory gaps, challenges,
clarification, or harmonization of such policies
or regulation, and best practices; and

(E) conducting ongoing assessment and
evaluation of regulatory burden, including de-
velopment of metrics, periodic measurement,
and 1identification of process improvements and
policy changes.

(4) EXPERT SUBCOMMITTEES.—The Board

may form temporary expert subcommittees, as ap-
propriate, to develop timely analysis on pressing
issues and assist the Board in anticipating future
regulatory challenges, including challenges emerging
from new scientific advances.

(5) REPORTING REQUIREMENTS.—Not later

than 2 years after the date of enactment of this Act,
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and once thereafter, the Board shall submit a report
to the Director of the Office of Management and
Budget, the Administrator of the Office of Informa-
tion and Regulatory Affairs of the Office of Manage-
ment and Budget, the Director of the Office of
Science and Technology Policy, the heads of relevant
Federal departments and agencies, the Committee
on Health, Education, Labor, and Pensions of the
Senate, and the Committee on Energy and Com-
merce of the House of Representatives containing
formal recommendations on the conceptualization,
development, harmonization, and reconsideration of
scientific research policy, including the regulatory
benefits and burdens.

(6) SUNSET.—The Board shall terminate on
September 30, 2021.

(7) GAO REPORT.—Not later than 4 years
after the date of enactment of this Act, the Comp-
troller General of the United States shall conduct an
independent evaluation of the activities carried out
by the Board pursuant to this subsection and submit
to the appropriate committees of Congress a report
regarding the results of the independent evaluation.

Such report shall review and assess the Board’s ac-
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tivities with respect to the responsibilities described

in paragraph (3).

SEC. 2035. EXEMPTION FOR THE NATIONAL INSTITUTES OF
HEALTH FROM THE PAPERWORK REDUCTION
ACT REQUIREMENTS.

Section 301 of the Public Health Service Act (42
U.S.C. 241), as amended by section 2013, is further
amended by adding at the end the following:

“(2) Subchapter I of chapter 35 of title 44, United
States Code, shall not apply to the voluntary collection of
information during the conduct of research by the Na-
tional Institutes of Iealth.”.

SEC. 2036. HIGH-RISK, HIGH-REWARD RESEARCH.

(a) IN GENERAL.—Section 402 of the Public Health
Service Act (42 U.S.C. 282), as amended by section 2031,
i1s further amended by adding at the end the following:

“(n) UNIQUE RESEARCH INITIATIVES.

“(1) IN GENERAL.—The Director of NIH may
approve, after consideration of a proposal under
paragraph (2)(A), requests by the national research
institutes and centers, or program officers within the
Office of the Director to engage in transactions
other than a contract, grant, or cooperative agree-

ment with respect to projects that carry out—
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“(A) the Precision Medicine Initiative
under section 498E; or

“(B) section 402(b)(7), except that not
more than 50 percent of the funds available for
a fiscal year through the Common Fund under
section 402A(¢)(1) for purposes of carrying out
such section 402(b)(7) may be used to engage
in such other transactions.

“(2) REQUIREMENTS.

The authority provided
under this subsection may be used to conduct or
support high impact cutting-edge research deseribed
in paragraph (1) using the other transactions au-

thority described in such paragraph if the institute,

center, or office
“(A) submits a proposal to the Director of
NIIT for the use of such authority before con-
ducting or supporting the research, including
why the use of such authority i1s essential to
promoting the success of the project;
“(B) receives approval for the use of such
authority from the Director of NIH; and
“(C) for each year in which the institute,
center, or office has used such authority in ac-
cordance with this subsection, submits a report

to the Director of NIH on the activities of the
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institute, center, or office relating to such re-
search.”.

(b) REPORT TO CONGRESS.—Not later than Sep-
tember 30, 2020, the Secretary of IHealth and Human
Services, acting through the Director of the National In-
stitutes of Health, shall conduct an evaluation of the ac-
tivities under subsection (n) of section 402 of the Public
Health Service Act (42 U.S.C. 282), as added by sub-
section (a), and submit a report to the Committee on
Health, Education, Labor, and Pensions of the Senate and
the Committee on Energy and Commerce of the House
of Representatives on the results of such evaluation.

(¢) DUTIES OF DIRECTORS OF INSTITUTES.—Section
405(b)(1) of the Public Health Service Act (42 U.S.C.
284(b)(1)) is amended—

(1) by redesignating subparagraphs (C) through

(I.) as subparagraphs (D) through (M), respectively;

and

(2) by inserting after subparagraph (B), the
following:

“(C) shall, as appropriate, conduct and support
research that has the potential to transform the sci-
entific field, has inherently higher risk, and that

seeks to address major current challenges;”.
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2037. NATIONAL CENTER FOR ADVANCING

TRANSLATIONAL SCIENCES.

Section 479(b) of the Public

Health Service Act (42 U.S.C. 287(b)) is amended—

(1) in paragraph (1), by striking “phase IIA”

and inserting “‘phase I1B”’; and

(2) in paragraph (2)—

(A) in the matter preceding subparagraph
(A), by striking “phase IIB” and inserting
“phase I11";

(B) in subparagraph (A), by striking
“phase IIB” and inserting “phase IIT";

(C) in subparagraph (B), by striking
“phase ITA” and inserting “phase IIB”; and

(D) in subparagraph (C), by striking

“phase IIB” and inserting ‘“‘phase II1".

(b) INCREASED TRANSPARENCY.—Section 479 of the

18 Public Health Service Act (42 U.S.C. 287) is amended—

19
20
21
22
23
24
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(1) in subsection (¢)—

(A) in paragraph (4)(D), by striking
“and” at the end;

(B) in paragraph (5), by striking the pe-
riod and inserting a semicolon; and

(C) by adding at the end the following:
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“(6) the methods and tools, if any, that have
been developed since the last biennial report was
prepared; and

“(7) the methods and tools, if any, that have
been developed and are being utilized by the Food
and Drug Administration to support medical product
reviews.”’; and

(2) by adding at the end the following:

“(d) IncLusiON OF LisT.—The first biennial report
submitted under this section after the date of enactment
of the 21st Century Cures Act shall include a complete
list of all of the methods and tools, if any, which have
been developed by research supported by the Center.

“(e) RULE OF CONSTRUCTION.—Nothing in this sec-
tion shall be construed as authorizing the Secretary to dis-
close any information that is a trade secret, or other privi-
leeed or confidential information subject to section
552(b)(4) of title 5, United States Code, or section 1905
of title 18, United States Code.”.

SEC. 2038. COLLABORATION AND COORDINATION TO EN-
HANCE RESEARCH.

(a) RESEARCH PRIORITIES; COLLABORATIVE RE-

SEARCH PROJECTS.—Section 402(b) of the Public Health

Service Act (42 U.S.C. 282(b)) 1s amended—
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(1) by amending paragraph (4) to read as fol-
lows:
“(4) shall assemble accurate data to be used to
assess research priorities, including—

“(A) information to better evaluate sci-
entific opportunity, public health burdens, and
progress in reducing health disparities; and

“(B) data on study populations of clinical
research, funded by or conducted at each na-

tional research institute and national center,

which

“(1) specifies the inclusion of—

“(I) women;

“(IT)  members of  minority
oOTOUPS;

“(ITI) relevant age categories, in-
cluding pediatric subgroups; and

“(IV) other demographic vari-
ables as the Director of the National
Institutes of Health determines appro-

Pl
priate;
“(1) 1s disageregated by research
> o

area, condition, and disease categories; and
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“(ii1) 1s to be made publicly available
on the Internet website of the National In-
stitutes of Health;”; and
(2) in paragraph (8)—
(A) in subparagraph (A), by striking
“and” at the end; and
(B) by adding at the end the following:
“(C) foster collaboration between clinical
research projects funded by the respective na-
tional research institutes and national centers
that—
“(1) conduet research involving human
subjects; and
“(i1) collect similar data; and
“(D) encourage the collaboration described
in subparagraph (C) to—
“(1) allow for an increase in the num-
ber of subjects studied; and
“(11) utilize diverse study populations,
with special consideration to biological, so-
clal, and other determinants of health that

contribute to health disparities;”.

(b) REPORTING.—Section 492B(f) of the Public

24 Health Service Act (42 U.S.C. 289a—2(f)) is amended—
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(1) by striking “biennial’” each place such term
appears and inserting “triennial’’;

(2) by striking “The advisory council” and in-
serting the following:

“(1) IN GENERAL.—The advisory council”’; and

(3) by adding at the end the following:

“(2) CoNTENTS.—Each triennial report pre-
pared by an advisory council of each national re-
search institute as described in paragraph (1) shall
include each of the following:

“(A) The number of women included as
subjects, and the proportion of subjects that are
women, in any project of clinical research con-
ducted during the applicable reporting period,
disageregated by categories of research area,
condition, or disease, and accounting for single-
sex studies.

“(B) The number of members of minority
oroups included as subjects, and the proportion
of subjects that are members of minority
eroups, in any project of clinical research con-
ducted during the applicable reporting period,
disageregated by categories of research area,
condition, or disease and accounting for single-

race and single-ethnicity studies.
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1 “(C) For the applicable reporting period,
2 the number of projects of clinical research that
3 include women and members of minority groups
4 and that—

5 “(1) have been completed during such
6 reporting period; and

7 “(i1) are being carried out during such
8 reporting period and have not been com-
9 pleted.
10 “(D) The number of studies completed
11 during the applicable reporting period for which
12 reporting has been submitted in accordance
13 with subsection (¢)(2)(A).”.
14 (¢) COORDINATION.—Section 486(¢)(2) of the Publie
15 Health Service Act (42 U.S.C. 287d(¢)(2)) is amended by
16 striking “designees’” and inserting ‘“‘senior-level staff des-
17 ignees”.
18 (d) IN GENERAL.—Part A of title IV of the Public

[a—
O

Health Service Act (42 U.S.C. 281 et seq.), as amended

[\
)

by section 2021, is further amended by adding at the end

(\9)
p—

the following:

I\
\®}

“SEC. 404N. POPULATION FOCUSED RESEARCH.

[\®]
W

“The Director of the National Institutes of Health

&)
=~

shall, as appropriate, encourage efforts to improve re-
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“(1) facilitating increased participation of sex-
ual and gender minority populations in clinical re-
search supported by the National Institutes of
Health, and reporting on such participation, as ap-
plicable;

“(2) facilitating the development of valid and
reliable methods for research relevant to sexual and
eender minority populations; and

“(3) addressing methodological challenges.”.

(e) REPORTING.—

(1) IN GENERAL.—The Secretary, in collabora-

tion with the Director of the National Institutes of
IHealth, shall as appropriate—

(A) continue to support research for the
development of appropriate measures related to
reporting health information about sexual and
eender minority populations; and

(B) not later than 2 years after the date
of enactment of this Act, disseminate and make
public such measures.

(2) NATIONAL ACADEMY OF MEDICINE REC-
OMMENDATIONS.—In developing the measures de-

seribed in paragraph (1)(A), the Secretary shall take
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into account recommendations made by the National

Academy of Medicine.

(f) IMPROVING COORDINATION RELATED TO MINOR-
ITY HEALTH AND HEALTH DISPARITIES.—Section 464z—

3 of the Public Health Service Act (42 U.S.C. 285t) 1s

amended—

(1) by redesignating subsection (h), relating to

interagency coordination, that follows subsection ()

as subsection (k); and

(2) in subsection (k) (as so redesignated)—

(A) in the subsection heading, by striking
“INTERAGENCY” and inserting “INTRA-NA-
TIONAL INSTITUTES OF HEALTI;

(B) by striking ‘“as the primary Federal
officials” and inserting “as the primary Federal
official”’;

(C) by inserting a comma after “review’’;

(D) by striking “‘Institutes and Centers of
the National Institutes of Health” and inserting
“national research institutes and national cen-
ters”; and

(E) by adding at the end the following:
“The Director of the Institute may foster part-
nerships between the national research insti-

tutes and national centers and may encourage
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the funding of collaborative research projects to

achieve the goals of the National Institutes of

Health that are related to minority health and

health disparities.”.
(2) BASIC RESEARCH.—

(1) DEVELOPING POLICIES.—Not later than 2
yvears after the date of enactment of this Aect, the
Director of the National Institutes of Health (re-
ferred to in this section as the “Director of the Na-
tional Institutes of Iealth”), taking into consider-
ation the recommendations developed under section
2039, shall develop policies for projects of basic re-
search funded by National Institutes of IHealth to
assess—

(A) relevant biological variables including
sex, as appropriate; and

(B) how differences between male and fe-
male cells, tissues, or animals may be examined
and analyzed.

(2) REVISING POLICIES.—The Director of the

National Institutes of Health may update or revise
the policies developed under paragraph (1) as appro-
priate.

(3) CONSULTATION AND OUTREACH.—In devel-

oping, updating, or revising the policies under this
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section, the Director of the National Institutes of

Health shall—

(A) consult with—
(1) the Office of Research on Women’s
Health;
(i1) the Office of Liaboratory Animal
Welfare; and
(ii1) appropriate members of the sci-
entific and academic communities; and
(B) conduct outreach to solicit feedback
from members of the scientific and academic
communities on the influence of sex as a vari-
able in basic research, including feedback on
when it is appropriate for projects of basic re-
search mvolving cells, tissues, or animals to in-
clude both male and female cells, tissues, or
animals.

(4) ADDITIONAL REQUIREMENTS.—The Direc-

tor of the National Institutes of Health shall—

(A) ensure that projects of basic research
funded by the National Institutes of Health are
conducted in accordance with the policies devel-
oped, updated, or revised under this section, as

applicable; and
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(B) encourage that the results of such re-
search, when published or reported, be
disageregated as appropriate with respect to
the analysis of any sex differences.

(h) CLINICAL RESEARCIH.—

(1) IN GENERAL.—Not later than 1 year after
the date of enactment of this Act, the Director of
the National Institutes of Health, in consultation
with the Director of the Office of Research on Wom-
en’s Health and the Director of the National Insti-
tute on Minority Health and Health Disparities,
shall update the guidelines established under section
492B(d) of Public Health Service Act (42 U.S.C.
289a—-2(d)) in accordance with paragraph (2).

(2) REQUIREMENTS.—The updated guidelines
described in paragraph (1) shall—

(A) reflect the science regarding sex dif-
ferences;

(B) improve adherence to the requirements
under section 492B of the Public Health Serv-
ice Act (42 U.S.C. 289a-2), including the re-
porting requirements under subsection (f) of
such section; and

(C) eclarify the circumstances under which

studies should be designed to support the con-
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duct of analyses to detect significant differences
in the intervention effect due to demographic
factors related to section 492B of the Public
Health Service Act, including in the absence of
prior studies that demonstrate a difference in
study outcomes on the basis of such factors and
considering the effects of the absence of such
analyses on the availability of data related to

demographic differences.

(1) APPROPRIATE AGE GROUPINGS IN CLINICAL RE-

SEARCH.—

(1) INPUT FROM EXPERTS.—Not later than

180 days after the date of enactment of this Act, the
Director of the National Institutes of Health shall
convene a workshop of experts on pediatric and older

populations to provide input on—

(A) appropriate age groups to be included
in research studies involving human subjects;
and

(B) acceptable justifications for excluding
participants from a range of age groups from

human subjects research studies.

(2) Ponicy uprDATES.—Not later than 180

days after the conclusion of the workshop under

paragraph (1), the Director of the National Insti-
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tutes of IHealth shall make a determination with re-
spect to whether the policies of the National Insti-
tutes of Health on the inclusion of relevant age
eroups 1n clinical studies need to be updated, and
shall update such policies as appropriate. In making
the determination, the Director of the National In-
stitutes of Iealth shall take into consideration
whether such policies—

(A) address the consideration of age as an
inclusion variable in research involving human
subjects; and

(B) identify the criteria for justification for
any age-related exclusions in such research.

(3) PUBLIC AVAILABILITY OF FINDINGS AND
CONCLUSIONS.—The Director of the National Insti-
tutes of Health shall—

(A) make the findings and conclusions re-
sulting from the workshop under paragraph (1)
and updates to policies in accordance with para-
oraph (2), as applicable, available to the public
on the Internet website of the National Insti-
tutes of Health; and

(B) ensure that age-related data reported
in the triennial report under section 403 of the

Public Health Service Act (42 U.S.C. 283) (as
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amended by section 2032) are made available to
the public on the Internet website of the Na-
tional Institutes of Health.
SEC. 2039. ENHANCING THE RIGOR AND REPRODUCIBILITY
OF SCIENTIFIC RESEARCH.

(a) ESTABLISHMENT.—Not later than 1 year after
the date of enactment of this Act, the Secretary of Health
and Human Services, acting through the Director of the
National Institutes of Health, shall convene a working
oroup under the Advisory Committee to the Director of
the National Institutes of Health (referred to in this sec-
tion as the “Advisory Committee’’), appointed under sec-
tion 222 of the Public Health Service Act (42 U.S.C.
217a), to develop and issue recommendations through the
Advisory Committee for a formal policy, which may incor-
porate or be informed by relevant existing and ongoing
activities, to enhance rigor and reproducibility of scientific

research funded by the National Institutes of Health.

(b) CONSIDERATIONS.—In developing and issuing
recommendations through the Advisory Committee under
subsection (a), the working group established under such
subsection shall consider, as appropriate—
(1) preclinical experiment design, including
analysis of sex as a biological variable;

(2) clinical experiment design, including—
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(A) the diversity of populations studied for
clinical research, with respect to biological, so-
clal, and other determinants of health that con-
tribute to health disparities;

(B) the circumstances under which sum-
mary information regarding biological, social,
and other factors that contribute to health dis-
parities should be reported; and

(C) the circumstances under which clinical
studies, including clinical trials, should conduct
an analysis of the data collected during the
study on the basis of biological, social, and
other factors that contribute to health dispari-
ties;

(3) applicable levels of rigor in statistical meth-

ods, methodology, and analysis;

(4) data and information sharing in accordance

with applicable privacy laws and regulations; and

(5) any other matter the working group deter-

mines relevant.

(¢) PoLiciEs.—Not later than 18 months after the

22 date of enactment of this Act, the Director of the National

23 Institutes of Health shall consider the recommendations

24 developed by the working group and issued by the Advi-
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sory Committee under subsection (a) and develop or up-
date policies as appropriate.

(d) REPORT.—Not later than 2 years after the date
of enactment of this Act, the Director of the National In-
stitutes of Health shall issue a report to the Secretary of
Health and Human Services, the Committee on Health,
Education, Labor, and Pensions of the Senate, and the
Committee on Energy and Commerce of the House of
Representatives regarding recommendations developed
under subsection (a) and any subsequent policy changes
implemented, to enhance rigor and reproducibility in sci-
entific research funded by the National Institutes of
Health.

(e) CONFIDENTIALITY.—Nothing in this section au-
thorizes the Secretary of Health and Human Services to
disclose any information that is a trade secret, or other
privileged or confidential information, desecribed in section
552(b)(4) of title 5, United States Code, or section 1905
of title 18, United States Code.

SEC. 2040. IMPROVING MEDICAL REHABILITATION RE-
SEARCH AT THE NATIONAL INSTITUTES OF
HEALTH.

(a) IN GENERAL.—Section 452 of the Public Health

Service Act (42 U.S.C. 285¢—4) is amended—
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1 (1) in subsection (b), by striking “conduct and
2 support” and inserting ‘“‘conduct, support, and co-
3 ordination’’;
4 (2) in subsection (¢)(1)(C), by striking “of the
5 Jenter”” and inserting “‘within the Center’’;
6 (3) 1 subsection (d)—
7 (A) by striking “(d)(1) In consultation”
8 and all that follows through the end of para-
9 eraph (1) and inserting the following:
10 “(d)(1) The Director of the Center, in consultation
I1 with the Director of the Institute, the coordinating com-

[S—
[\

mittee established under subsection (e), and the advisory

[a—
W

board established under subsection (f), shall develop a

[—
N

comprehensive plan (referred to in this section as the ‘Re-

15 search Plan’) for the conduct, support, and coordination
16 of medical rehabilitation research.”;

17 (B) in paragraph (2)—

18 (1) in subparagraph (A), by striking *;
19 and” and inserting a semicolon;

20 (i) in subparagraph (B), by striking
21 the period and inserting ‘‘; and”; and

22 (1) by adding at the end the fol-
23 lowing:

24 “(C) include goals and objectives for con-
25 ducting, supporting, and coordinating medical reha-
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bilitation research, consistent with the purpose de-

seribed in subsection (b).”;

(C) by striking paragraph (4) and insert-
ing the following:

“(4) The Director of the Center, in consultation with
the Director of the Institute, the coordinating committee
established under subsection (e), and the advisory board
established under subsection (f), shall revise and update
the Research Plan periodically, as appropriate, or not less
than every 5 years. Not later than 30 days after the Re-
search Plan is so revised and updated, the Director of the
Center shall transmit the revised and updated Research
Plan to the President, the Committee on Health, Edu-
cation, Liabor, and Pensions of the Senate, and the Com-
mittee on Energy and Commerce of the House of Rep-
resentatives.”; and

(D) by adding at the end the following:

“(5) The Director of the Center, in consultation with
the Director of the Institute, shall, prior to revising and
updating the Research Plan, prepare a report for the co-
ordinating committee established under subsection (e) and
the advisory board established under subsection (f) that
describes and analyzes the progress during the preceding
fiscal year in achieving the goals and objectives described

in paragraph (2)(C) and includes expenditures for reha-
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1 bilitation research at the National Institutes of IHealth.
2 The report shall include recommendations for revising and
3 updating the Research Plan, and such initiatives as the
4 Director of the Center and the Director of the Institute
5 determine appropriate. In preparing the report, the Direc-
6 tor of the Center and the Director of the Institute shall
7 consult with the Director of the National Institutes of
8 Health.”;
9 (4) 1n subsection (e)—
10 (A) in paragraph (2), by inserting ‘‘peri-
11 odically host a scientific conference or workshop
12 on medical rehabilitation research and” after
13 “The Coordinating Committee shall’”’; and
14 (B) in paragraph (3), by inserting “the Di-
15 rector of the Division of Program Coordination,
16 Planning, and Strategic Initiatives within the
17 Office of the Director of the National Institutes
18 of Health,” after ‘“‘shall be composed of”’;
19 (5) 1 subsection (f)(3)(B)—
20 (A) by redesignating clauses (ix) through
21 (xi) as clauses (x) through (xii), respectively;
22 and
23 (B) by inserting after clause (viii) the fol-
24 lowing:
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“(ix) The Director of the Division of Program
Coordination, Planning, and Strategic Initiatives.”;
and

(6) by adding at the end the following:

“(2)(1) The Secretary and the heads of other Federal
agencies shall jointly review the programs carried out (or
proposed to be carried out) by each such official with re-
spect to medical rehabilitation research and, as appro-
priate, enter into agreements preventing duplication
among such programs.

“(2) The Secretary shall, as appropriate, enter into
Interagency agreements relating to the coordination of
medical rehabilitation research conducted by agencies of
the National Institutes of Health and other agencies of
the Federal Government.

“(h) For purposes of this section, the term ‘medical
rehabilitation research’ means the science of mechanisms
and interventions that prevent, improve, restore, or re-
place lost, underdeveloped, or deteriorating function.”.

(b) CONFORMING AMENDMENT.—Section 3 of the
National Institutes of Health Amendments of 1990 (42
U.S.C. 285¢—4 note) is amended—

(1) in subsection (a), by striking “IN GEN-
BRAL.—""; and

(2) by striking subsection (b).
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2041. TASK FORCE ON RESEARCH SPECIFIC TO PREG-

NANT WOMEN AND LACTATING WOMEN.

(a) TASK FORCE ON RESEARCH SPECIFIC TO PREG-

4 NANT WOMEN AND LACTATING WOMEN.—

O o0 I O W
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(1) EsTaBLISHMENT.—Not later than 90 days
after the date of enactment of this Act, the Sec-
retary of Health and Human Services (referred to in
this section as the “Secretary’”) shall establish a
task force, in accordance with the Federal Advisory
Jommittee Act (5 U.S.C. App.), to be known as the
“Task Force on Research Specific to Pregnant
Women and Lactating Women” (in this section re-

ferred to as the “Task Force”).

(2) Duries.—The Task Force shall provide ad-
vice and guidance to the Secretary regarding Fed-
eral activities related to identifying and addressing
caps 1In knowledge and research regarding safe and
effective therapies for pregnant women and lactating
women, including the development of such therapies
and the collaboration on and coordination of such

activities.

(3) MEMBERSHIP.—

(A) FEDERAL MEMBERS.—The Task Force
shall be composed of each of the following Fed-
eral members, or the designees of such mem-

bers:
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(1) The Director of the Centers for

Disease Control and Prevention.

(1) The Director of the National In-
stitutes of Health, the Director of the Eu-
nice Kennedy Shriver National Institute of
Child Health and Human Development,
and the directors of such other appropriate
national research institutes.

(i11) The Commissioner of Food and
Drugs.

(iv) The Director of the Office on
Women’s Health.

(v) The Director of the National Vac-
cine Program Office.

(vi) The head of any other research-
related agency or department not described
in clauses (i) through (v) that the Seec-
retary determines appropriate, which may
include the Department of Veterans Af-
fairs and the Department of Defense.

(B) NON-FEDERAL MEMBERS.—The Task

Force shall be composed of each of the fol-

lowing non-Federal members, including—

(1) representatives from relevant med-

ical societies with subject matter expertise
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on pregnant women, lactating women, or

children;

(i) nonprofit organizations with ex-
pertise related to the health of women and
children;

(iii) relevant industry representatives;
and

(iv) other representatives, as appro-
priate.

(C) LomrrATIONS.—The non-Federal mem-
bers described in subparagraph (B) shall—

(1) compose not more than one-half
and not less than one-third, of the total
membership of the Task Force; and

(i1) be appointed by the Secretary.

(4) TERMINATION.—

(A) IN GENERAL.—Subject to subpara-
oraph (B), the Task Force shall terminate on
the date that is 2 years after the date on which
the Task Force is established under paragraph
(1).

(B) EXTENSION.—The Secretary may ex-
tend the operation of the Task Force for one
additional 2-year period following the 2-year pe-

riod deseribed in subparagraph (A), if the Sec-
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retary determines that the extension is appro-
priate for carrying out the purpose of this sec-
tion.

(5) MEETINGS.—The Task Force shall meet

not less than 2 times each year and shall convene
public meetings, as appropriate, to fulfill its duties

under paragraph (2).

(6) TASK FORCE REPORT TO CONGRESS.—Not
later than 18 months after the date on which the
Task Force is established under paragraph (1), the
Task Force shall prepare and submit to the Sec-
retary, the Committee on Health, Education, Labor,
and Pensions of the Senate, and the Committee on
Energy and Commerce of the House of Representa-
tives a report that includes each of the following:

(A) A plan to identify and address gaps in
knowledge and research regarding safe and ef-
fective therapies for pregnant women and lac-
tating women, including the development of
such therapies.

(B) Ethical issues surrounding the inclu-
sion of pregnant women and lactating women in
clinical research.

(C) Effective communication strategies

with health care providers and the public on in-
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formation relevant to pregnant women and lac-

tating women.

(D) Identification of Federal activities, in-

cluding—

(1) the state of research on pregnancy
and lactation;

(11) recommendations for the coordina-
tion of, and collaboration on research re-
lated to pregnant women and lactating
women;

(ii1) dissemination of research findings
and information relevant to pregnant
women and lactating women to providers
and the public; and

(iv) existing Federal efforts and pro-
orams to 1mprove the scientific under-
standing of the health impacts on pregnant
women, lactating women, and related birth
and pediatric outcomes, including with re-
spect to pharmacokinetics,
pharmacodynamics, and toxicities.

(E) Recommendations to improve the de-

velopment of safe and effective therapies for

pregnant women and lactating women.
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(b) CONFIDENTIALITY.—Nothing in this section shall

authorize the Secretary of Health and Human Services to
disclose any information that i1s a trade secret, or other
privileged or confidential information, described in section
552(b)(4) of title 5, United States Code, or section 1905

of title 18, United States Code.

(¢) UPDATING PROTECTIONS FOR PREGNANT

WOMEN AND LACTATING WOMEN IN RESEARCH.—

(1) IN GENERAL.—Not later than 2 years after
the date of enactment of this Act, the Secretary,
considering any recommendations of the Task Force
available at such time and in consultation with the
heads of relevant agencies of the Department of
Health and Human Services, shall, as appropriate,
update regulations and guidance, as applicable, re-
carding the inclusion of pregnant women and lac-
tating women in clinical research.

(2) CRITERIA FOR EXCLUDING PREGNANT OR
LACTATING WOMEN.—In updating any regulations or
ouidance described in paragraph (1), the Secretary
shall consider any appropriate criteria to be used by
institutional review boards and individuals reviewing
orant proposals for excluding pregnant women or

lactating women as a study population requiring ad-
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ditional protections from participating in human
subject research.

SEC. 2042. STREAMLINING NATIONAL INSTITUTES OF

HEALTH REPORTING REQUIREMENTS.

(a) TRANS-NATIONAL INSTITUTES OF HEALTH RE-
SEARCH REPORTING.—Section 402A(¢)(2) of the Public

Health Service Act (42 U.S.C. 282a(¢)(2)) i1s amended—

(1) by amending subparagraph (B) to read as

follows:

“(B) REPORTING.—Not later than 2 years
after the date of enactment of 21st Century
Cures Act, the head of each national research
institute or national center shall submit to the
Director of the National Institutes of Health a
report, to be included in the triennial report
under section 403, on the amount made avail-
able by the institute or center for conducting or
supporting research that involves collaboration
between the institute or center and 1 or more
other mnational research institutes or national
centers.”’; and

(2) in subparagraphs (D) and (E) by striking

b
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1 (b) FRAUD AND ABUSE REPORTING.—Section 403B
2 of the Public Health Service Act (42 U.S.C. 283a-1) is
3 amended—
4 (1) by striking subsection (b);
5 (2) by redesignating subsection (¢) as sub-
6 section (b); and
7 (3) in subsection (b) (as so redesignated), by
8 striking ‘“‘subsections (a) and (b)” and inserting
9 “subsection (a)”.

10 (¢) DOCTORAL DEGREES REPORTING.—Section
1T 403C(a)(2) of the Public Health Service Act (42 U.S.C.
12 283a-2(a)(2)) is amended by striking “‘(not including any
13 leaves of absence)”.

14 (d) VACCINE REPORTING.—Section 404B of the Pub-

15 lic Health Service Act (42 U.S.C. 283d) is amended—

16 (1) by striking subsection (b); and

17 (2) by striking ‘“(a) DEVELOPMENT OF NEW
18 VACCINES.—The Secretary” and inserting ‘“The
19 Secretary”’.

20 (e) NATIONAL CENTER  FOR  ADVANCING

21 TRANSLATIONAL SCIENCES.—Section 479(¢) of the Public
22 Health Service Act (42 U.S.C. 287(¢)) 1s amended—
23 (1) in the subsection heading, by striking “AN-

24 NUAL" and inserting “BIENNIAL”; and
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(2) in the matter preceding paragraph (1), by
striking “an annual report” and inserting ‘“‘a report
on a biennial basis”.

(f) REVIEW OF CENTERS OF EXCELLENCE.—

(1) REPEAL.—Section 404H of the Public
Health Service Act (42 U.S.C. 283j) is repealed.

(2) CONFORMING AMENDMENT.—Section
399KEE(¢) of the Public Health Service Act (42
U.S.C. 280-4(¢)) is amended by striking “399CC,
404H,” and inserting “399CC",

(2) Rarmp HIV TEST REPORT.—Section 502(a) of

12 the Ryan White CARE Act Amendments of 2000 (42

13 U.S.C. 300¢e note) 1s amended—

14
15
16
17

(1) by striking paragraph (2); and
(2) by redesignating paragraph (3) as para-
oraph (2).

(h)  NATIONAL INSTITUTE OF NURSING RE-

18 SEARCH.—

19
20
21
22
23
24
25
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(1) REPEAL.—Section 464Y of the Public
Health Service Act (42 U.S.C. 285q—3) is repealed.
(2) CONFORMING AMENDMENT.—Section
464X (g) of the Public Health Service Act (42
U.S.C. 285q—2(g)) is amended by striking ‘‘biennial
report made under section 464Y,” and inserting

“triennial report made under section 403”.
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1 SEC. 2043. REIMBURSEMENT FOR RESEARCH SUBSTANCES
2 AND LIVING ORGANISMS.

3 Section 301 of the Public Health Service Act (42
4 U.S.C. 241), as amended by section 2035, is further
5 amended—

6 (1) in the flush matter at the end of subsection
7 (a)—

8 (A) by redesignating such matter as sub-
9 section (h)(1); and
10 (B) by moving such matter so as to appear
11 at the end of such section; and
12 (2) in subsection (h) (as so redesignated), by
13 adding at the end the following:
14 “(2) Where research substances and living organisms

15 are made available under paragraph (1) through contrac-
16 tors, the Secretary may direct such contractors to collect
17 payments on behalf of the Secretary for the costs incurred
18 to make available such substances and organisms and to
19 forward amounts so collected to the Secretary, in the time
20 and manner specified by the Secretary.

21 “(3) Amounts collected under paragraph (2) shall be
22 credited to the appropriations accounts that incurred the
23 costs to make available the research substances and living
24 organisms involved, and shall remain available until ex-

25 pended for carrying out activities under such accounts.”.
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SEC. 2044. SENSE OF CONGRESS ON INCREASED INCLUSION

OF UNDERREPRESENTED POPULATIONS IN
CLINICAL TRIALS.

It is the sense of Congress that the National Institute
on Minority Health and Health Disparities should include
within its strategic plan under section 402(m) of the Pub-
lic Health Service Act (42 U.S.C. 282(m)) ways to in-
crease representation of underrepresented populations in

chnical trials.

Subtitle E—Advancement of the
National Institutes of Health Re-
search and Data Access

SEC. 2051. TECHNICAL UPDATES TO CLINICAL TRIALS

DATABASE.
Section 402(3)(2)(D) of the Public Health Service Act

(42 U.S.C. 282(j)(2)(D)) 1s amended—

(1) in clause (i1)(I), by inserting before the
semicolon ““, unless the responsible party affirma-
tively requests that the Director of the National In-
stitutes of Health publicly post such clinical trial in-
formation for an applicable device clinical trial prior
to such date of clearance or approval”’; and

(2) by adding at the end the following:

“(111) OPTION TO MAKE CERTAIN
CLINICAL TRIAL INFORMATION AVAILABLE

EARLIER.—The Director of the National
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Institutes of IHealth shall inform respon-
sible parties of the option to request that
clinical trial information for an applicable
device clinical trial be publicly posted prior
to the date of clearance or approval, in ac-
cordance with clause (11)(I).

“(iv) COMBINATION PRODUCTS.—An
applicable clinical trial for a product that
18 a combination of drug, device, or biologi-
cal product shall be considered—

“(I) an applicable drug clinical
trial, if the Secretary determines
under section 503(g) of the Federal
Food, Drug, and Cosmetic Act that
the primary mode of action of such
product 1s that of a drug or biological
product; or

“(II) an applicable device clinical
trial, if the Secretary determines
under such section that the primary
mode of action of such product is that

of a device.”.

SEC. 2052. COMPLIANCE ACTIVITIES REPORTS.

(a) DEFINITIONS.—In this section:
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(1) APPLICABLE CLINICAL TRIAL.—The term
“applicable clinical trial” has the meaning given the
term in section 402(j) of the Public Health Service
Act (42 U.S.C. 282(3)).

(2) SECRETARY.—The term ‘‘Secretary’” means
the Secretary of Health and Human Services.

(b) REPORT ON ACTIVITIES TO ENCOURAGE COMPLI-
ANCE.—Not later than 2 years after the date of enactment
of this Act, the Secretary, acting through the Director of
the National Institutes of Health and in collaboration with
the Commissioner of Food and Drugs, shall submit to the
Committee on Health, Education, Labor, and Pensions of
the Senate and the Committee on Energy and Commerce
of the House of Representatives, a report that describes
education and outreach, guidance, enforcement, and other
activities undertaken to encourage compliance with section
402(j) of the Public Health Service Act (42 U.S.C.
282()).

(¢) REPORTS ON CLINICAL TRIALS.

(1) IN GENERAL.—Not later than 2 years after
the final compliance date under the final rule imple-
menting section 402(j) of the Public Health Service
Act, and every 2 years thereafter for the next 4
years, the Secretary, acting through the Director of

the National Institutes of Health and in collabora-
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tion with the Commissioner of Food and Drugs,
shall submit to the Committee on Health, Edu-
cation, Labor, and Pensions of the Senate and the
Committee on Energy and Commerce of the House

of Representatives, a report describing—

(A) the total number of applicable clinical
trials with complete data bank registration in-
formation registered during the period for
which the report is being prepared (broken
down by each year of such reporting period);

(B) the total number of applicable clinical
trials registered during the period for which the
report 18 being prepared for which results have
been submitted to the data bank (broken down
by each year of such reporting period);

(C) the activities undertaken by the Sec-
retary to educate responsible persons about
data bank registration and results submission
requirements, including through issuance of
ouidance documents, informational meetings,
and training sessions; and

(D) the activities described in the report
submitted under subsection (b).

(2) ACTIONS TO ENFORCE COMPLIANCE.—After

the Secretary has undertaken the educational activi-
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ties described in paragraph (1)(C), the Secretary
shall include in subsequent reports submitted under
paragraph (1) the number of actions taken by the
Secretary during the period for which the report is
being prepared to enforce compliance with data bank

registration and results submission requirements.

SEC. 2053. UPDATES TO POLICIES TO IMPROVE DATA.

Section 492B(¢) of the Public Health Service Act (42

U.S.C. 289a-2(¢)) 1s amended—

(1) by striking “In the case” and inserting the
following:
“(1) IN GENERAL.—In the case”’; and

(2) by adding at the end the following:

“(2) REPORTING REQUIREMENTS.—For any
new and competing project of clinical research sub-
ject to the requirements under this section that re-
ceives a grant award 1 year after the date of enact-
ment of the 21st Century Cures Act, or any date
thereafter, for which a valid analysis is provided
under paragraph (1)—

“(A) and which is an applicable clinical
trial as defined in section 402(j), the entity con-
ducting such clinical research shall submit the
results of such valid analysis to the clinical trial

registry data bank expanded under section
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402(3)(3), and the Director of the National In-

stitutes of IHealth shall, as appropriate, con-
sider whether such entity has complied with the
reporting requirement described in this sub-
paragraph in awarding any future grant to such
entity, including  pursuant to  section
402(3)(5)(A)(i1) when applicable; and

“(B) the Director of the National Insti-
tutes of Health shall encourage the reporting of
the results of such valid analysis deseribed in
paragraph (1) through any additional means
determined appropriate by the Director.”.

SEC. 2054. CONSULTATION.

Not later than 90 days after the date of enactment
of this Act, the Secretary of Health and Human Services
shall consult with relevant Federal agencies, including the
Food and Drug Administration, the Office of the National
Coordinator for Health Information Technology, and the
National Institutes of IHealth, as well as other stake-
holders (including patients, researchers, physicians, indus-
try representatives, and developers of health information
technology) to receive recommendations with respect to

enhancements to the clinical trial registry data bank under

section 402(j) of the Public Health Service Act (42 U.S.C.
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282(3)), including with respect to usability, functionality,
and search capability.

Subtitle F—Facilitating

Collaborative Research

SEC. 2061. NATIONAL NEUROLOGICAL CONDITIONS SUR-
VEILLANCE SYSTEM.

Part P of title III of the Public Health Service Act
(42 U.S.C. 280g et seq.) is amended by inserting after
section 3998 the following:

“SEC. 399S-1. SURVEILLANCE OF NEUROLOGICAL DIS-
EASES.

“(a) IN GENERAL.—The Secretary, acting through
the Director of the Centers for Disease Control and Pre-
vention and in coordination with other agencies as the Sec-
retary determines, shall, as appropriate—

“(1) enhance and expand infrastructure and ac-
tivities to track the epidemiology of neurological dis-
eases; and

“(2) incorporate information obtained through
such activities into an integrated surveillance sys-
tem, which may consist of or include a registry, to
be known as the National Neurological Conditions
Surveillance System.

“(b) RESEARCH.—The Secretary shall ensure that

the National Neurological Conditions Surveillance System
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I is designed in a manner that facilitates further research
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Secretary:

on neurological diseases.

“(¢) CONTENT.—In carrying out subsection (a), the
o g )

“(1) shall provide for the collection and storage
of information on the incidence and prevalence of
neurological diseases in the United States;

“(2) to the extent practicable, shall provide for
the collection and storage of other available informa-
tion on neurological diseases, including information
related to persons living with neurological diseases
who choose to participate, such as—

“(A) demographics, such as age, race, eth-
nicity, sex, geographic location, family history,
and other information, as appropriate;

“(B) risk factors that may be associated
with neurological diseases, such as genetic and
environmental risk factors and other informa-
tion, as appropriate; and

“(C) diagnosis and progression markers;
“(3) may provide for the collection and storage

of information relevant to analysis on neurological
diseases, such as information concerning—

“(A) the natural history of the diseases;

“(B) the prevention of the diseases;
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1 “(C) the detection, management, and
treatment approaches for the diseases; and
“(D) the development of outcomes meas-
ures;

“(4) may address issues identified during the

2

3

4

5

6 consultation process under subsection (d); and
7 “(5) initially may address a limited number of
8 neurological diseases.

9 “(d) CONSULTATION.—In carrying out this section,
0

the Secretary shall consult with individuals with appro-

I1 priate expertise, which may include—

12 “(1) epidemiologists with experience in disease
13 surveillance or registries;

14 “(2) representatives of mnational voluntary
15 health associations that—

16 “(A) focus on neurological diseases; and

17 “(B) have demonstrated experience in re-
18 search, care, or patient services;

19 “(3) health information technology experts or
20 other information management specialists;

21 “(4) clinicians with expertise in neurological
22 diseases; and

23 “(5) research scientists with experience con-
24 ducting translational research or utilizing surveil-
25 lance systems for scientific research purposes.
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“(e) GRANTS.

The Secretary may award grants to,
or enter into contracts or cooperative agreements with,
public or private nonprofit entities to carry out activities
under this section.

“(f) COORDINATION WITH OTHER FEDERAL, STATE,

AND LIOCAL AGENCIES.

Subject to subsection (h), the
Secretary shall—

“(1) make information and analysis in the Na-
tional Neurological Conditions Surveillance System
available, as appropriate—

“(A) to Federal departments and agencies,
such as the National Institutes of Health and
the Department of Veterans Affairs; and

“(B) to State and local agencies; and
“(2) identify, build upon, leverage, and coordi-

nate among existing data and surveillance systems,
surveys, registries, and other Federal public health

infrastructure, wherever practicable.

“(g) PuBLic AcCESS.—Subject to subsection (h), the
Secretary shall ensure that information and analysis in the
National Neurological Conditions Surveillance System are
available, as appropriate, to the public, including research-
ers.

“(h) Privacy.—The Secretary shall ensure that in-

formation and analysis in the National Neurological Con-
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extent permitted by applicable Federal and State law, and

manner that protects personal privacy, to the extent

required by applicable Federal and State privacy law, at

a minimum.

“(1) REPORTS.—
“(1) REPORT ON INFORMATION AND ANAL-

YSES.

Not later than 1 year after the date on
which any system is established under this section,
the Secretary shall submit an interim report to the
Committee on Health, Education, Liabor, and Pen-
sions of the Senate and the Committee on Energy
and Commerce of the House of Representatives re-
earding ageregate information collected pursuant to
this section and epidemiological analyses, as appro-
priate. Such report shall be posted on the Internet
website of the Department of Health and Human
Services and shall be updated biennially.

“(2) IMPLEMENTATION REPORT.—Not later
than 4 years after the date of the enactment of this
section, the Secretary shall submit a report to the
Congress concerning the implementation of this sec-

tion. Such report shall include information on—
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“(A) the development and maintenance of
the National Neurological Conditions Surveil-
lance System;

“(B) the type of information collected and
stored in the surveillance system;

“(C) the use and availability of such infor-
mation, including guidelines for such use; and

“(D) the use and coordination of databases
that collect or maintain information on neuro-
logical diseases.

“(j) DEFINITION.—In this section, the term ‘national
voluntary health association” means a national nonprofit
organization with chapters, other affiliated organizations,
or networks in States throughout the United States with
experience serving the population of individuals with neu-
rological disease and have demonstrated experience in neu-
rological disease research, care, and patient services.

To

“(k) AUTHORIZATION OF APPROPRIATIONS.
carry out this section, there is authorized to be appro-
priated $5,000,000 for each of fiscal years 2018 through
2022.7.

SEC. 2062. TICK-BORNE DISEASES.

(a) IN GENERAL.—The Secretary of Health and

Human Services (referred to in this section as “‘the Sec-

retary’’) may continue to conduct or support epidemiolog-
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basic, translational, and clinical research related to

vector-borne diseases, including tick-borne diseases.

(b) REPORTS.—The Secretary shall ensure that each

triennial report under section 403 of the Public Health
Service Act (42 U.S.C. 283) (as amended by section 2032)
includes information on actions undertaken by the Na-
tional Institutes of Health to carry out subsection (a) with

respect to tick-borne diseases.

(¢) TICK-BORNE DISEASES WORKING GROUP.—

(1) ESTABLISHMENT.—The Secretary may es-
tablish a working eroup, to be known as the Tick-
Borne Disease Working Group (referred to in this
section as the “Working Group’’), comprised of rep-
resentatives of appropriate Federal agencies and
other non-Federal entities, as appropriate, to provide
expertise and to review all efforts within the Depart-
ment of Health and Human Services related to tick-
borne diseases, to help ensure interagency coordina-
tion and minimize overlap, and to examine research
priorities.

(2) RESPONSIBILITIES.

The working group
shall—

(A) not later than 2 years after the date

of enactment of this Act, develop or update a

summary of—
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(1) ongoing tick-borne disease re-
search, including research related to
causes, prevention, treatment, surveillance,
diagnosis, diagnostics, duration of illness,
and intervention for individuals with tick-
borne diseases;
(11) advances made pursuant to such
research;
(i11) Federal activities related to tick-
borne diseases, including—
(I) epidemiological activities re-
lated to tick-borne diseases; and
(1) basie, clinical, and
translational tick-borne disease re-
search related to the pathogenesis,
prevention, diagnosis, and treatment
of tick-borne diseases;
(iv) gaps in tick-borne disease re-
search described in clause (i) (I1);
(v) the Working Group’s meetings re-
quired under paragraph (4); and
(vi) the comments received by the
Working Group;

(B) make recommendations to the Sec-

retary regarding any appropriate changes or
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improvements to such activities and research;

and

(C) solicit input from States, localities, and
nongovernmental entities, including organiza-
tions representing patients, health care pro-
viders, researchers, and industry regarding sci-
entific advances, research questions, surveil-
lance activities, and emerging strains in species
of pathogenic organisms.

(3) MEMBERSHIP.—The members of the work-
ing group shall represent a diversity of scientific dis-
ciplines.

(4) MgETINGS.—The Working Group shall
meet not less than twice each year.

(5) REPORTING.—Not later than 2 years after
the date of enactment of this Act, and every 2 years
thereafter until termination of the Working Group
pursuant to paragraph (6), the Working Group
shall—

(A) submit a report on its activities under
paragraph (2)(A) and any recommendations
under paragraph (2)(B) to the Secretary, the
Committee on Energy and Commerce of the

House of Representatives, and the Committee
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on Health, Education, Labor, and Pensions of
the Senate; and

(B) make such report publicly available on
the Internet website of the Department of

Health and Human Services.

(6) SUNSET.—The Working Group under this
section shall terminate 6 years after the date of en-
actment of this Act.

SEC. 2063. ACCESSING, SHARING, AND USING HEALTH DATA
FOR RESEARCH PURPOSES.

(a) GUIDANCE RELATED TO REMOTE ACCESS.—Not

later than 1 year after the date of enactment of this Act,
the Secretary of Health and Human Services (referred to
in this section as the “Secretary’”) shall issue guidance
clarifying  that  subparagraph  (B) of  section
164.512(1)(1)(11) of part 164 of the Rule (prohibiting the
removal of protected health information by a researcher)
does not prohibit remote access to health information by
a researcher for such purposes as described in section
164.512(1)(1)(i1) of part 164 of the Rule so long as—
(1) at a minimum, security and privacy safe-
ouards, consistent with the requirements of the
Rule, are maintained by the covered entity and the

researcher; and
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| (2) the protected health information is not cop-
2 ied or otherwise retained by the researcher.
3 (b) GUIDANCE RELATED TO STREAMLINING AU-
4 THORIZATION.—Not later than 1 year after the date of
5 enactment of this Act, the Secretary shall issue cuidance
6 on the following:
7 (1) AUTHORIZATION FOR USE AND DISCLOSURE
8 OF HEALTH INFORMATION.—Clarification of the cir-
9 cumstances under which the authorization for the
10 use or disclosure of protected health information,
11 with respect to an individual, for future research
12 purposes contains a sufficient desceription of the pur-
13 pose of the use or disclosure, such as if the author-
14 1zation—
15 (A) sufficiently deseribes the purposes such
16 that it would be reasonable for the individual to
17 expect that the protected health information
18 could be used or disclosed for such future re-
19 search;
20 (B) either—
21 (1) states that the authorization will
22 expire on a particular date or on the occur-
23 rence of a particular event; or
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(11) states that the authorization will
remain valid unless and until it is revoked
by the individual; and
(C) provides instruction to the individual

on how to revoke such authorization at any

time.

(2) REMINDER OF THE RIGHT TO REVOKE.—
Clarification of the circumstances under which it is
appropriate to provide an individual with an annual
notice or reminder that the individual has the right
to revoke such authorization.

(3) REVOCATION OF AUTHORIZATION.—Clari-
fication of appropriate mechanisms by which an in-
dividual may revoke an authorization for future re-
search purposes, such as desceribed in paragraph
(1)(C).

(¢) WORKING GROUP ON PROTECTED HEALTH IN-

18 FORMATION FOR RESEARCH.—

19
20
21
22
23
24
25
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(1) ESTABLISHMENT.—Not later than 1 year
after the date of enactment of this Act, the Sec-
retary shall convene a working group to study and
report on the uses and disclosures of protected
health information for research purposes, under the
Health Insurance Portability and Accountability Act

of 1996 (Public Law 104-191).
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(2) MEMBERS.—The working eroup shall in-
clude representatives of—

(A) relevant Federal agencies, including
the National Institutes of Health, the Centers
for Disease Control and Prevention, the Food
and Drug Administration, and the Office for
Civil Rights;

(B) the research community;

(C) patients;

(D) experts in civil rights, such as privacy
rights;

(E) developers of health information tech-
nology;

(I') experts in data privacy and security;

(G) health care providers;

(H) bioethicists; and

(I) other experts and entities, as the Sec-
retary determines appropriate.

(3) REPORT.—Not later than 1 year after the
date on which the working group is convened under
paragraph (1), the working eroup shall conduct a re-
view and submit a report to the Secretary containing
recommendations on whether the uses and disclo-
sures of protected health information for research

purposes should be modified to allow protected
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health information to be available, as appropriate,
for research purposes, including studies to obtain
oeneralizable knowledge, while protecting individuals’
privacy rights. In conducting the review and making
recommendations, the working group shall—

(A) address, at a minimum—

(1) the appropriate manner and timing
of authorization, including whether addi-
tional notification to the individual should
be required when the individual’s protected
health information will be used or disclosed
for such research;

(11) opportunities for individuals to set
preferences on the manner in which their
protected health information is used in re-
search;

(ii1) opportunities for patients to re-
voke authorization;

(iv) notification to individuals of a
breach in privacy;

(v) existing gaps in statute, regula-
tion, or policy related to protecting the pri-
vacy of individuals, and

(vi) existing barriers to research re-

lated to the current restrictions on the
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uses and disclosures of protected health in-
formation; and
(B) consider, at a minimum—

(1) expectations and preferences on
how an individual’s protected health infor-
mation 1s shared and used;

(1) 1issues related to specific sub-
oroups of people, such as children, incar-
cerated individuals, and individuals with a
cognitive or intellectual disability impact-
ing capacity to consent;

(ii1) relevant Federal and State laws;

(iv) models of facilitating data access
and levels of data access, including data
segmentation, where applicable;

(v) potential impacts of disclosure and
non-disclosure of protected health informa-
tion on access to health care services; and

(vi) the potential uses of such data.

(4) REPORT SUBMISSION.—The Secretary shall
submit the report under paragraph (3) to the Com-
mittee on Ilealth, Education, Labor, and Pensions
of the Senate and the Committee on Energy and
Commerce of the House of Representatives, and

shall post such report on the appropriate Internet
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website of the Department of IHealth and Human
Services.

(5) TERMINATION.—The working group con-
vened under paragraph (1) shall terminate the day
after the report under paragraph (3) is submitted to
Congress and made public in accordance with para-
oraph (4).

(d) DEFINITIONS.—In this section:

(1) THE RULE.—References to “the Rule” refer
to part 160 or part 164, as appropriate, of title 45,
Jode of Federal Regulations (or any successor regu-
lation).

(2) PART 164.—References to a specified section
of “part 164", refer to such specified section of part
164 of title 45, Code of Federal Regulations (or any

suceessor section).

Subtitle G—Promoting Pediatric

Research

SEC. 2071. NATIONAL PEDIATRIC RESEARCH NETWORK.

Section 409D(d) of the Public Health Service Act (42

U.S.C. 284h(d)) 1s amended—

(1) in paragraph (1), by striking “in consulta-
tion with the Director of the Kunice Kennedy Shriv-
er National Institute of Child Health and Human

Development and in collaboration with other appro-
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priate national research institutes and national cen-
ters that carry out activities involving pediatric re-
search, may provide for the establishment of”” and
inserting “in collaboration with the national research
institutes and national centers that carry out activi-
ties involving pediatrie research, shall support”; and

(2) in paragraph (2)(A) and the first sentence
of paragraph (2)(E), by striking “may’’ each place
such term appears and inserting ‘‘shall”.

2072. GLOBAL PEDIATRIC CLINICAL STUDY NETWORK.
It is the sense of Congress that—

(1) the National Institutes of Health should en-
courage a global pediatric clinical study network by
providing grants, contracts, or cooperative agree-
ments to support new and early stage investigators
who participate in the global pediatric clinical study
network;

(2) the Secretary of Health and Human Serv-
ices (referred to in this section as the “Secretary’”)
should engage with clinical investigators and appro-
priate authorities outside of the United States, in-
cluding the EKuropean Union, during the formation
of the global pediatriec clinical study network to en-
courage the participation of such investigcator and

authorities; and
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(3) once a global pediatric clinical study net-
work is established and becomes operational, the
Secretary should continue to encourage and facili-
tate the participation of clinical vestigators and
appropriate authorities outside of the United States,
including in the European Union, to participate in
the network with the goal of enhancing the global

reach of the network.

TITLE III—-DEVELOPMENT

10 Subtitle A—Patient-Focused Drug

12 SEC.

13

Development
3001. PATIENT EXPERIENCE DATA.

Section 569C of the Federal Food, Drug, and Cos-

14 metic Act (21 U.S.C. 360bbb—8¢) 1s amended—

15
16
17
18
19
20
21
22
23
24
25
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(1) 1 subsection (a)—

(A) 1n the subsection heading, by striking
“IN GENERAL” and inserting “PATIENT EN-
GAGEMENT IN DRUGS AND DEVICES”;

(B) by redesignating paragraphs (1) and
(2) as subparagraphs (A) and (B), respectively,
and moving such subparagraphs 2 ems to the
right; and

(C) by striking “The Secretary” and in-
serting the following:

“(1) IN GENERAL.—The Secretary’’;
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(2) by redesignating subsections (b) through (e)
as paragraphs (2) through (5), respectively, and
moving such paragraphs 2 ems to the right; and

(3) by adding at the end the following:

“(b) STATEMENT OF PATIENT EXPERIENCE.—

“(1) IN GENERAL.—Following the approval of
an application that was submitted under section
505(b) of this Act or section 351(a) of the Public
Health Service Act at least 180 days after the date
of enactment of the 21st Century Cures Act, the
Secretary shall make public a brief statement re-
carding the patient experience data and related in-
formation, 1if any, submitted and reviewed as part of
such application.

“(2) DATA AND INFORMATION.—The data and
information referred to in paragraph (1) are—

“(A) patient experience data;
“(B) information on patient-focused drug
development tools; and
“(C) other relevant information, as deter-
mined by the Secretary.
“(¢) PATIENT EXPERIENCE DATA.—For purposes of

section, the term ‘patient experience data’ includes

24 data that—
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“(1) are collected by any persons (including pa-
tients, family members and caregivers of patients,
patient advocacy organizations, disease research
foundations, researchers, and drug manufacturers);
and

“(2) are intended to provide information about
patients’ experiences with a disease or condition, in-
cluding—

“(A) the impact of such disease or condi-
tion, or a related therapy, on patients’ lives;
and

“(B) patient preferences with respect to
treatment of such disease or condition.”.

SEC. 3002. PATIENT-FOCUSED DRUG DEVELOPMENT GUID-

ANCE.

(a) PUBLICATION OF GUIDANCE DOCUMENTS.—Not
later than 180 days after the date of enactment of this
Act, the Secretary of IHealth and Human Services (re-
ferred to in this section as the ‘““Secretary”’), acting
through the Commissioner of Food and Drugs, shall de-
velop a plan to issue draft and final versions of one or
more guidance documents, over a period of 5 years, re-
carding the collection of patient experience data, and the

use of such data and related information in drug develop-

ment. Not later than 18 months after the date of enact-
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ment of this Act, the Secretary shall issue a draft version
of at least one such guidance document. Not later than
18 months after the public comment period on the draft
cuidance ends, the Secretary shall issue a revised draft
cuidance or final guidance.

(b) PATIENT EXPERIENCE DATA.—For purposes of
this section, the term ‘‘patient experience data’ has the
meaning given such term in section 569C of the Federal

Food, Drug, and Cosmetic Act (as added by section 3001).

(¢) CONTENTS.—The guidance documents described
in subsection (a) shall address—

(1) methodological approaches that a person
seeking to collect patient experience data for submis-
sion to, and proposed use by, the Secretary in regu-
latory decisionmaking may use, that are relevant
and objective and ensure that such data are accurate
and representative of the intended population, in-
cluding methods to collect meaningful patient input
throughout the drug development process and meth-
odological considerations for data collection, report-
Ing, management, and analysis;

(2) methodological approaches that may be used

to develop and identify what is most important to

patients with respect to burden of disease, burden of
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treatment, and the benefits and risks in the manage-
ment of the patient’s disease;

(3) approaches to identifying and developing
methods to measure impacts to patients that will
help facilitate collection of patient experience data in
clinical trials;

(4) methodologies, standards, and technologies
to collect and analyze clinical outcome assessments
for purposes of regulatory decisionmaking;

(5) how a person seeking to develop and submit
proposed draft guidance relating to patient experi-
ence data for consideration by the Secretary may
submit such proposed draft guidance to the Sec-
retary;

(6) the format and content required for submis-
sions under this section to the Secretary, including
with respect to the information described in para-
oraph (1);

(7) how the Secretary intends to respond to
submissions of information described in paragraph
(1), if applicable, including any timeframe for re-
sponse when such submission is not part of a regu-
latory application or other submission that has an

associated timeframe for response; and
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(8) how the Secretary, if appropriate, antici-
pates using relevant patient experience data and re-
lated information, including with respect to the
structured risk-benefit assessment framework de-
seribed in section 505(d) of the Federal Food, Drug,
and Cosmetic Act (21 U.S.C. 355(d)), to inform reg-
ulatory decisionmaking.
SEC. 3003. STREAMLINING PATIENT INPUT.

Chapter 35 of title 44, United States Code, shall not
apply to the collection of information to which a response
is voluntary, that is initiated by the Secretary under sec-
tion 569C of the Federal Food, Drug, and Cosmetic Act
(21 U.S.C. 360bbb—8¢) (as amended by section 3001) or
section 3002.

SEC. 3004. REPORT ON PATIENT EXPERIENCE DRUG DEVEL-
OPMENT.

Not later than June 1 of 2021, 2026, and 2031, the
Secretary of Health and Human Services, acting through
the Commissioner of Food and Drugs, shall prepare and
publish on the Internet website of the Food and Drug Ad-
ministration a report assessing the use of patient experi-
ence data in regulatory decisionmaking, in particular with
respect to the review of patient experience data and infor-
mation on patient-focused drug development tools as part

of applications approved under section 505(¢) of the Fed-
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eral Food, Drug, and Cosmetic Act (21 U.S.C. 355(¢))

or section 351(a) of the Public Health Service Act (42
U.S.C. 262(a)).
Subtitle B—Advancing New Drug
Therapies
SEC. 3011. QUALIFICATION OF DRUG DEVELOPMENT
TOOLS.

(a) IN GENERAL.—Chapter V of the Federal Food,
Drug, and Cosmetic Act (21 U.S.C. 351 et seq.) is amend-
ed by inserting after section 506K the following new see-
tion:

“SEC. 507. QUALIFICATION OF DRUG DEVELOPMENT
TOOLS.

“(a) PROCESS FOR QUALIFICATION.—

“(1) IN GENERAL.—The Secretary shall estab-
lish a process for the qualification of drug develop-
ment tools for a proposed context of use under

which

“(A)(1) a requestor initiates such process
by submitting a letter of intent to the Sec-
retary; and

“(11) the Secretary accepts or declines to

accept such letter of intent;
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“(B)(1) if the Secretary accepts the letter

of intent, a requestor submits a qualification
plan to the Secretary; and

“(ii) the Secretary accepts or declines to
accept the qualification plan; and

“(C)() if the Secretary accepts the quali-
fication plan, the requestor submits to the Sec-
retary a full qualification package;

“(i1) the Secretary determines whether to
accept such qualification package for review;
and

“(i1) if the Secretary accepts such quali-
fication package for review, the Secretary con-
ducts such review in accordance with this sec-
tion.

“(2) ACCEPTANCE AND REVIEW OF SUBMIS-

“(A) IN GENERAL.—Subparagraphs (B),
(C), and (D) shall apply with respect to the
treatment of a letter of intent, a qualification
plan, or a full qualification package submitted
under paragraph (1) (referred to in this para-
oraph as ‘qualification submissions’).

“(B) ACCEPTANCE FACTORS; NONACCEPT-

ANCE.—The Secretary shall determine whether
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to accept a qualification submission based on
factors which may include the scientific merit of
the qualification submission. A determination
not to accept a submission under paragraph (1)
shall not be construed as a final determination
by the Secretary under this section regarding
the qualification of a drug development tool for
its proposed context of use.

“(C) PRIORITIZATION OF QUALIFICATION
REVIEW.—The Secretary may prioritize the re-
view of a full qualification package submitted
under paragraph (1) with respect to a drug de-
velopment tool, based on factors determined ap-
propriate by the Secretary, including—

“(1) as applicable, the severity, rarity,
or prevalence of the disease or condition
targeted by the drug development tool and
the availability or lack of alternative treat-
ments for such disease or condition; and

“(i1) the identification, by the Sec-
retary or by biomedical research consortia
and other expert stakeholders, of such a
drug development tool and its proposed

context of use as a public health priority.
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“(D) ENGAGEMENT OF EXTERNAL EX-

PERTS.—The Secretary may, for purposes of
the review of qualification submissions, through
the use of cooperative agreements, grants, or
other appropriate mechanisms, consult with bio-
medical research consortia and may consider
the recommendations of such consortia with re-
spect to the review of any qualification plan
submitted under paragraph (1) or the review of
any full qualification package under paragraph
(3).

“(3) REVIEW OF FULL QUALIFICATION PACK-
AGE.—The Secretary shall—

“(A) conduct a comprehensive review of a
full qualification package accepted under para-
oraph (1)(C); and

“(B) determine whether the drug develop-
ment tool at issue i1s qualified for its proposed
context of use.

“(4) QUALIFICATION.—The Secretary shall de-
termine whether a drug development tool is qualified
for a proposed context of use based on the scientific
merit of a full qualification package reviewed under
paragraph (3).

“(b) EFFECT OF QUALIFICATION.—
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“(1) IN GENERAL.—A drug development tool

determined to be qualified under subsection (a)(4)
for a proposed context of use specified by the re-
questor may be used by any person in such context

of use for the purposes described in paragraph (2).

“(2) USE OF A DRUG DEVELOPMENT TOOL.—

Subject to paragraph (3), a drug development tool

qualified under this section may be used for—

“(A) supporting or obtaining approval or
licensure (as applicable) of a drug or biological
product (including in accordance with section
506(¢)) under section 505 of this Act or section
351 of the Public Health Service Act; or

“(B) supporting the investigational use of
a drug or biological product under section
505(1) of this Act or section 351(a)(3) of the
Public Health Service Act.

“(3) RESCISSION OR MODIFICATION.—

“(A) IN GENERAL.—The Secretary may re-

seind or modify a determination under this sec-
tion to qualify a drug development tool if the
Secretary determines that the drug development
tool is not appropriate for the proposed context
of use specified by the requestor. Such a deter-

mination may be based on new information that
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calls into question the basis for such qualifica-

tion.

“(B) MEETING FOR REVIEW.—If the Sec-
retary rescinds or modifies under subparagraph
(A) a determination to qualify a drug develop-
ment tool, the requestor imvolved shall, on re-
quest, be granted a meeting with the Secretary
to discuss the basis of the Secretary’s decision
to rescind or modify the determination before
the effective date of the rescission or modifica-
tion.

“(¢) TRANSPARENCY.—

“(1) IN GENERAL.—Subject to paragraph (3),
the Secretary shall make publicly available, and up-
date on at least a biannual basis, on the Internet
website of the Food and Drug Administration the
following:

“(A) Information with respect to each
qualification submission under the qualification
process under subsection (a), including—

“(1) the stage of the review process
applicable to the submission;
“(11) the date of the most recent

change in stage status;
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“(111) whether external scientific ex-

perts were utilized in the development of a

qualification plan or the review of a full

qualification package; and

“(iv) submissions from requestors
under the qualification process under sub-
section (a), including any data and evi-
dence contained in such submissions, and
any updates to such submissions.

“(B) The Secretary’s formal written deter-
minations in response to such qualification sub-
missions.

“(C) Any rescissions or modifications
under subsection (b)(3) of a determination to
qualify a drug development tool.

“(D) Summary reviews that document con-
clusions and recommendations for determina-
tions to qualify drug development tools under
subsection (a).

“(E) A comprehensive list of—

“(1) all drug development tools quali-
fied under subsection (a); and

“(i1) all surrogate endpoints which
were the basis of approval or licensure (as

applicable) of a drug or biological product
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(including in accordance with section
506(c)) under section 505 of this Act or
section 351 of the Public Health Service
Act.

“(2) RELATION TO TRADE SECRETS ACT.—In-
formation made publicly available by the Secretary
under paragraph (1) shall be considered a disclosure
authorized by law for purposes of section 1905 of
title 18, United States Code.

“(3) AprpricAaBILITY.—Nothing in this section
shall be construed as authorizing the Secretary to
disclose any information contained in an application
submitted under section 505 of this Act or section
351 of the Public Health Service Act that is con-
fidential commercial or trade secret information sub-
ject to section 552(b)(4) of title 5, United States
Code, or section 1905 of title 18, United States
Code.

“(d) RULE OF CONSTRUCTION.—Nothing in this sec-
shall be construed—

“(1) to alter the standards of evidence under
subsection (¢) or (d) of section 505, including the
substantial evidence standard in such subsection (d),
or under section 351 of the Public Health Service

Act (as applicable); or
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“(2) to limit the authority of the Secretary to
approve or license products under this Act or the
Public Health Service Act, as applicable (as in effect
before the date of the enactment of the 21st Century

Jures Act).

“(e) DEFINITIONS.—In this section:
“(1) BIOMARKER.—The term ‘biomarker’—
“(A) means a characteristic (such as a
physiologic, pathologic, or anatomic char-
acteristic or measurement) that is objectively
measured and evaluated as an indicator of nor-
mal biologic processes, pathologic processes, or
biological responses to a therapeutic interven-
tion; and
“(B) includes a surrogate endpoint.

“(2) BIOMEDICAL RESEARCH CONSORTIA.—The
term ‘biomedical research consortia’ means collabo-
rative groups that may take the form of public-pri-
vate partnerships and may include government agen-
cies, institutions of higher education (as defined in
section 101(a) of the Higher Education Act of
1965), patient advocacy groups, industry representa-
tives, clinical and scientific experts, and other rel-

evant entities and individuals.
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“(3) CLINICAL OUTCOME ASSESSMENT.—The
term ‘clinical outcome assessment’ means—
“(A) a measurement of a patient’s symp-
toms, overall mental state, or the effects of a
disease or condition on how the patient func-
tions; and
“(B) includes a patient-reported outcome.
“(4) CONTEXT OF USE.—The term ‘context of
use’ means, with respect to a drug development tool,
the circumstances under which the drug development
tool is to be used in drug development and regu-
latory review.
“(5) DRUG DEVELOPMENT TOOL.—The term
‘drug development tool” includes—
“(A) a biomarker;
“(B) a clinical outcome assessment; and
“(C) any other method, material, or meas-
ure that the Secretary determines aids drug de-
velopment and regulatory review for purposes of
this section.
“(6) PATIENT-REPORTED OUTCOME.—The term
‘patient-reported outcome’ means a measurement
based on a report from a patient regarding the sta-

tus of the patient’s health condition without amend-
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ment or interpretation of the patient’s report by a
clinician or any other person.

“(7) QUALIFICATION.—The terms ‘qualifica-
tion” and ‘qualified” mean a determination by the
Secretary that a drug development tool and its pro-
posed context of use can be relied upon to have a
specific interpretation and application in drug devel-
opment and regulatory review under this Act.

“(8) REQUESTOR.—The term ‘requestor’ means
an entity or entities, including a drug sponsor or a
biomedical research consortia, seeking to qualify a
drug development tool for a proposed context of use
under this section.

“(9) SURROGATE ENDPOINT.—The term ‘surro-
cate endpoint’ means a marker, such as a laboratory
measurement, radiographic image, physical sign, or
other measure, that is not itself a direct measure-
ment of clinical benefit, and—

“(A) 1s known to predict clinical benefit
and could be used to support traditional ap-
proval of a drug or biological product; or

“(B) is reasonably likely to predict clinical
benefit and could be used to support the accel-
erated approval of a drug or biological product

in accordance with section 506(¢).”.
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1 (b) GUIDANCE.—

2 (1) IN GENERAL.—The Secretary of Health and
3 Human Services (referred to in this section as the
4 “Secretary’’) shall, in consultation with biomedical
5 research consortia (as defined in subsection (e) of
6 section 507 of the Federal Food, Drug, and Cos-
7 metic Act (as added by subsection (a)) and other in-
8 terested parties through a collaborative public proc-
9 ess, Issue guidance to implement such section 507
10 that—

11 (A) provides a conceptual framework de-
12 seribing appropriate standards and scientific
13 approaches to support the development of bio-
14 markers delineated under the taxonomy estab-
15 lished under paragraph (3);

16 (B) with respect to the qualification proc-
17 ess under such section 507—

18 (1) describes the requirements that en-
19 tities seeking to qualify a drug develop-
20 ment tool under such section shall observe
21 when engaging in such process;
22 (i1) outlines reasonable timeframes for
23 the Secretary’s review of letters, qualifica-
24 tion plans, or full qualification packages
25 submitted under such process; and
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(111) establishes a process by which
such entities or the Secretary may consult
with biomedical research consortia and
other individuals and entities with expert
knowledge and insights that may assist the

Secretary in the review of qualification

plans and full qualification submissions

under such section; and

(C) mncludes such other information as the
Secretary determines appropriate.

(2) TmING.—Not later than 3 years after the
date of the enactment of this Aect, the Secretary
shall issue draft guidance under paragraph (1) on
the implementation of section 507 of the Federal
Food, Drug, and Cosmetic Act (as added by sub-
section (a)). The Secretary shall issue final guidance
on the implementation of such section not later than
6 months after the date on which the comment pe-
riod for the draft guidance closes.

(3) TAXONOMY.—

(A) IN GENERAL.—For purposes of in-
forming guidance under this subsection, the
Secretary shall, in consultation with biomedical
research consortia and other interested parties

through a collaborative public process, establish
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a taxonomy for the classification of biomarkers

(and related scientific coneepts) for use in drug

development.

(B) PuBLIC AVAILABILITY.—Not later
than 2 years after the date of the enactment of
this Act, the Secretary shall make such tax-
onomy publicly available in draft form for pub-
lic comment. The Secretary shall finalize the
taxonomy not later than 1 year after the close
of the public comment period.

(¢) MEETING AND REPORT.—

(1) MEETING.—Not later than 2 years after the
date of the enactment of this Act, the Secretary
shall convene a public meeting to describe and solicit
public nput regarding the qualification process
under section 507 of the Federal Food, Drug, and
Josmetic Act, as added by subsection (a).

(2) REPORT.—Not later than 5 years after the
date of the enactment of this Aect, the Secretary
shall make publicly available on the Internet website
of the Food and Drug Administration a report. Such
report shall include, with respect to the qualification
process under section 507 of the Federal Food,
Drug, and Cosmetic Act, as added by subsection (a),

mformation on—
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(A) the number of requests submitted, as
a letter of intent, for qualification of a drug de-
velopment tool (as defined in subsection (e) of
such section 507);

(B) the number of such requests accepted
and determined to be eligible for submission of
a qualification plan or full qualification package
(as such terms are defined in subsection (e) of
such section 507), respectively;

(C) the number of such requests for which
external scientific experts were utilized in the
development of a qualification plan or review of
a full qualification package;

(D) the number of qualification plans and
full qualification packages, respectively, sub-
mitted to the Secretary; and

(E) the drug development tools qualified
through such qualification process, specified by
type of tool, such as a biomarker or clinical out-
come assessment (as such terms are defined in

subsection (e) of such section 507).

22 SEC. 3012. TARGETED DRUGS FOR RARE DISEASES.

23

Subchapter B of chapter V of the Federal Food,

24 Drug, and Cosmetic Act (21 U.S.C. 360aa et seq.) is

25 amended by inserting after section 529 the following:
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“SEC. 529A. TARGETED DRUGS FOR RARE DISEASES.

“(a) PURPOSE.—The purpose of this section, through
the approach provided for in subsection (b), 1s to—

“(1) facilitate the development, review, and ap-
proval of genetically targeted drugs and variant pro-
tein targeted drugs to address an unmet medical
need in one or more patient subgroups, including
subgroups of patients with different mutations of a
eene, with respect to rare diseases or conditions that
are serious or life-threatening; and

“(2) maximize the use of scientific tools or
methods, including surrogate endpoints and other
biomarkers, for such purposes.

“(b) LEVERAGING OF DATA FROM PREVIOUSLY AP-
PROVED DRUG APPLICATION OR APPLICATIONS.—The
Secretary may, consistent with applicable standards for
approval under this Act or section 351(a) of the Public
Health Service Act, allow the sponsor of an application
under section 505(b)(1) of this Act or section 351(a) of
the Public Health Service Act for a genetically targeted
drug or a variant protein targeted drug to rely upon data
and information—

“(1) previously developed by the same sponsor
(or another sponsor that has provided the sponsor
with a contractual right of reference to such data

and information); and
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1 “(2) submitted by a sponsor described in para-
2 oraph (1) in support of one or more previously ap-
3 proved applications that were submitted under sec-
4 tion 505(b)(1) of this Act or section 351(a) of the
5 Public Health Service Act,

6 for a drug that incorporates or utilizes the same or similar
7 genetically targeted technology as the drug or drugs that
8 are the subject of an application or applications described
9 in paragraph (2) or for a variant protein targeted drug
10 that is the same or incorporates or utilizes the same vari-
I1 ant protein targeted drug, as the drug or drugs that are
12 the subject of an application or applications described in
13 paragraph (2).

14 “(¢) DEFINITIONS.—For purposes of this section—
15 “(1) the term ‘genetically targeted drug’ means
16 a drug that—

17 “(A) 1s the subject of an application under
18 section H05(b)(1) of this Act or section 351(a)
19 of the Public Health Service Act for the treat-
20 ment of a rare disease or condition (as such
21 term 1s defined in section 526) that i1s serious
22 or life-threatening;
23 “(B) may result in the modulation (includ-
24 ing suppression, up-regulation, or activation) of
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the function of a gene or its associated gene
product; and
“(C) incorporates or utilizes a genetically
targeted technology;

“(2) the term ‘genetically targeted technology’
means a technology comprising non-replicating nu-
cleic acid or analogous compounds with a common or
similar chemistry that is intended to treat one or
more patient subgroups, including subgroups of pa-
tients with different mutations of a gene, with the
same disease or condition, including a disease or
condition due to other variants in the same gene;
and

“(3) the term ‘variant protein targeted drug’
means a drug that—

“(A) is the subject of an application under

section 505(b)(1) of this Act or section 351(a)

of the Public Health Service Act for the treat-

ment of a rare disease or condition (as such
term 18 defined in section 526) that is serious
or life-threatening;

“(B) modulates the function of a product
of a mutated gene where such mutation is re-
sponsible in whole or in part for a given disease

or condition; and
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1 “(C) is intended to treat one or more pa-
2 tient subgroups, including subgroups of patients
3 with different mutations of a gene, with the
4 same disease or condition.

5 “(d) RULE OF CONSTRUCTION.—Nothing in this sec-
6 tion shall be construed to—

7 “(1) alter the authority of the Secretary to ap-
8 prove drugs pursuant to this Act or section 351 of
9 the Public Health Service Act (as authorized prior
10 to the date of enactment of the 21st Century Cures
11 Act), including the standards of evidence, and appli-
12 cable conditions, for approval under such applicable
13 Act; or

14 “(2) confer any new rights, beyond those au-
15 thorized under this Act or the Public Health Service
16 Act prior to enactment of this section, with respect
17 to the permissibility of a sponsor referencing infor-
18 mation contained in another application submitted
19 under section 505(b)(1) of this Act or section 351(a)
20 of the Public Health Service Act.”.

21 SEC. 3013. REAUTHORIZATION OF PROGRAM TO ENCOUR-

22 AGE TREATMENTS FOR RARE PEDIATRIC DIS-
23 EASES.
24 (a) IN GENERAL.—Section 529(b) of the KFederal

25 Food, Drug, and Cosmetic Act (21 U.S.C. 360ff(b)) is
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1 amended by striking paracraph (5) and inserting the fol-
o te) ) te)

2 lowing:

3 “(5) TERMINATION OF AUTHORITY.—The Sec-
4 retary may not award any priority review vouchers
5 under paragraph (1) after September 30, 2020, un-
6 less the rare pediatric disease product application—
7 “(A) is for a drug that, not later than Sep-
8 tember 30, 2020, is designated under sub-
9 section (d) as a drug for a rare pediatric dis-
10 ease; and

11 “(B) is, not later than September 30,
12 2022, approved under section 505(b)(1) of this
13 Act or section 351(a) of the Public Health
14 Service Act.”.

15 (b) REPORT.—The Advancing Hope Act of 2016

16 (Public Law 114-229) is amended by striking section 3.
17 SEC. 3014. GAO STUDY OF PRIORITY REVIEW VOUCHER
18 PROGRAMS.

19 (a) STUDY.—The Comptroller General of the United
20 States (referred to in this section as the “Comptroller
21 General”) shall conduct a study addressing the effective-
22 ness and overall impact of the following priority review
23 voucher programs, including any such programs amended

24 or established by this Act:
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(1) The neglected tropical disease priority re-
view voucher program under section 524 of the Fed-
eral Food, Drug, and Cosmetic Act (21 U.S.C.
360n).

(2) The rare pediatric disease priority review
voucher program under section 529 of the Federal
Food, Drug, and Cosmetic Act (21 U.S.C. 360ff).

(3) The medical countermeasure priority review
voucher program under section 565A of the Federal
Food, Drug, and Cosmetic Act, as added by section
3086.

(b) IssuUANCE OF REPORT.—Not later than January

31, 2020, the Comptroller General shall submit to the
Committee on Health, Education, Labor, and Pensions of
the Senate and the Committee on Energy and Commerce
of the House of Representatives a report containing the

results of the study under subsection (a).

(¢) CONTENTS OF REPORTS.—The report submitted

under subsection (b) shall address—

(1) for each drug for which a priority review
voucher has been awarded as of initiation of the
study—

(A) the indications for which the drug is
approved under section 505(¢) of the Federal

Food, Drug, and Cosmetic Act (21 U.S.C.
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355(¢)), pursuant to an application under sec-
tion 505(b)(1) of such Act, or licensed under
section 351(a) of the Public Health Service Act
(42 U.S.C. 262(a));

(B) whether, and to what extent, the
voucher impacted the sponsor’s decision to de-
velop the drug; and

(C) whether, and to what extent, the ap-
proval or licensure of the drug, as applicable
and appropriate—

(1) addressed a global unmet need re-

lated to the treatment or prevention of a

neglected tropical disease, including wheth-

er the sponsor of a drug coordinated with
international development organizations;

(1) addressed an unmet need related
to the treatment of a rare pediatric dis-
ease; or

(ii1) affected the Nation’s prepared-
ness against a chemical, biological, radio-
logical, or nuclear threat, including natu-
rally occurring threats;

(2) for each drug for which a priority review

voucher has been used—
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(A) the indications for which such drug is
approved under section 505(¢) of the Federal
Food, Drug, and Cosmetic Act (21 U.S.C.
355(¢)), pursuant to an application under sec-
tion 505(b)(1) of such Act, or licensed under
section 351(a) of the Public Health Service Act
(42 U.S.C. 262);

(B) the value of the voucher, if trans-
ferred; and

(C) the length of time between the date on
which the voucher was awarded and the date on
which the voucher was used; and

(3) an analysis of the priority review voucher

programs described in subsection (a), including—

(A) the resources used by the Food and
Drug Administration in reviewing drugs for
which vouchers were used, including the effect
of the programs on the Food and Drug Admin-
istration’s review of drugs for which priority re-
view vouchers were not awarded or used;

(B) whether any improvements to such
programs are necessary to appropriately target
incentives for the development of drugs that

would likely not otherwise be developed, or de-
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1 veloped in as timely a manner, and, as applica-
2 ble and appropriate—
3 (1) address global unmet needs related
4 to the treatment or prevention of neglected
5 tropical diseases, including in countries in
6 which neglected tropical diseases are en-
7 demic; or
8 (1) address unmet needs related to
9 the treatment of rare pediatric diseases;
10 and
11 (C) whether the sunset of the rare pedi-
12 atric disease program and medical counter-
13 measure program has had an impact on the
14 program, including any potential unintended
15 consequences.
16 (d) PROTECTION OF NATIONAL SECURITY.—The
17 Comptroller General shall conduct the study and issue re-
18 ports under this section in a manner that does not com-
19 promise national security.
20 SEC. 3015. AMENDMENTS TO THE ORPHAN DRUG GRANTS.
21 Section 5 of the Orphan Drug Act (21 U.S.C. 360e¢e)
22 is amended—
23 (1) in subsection (a), by striking paragraph (1)
24 and inserting the following: “(1) defraying the costs
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| of developing drugs for rare diseases or conditions,
2 including qualified testing expenses,”’; and

3 (2) 1 subsection (b)(1)—

4 (A) in subparagraph (A)(ii), by striking
5 “and” after the semicolon;

6 (B) in subparagraph (B), by striking the
7 period and inserting ““; and”’; and

8 (C) by adding at the end the following:

9 “(C) prospectively planned and designed
10 observational studies and other analyses con-
11 ducted to assist in the understanding of the
12 natural history of a rare disease or condition
13 and in the development of a therapy, including
14 studies and analyses to—

15 “(1) develop or validate a drug devel-
16 opment tool related to a rare disease or
17 condition; or

18 “(i1) understand the full spectrum of
19 the disease manifestations, including de-
20 seribing  genotypic and phenotypic varia-
21 bility and identifying and defining distinet
22 subpopulations affected by a rare disease
23 or condition.”.
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25 DESIGNS FOR DRUGS AND BIOLOGICAL PRODUCTS.

MANUFACTURING.

(a) IN GENERAL.—The Secretary of Iealth and

Human Services may award grants to institutions of high-
er education and nonprofit organizations for the purpose
of studying and recommending improvements to the proc-
ess of continuous manufacturing of drugs and biological
products and similar innovative monitoring and control

techniques.

In this section—

(b) DEFINITIONS.

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

(2) the term ““biological product” has the mean-
ing given such term in section 351(i) of the Public
Health Service Act (42 U.S.C. 262(1)); and

(3) the term “‘institution of higher education”
has the meaning given such term in section 101(a)
of the Higher Education Act of 1965 (20 U.S.C.
1001(a)).

Subtitle C—Modern Trial Design

and Evidence Development

SEC. 3021. NOVEL CLINICAL TRIAL DESIGNS.

(a) PROPOSALS FOR USE OF NOVEL CLINICAL TRIAL

For

26 purposes of assisting sponsors in incorporating complex

L:\vA112516\R112516.004.xml
November 25, 2016 (3:02 p.m.)



SACLERK\XML\CPRT-114-HPRT-RU00-SAHR34. XML

O o0 N N B W =

| \O 2N \© R O R O R O B e e e e e T e e e e
A W D= O O 0NN N N R WD = O

163

adaptive and other novel trial designs into proposed clin-
ical protocols and applications for new drugs under section
505 of the Federal Food, Drug, and Cosmetic Act (21
U.S.C. 355) and biological products under section 351 of
the Public Health Service Act (42 U.S.C. 262), the Sec-
retary of Health and Human Services (referred to in this
section as the “Secretary’”) shall conduct a public meeting
and issue guidance in accordance with subsection (b).

(b) GUIDANCE ADDRESSING USE OF NOVEL CLIN-
ICAL TRIAL DESIGNS.—

(1) IN  GENERAL.—The Secretary, acting
through the Commissioner of Food and Drugs, shall
update or issue guidance addressing the use of com-
plex adaptive and other novel trial design in the de-
velopment and regulatory review and approval or li-
censure for drugs and biological products.

(2) CONTENTS.

The guidance under para-
eraph (1) shall address—

(A) the use of complex adaptive and other
novel trial designs, including how such clinical
trials proposed or submitted help to satisfy the
substantial evidence standard under section
505(d) of the FKederal Food, Drug, and Cos-
metic Act (21 U.S.C. 355(d));
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(B) how sponsors may obtain feedback
from the Secretary on technical issues related
to modeling and simulations prior to—

(1) completion of such modeling or
simulations; or

(i1) the submission of resulting infor-
mation to the Secretary;

(C) the types of quantitative and quali-
tative information that should be submitted for
review; and

(D) recommended analysis methodologies.
(3) PuBLIC MEETING.—Prior to updating or

issuing the guidance required by paragraph (1), the
Secretary shall consult with stakeholders, including
representatives of regulated industry, academia, pa-
tient advocacy organizations, consumer groups, and
disease research foundations, through a public meet-
ing to be held not later than 18 months after the
date of enactment of this Act.

(4) TmmiNG.—The Secretary shall update or
issue a draft version of the guidance required by
paragraph (1) not later than 18 months after the
date of the public meeting required by paragraph (3)

and finalize such guidance not later than 1 year
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1 after the date on which the public comment period
for the draft guidance closes.
SEC. 3022. REAL WORLD EVIDENCE.
Chapter V of the Federal Food, Drug, and Cosmetic

Act is amended by inserting after section 505E (21 U.S.C.

“SEC. 505F. UTILIZING REAL WORLD EVIDENCE.

2
3
4
5
6 355f) the following:
7
8 “(a) IN GENERAL.—The Secretary shall establish a
9

program to evaluate the potential use of real world evi-

10 dence

11 “(1) to help to support the approval of a new
12 indication for a drug approved under section 505(c);
13 and

14 “(2) to help to support or satisfy postapproval
15 study requirements.

16 “(b) REAL WORLD EVIDENCE DEFINED.—In this

17 section, the term ‘real world evidence’” means data regard-
18 ing the usage, or the potential benefits or risks, of a drug

19 derived from sources other than randomized clinical trals.

20 “(¢) PROGRAM FRAMEWORK.—

21 “(1) IN GENERAL.—Not later than 2 years
22 after the date of enactment of the 21st Century
23 Jures Act, the Secretary shall establish a draft
24 framework for implementation of the program under
25 this section.
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“(2) CONTENTS OF FRAMEWORK.—The frame-

work shall include information describing—

“(A) the sources of real world evidence, in-
cluding ongoing safety surveillance, observa-
tional studies, registries, claims, and patient-
centered outcomes research activities;

“(B) the gaps in data collection activities;

“(C) the standards and methodologies for
collection and analysis of real world evidence;
and

“(D) the priority areas, remaining chal-
lenges, and potential pilot opportunities that
the program established under this section will
address.

“(3) CONSULTATION.—

“(A) IN GENERAL.—In developing the pro-
ogram framework under this subsection, the Sec-
retary shall consult with regulated industry,
academia, medical professional organizations,
representatives of patient advocacy organiza-
tions, consumer organizations, disease research
foundations, and other interested parties.

“(B) PROCESS.—The consultation under

subparagraph (A) may be carried out through

approaches such as—
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1 “(1) a public-private partnership with
2 the entities described in such subparagraph
3 in which the Secretary may participate;

4 “(i1) a contract, grant, or other ar-
5 rangement, as the Secretary determines
6 appropriate, with such a partnership or an
7 independent research organization; or

8 “(i11) public workshops with the enti-
9 ties described in such subparagraph.

10 “(d) ProGRAM IMPLEMENTATION.—The Secretary
11 shall, not later than 2 years after the date of enactment
12 of the 21st Century Cures Act and in accordance with the
13 framework established under subsection (¢), implement
14 the program to evaluate the potential use of real world
15 evidence.

16 “(e) GUIDANCE FOR INDUSTRY.—The Secretary
17 shall—

18 “(1) utilize the program established under sub-
19 section (a), its activities, and any subsequent pilots
20 or written reports, to inform a guidance for industry
21 on—
22 “(A) the circumstances under which spon-
23 sors of drugs and the Secretary may rely on
24 real world evidence for the purposes described
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in paragraphs (1) and (2) of subsection (a);
and
“(B) the appropriate standards and meth-
odologies for collection and analysis of real
world evidence submitted for such purposes;

“(2) not later than 5 years after the date of en-
actment of the 21st Century Cures Act, issue draft
ouidance for industry as deseribed in paragraph (1);
and

“(3) not later than 18 months after the close
of the public comment period for the draft guidance
desceribed in paragraph (2), issue revised draft guid-
ance or final guidance.

“(f) RULE OF CONSTRUCTION.—

“(1) IN GENERAL.—Subject to paragraph (2),
nothing in this section prohibits the Secretary from
using real world evidence for purposes not specified
in this section, provided the Secretary determines
that sufficient basis exists for any such nonspecified
use.

“(2) STANDARDS OF EVIDENCE AND SEC-
RETARY’S AUTHORITY.—This section shall not be
construed to alter—

“(A) the standards of evidence under—



SACLERK\XML\CPRT-114-HPRT-RU00-SAHR34. XML

O o0 N N W Bk W

|\ I N© TR NG I NS I NS R L e e T e T e e e T
A W N = O VWV 00U NN O B BN~ WD == ©

169
“(1) subsection (¢) or (d) of section
505, including the substantial evidence
standard in such subsection (d); or
“(i1) section 351(a) of the Public
Health Service Act; or
“(B) the Secretary’s authority to require
postapproval studies or clinical trials, or the
standards of evidence under which studies or
trials are evaluated.”.
SEC. 3023. PROTECTION OF HUMAN RESEARCH SUBJECTS.
(a) IN GENERAL.—In order to simplify and facilitate
compliance by researchers with applicable regulations for
the protection of human subjects in research, the Sec-
retary of Health and Human Services (referred to in this
section as the “Secretary’’) shall, to the extent practicable
and consistent with other statutory provisions, harmonize
differences between the HHS Human Subject Regulations
and the FDA Human Subject Regulations in accordance
with subsection (b).
(b) AVOIDING REGULATORY DUPLICATION AND UN-

NECESSARY DELAYS.—The Secretary shall, as appro-

priate
(1) make such modifications to the provisions of

the HHS Human Subject Regulations, the FDA
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Human Subject Regulations, and the vulnerable pop-

ulations rules as may be necessary—

(A) to reduce regulatory duplication and
unnecessary delays;

(B) to modernize such provisions in the
context of multisite and cooperative research
projects; and

(C) to protect vulnerable populations, in-
corporate local considerations, and support
community engagement through mechanisms
such as consultation with local researchers and
human research protection programs, in a man-
ner consistent with subparagraph (B); and

(2) ensure that human subject research that is

subject to the HHHS Human Subject Regulations and

(A) use joint or shared review;
(B) rely upon the review of—

(1) an independent institutional review
board; or

(i1) an institutional review board of an
entity other than the sponsor of the re-
search; or
(C) use similar arrangements to avoid du-

plication of effort.
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(¢) CONSULTATION.—In harmonizing or modifying
regulations or guidance under this section, the Secretary
shall consult with stakeholders (including researchers, aca-
demic organizations, hospitals, institutional research
boards, pharmaceutical, biotechnology, and medical device
developers, clinical research organizations, patient groups,
and others).

(d) TomING.—The Secretary shall complete the har-
monization described in subsection (a) not later than 3
years after the date of enactment of this Act.

(e) PROGRESS REPORT.—Not later than 2 years after
the date of enactment of this Act, the Secretary shall sub-
mit to Congress a report on the progress made toward
completing such harmonization.

(f) DEFINITIONS.

(1) HUMAN SUBJECT REGULATIONS.—In this
section:

(A) FDA HUMAN SUBJECT REGULA-
TIONS.—The term “FDA Human Subject Reg-
ulations’” means the provisions of parts 50, 56,
312, and 812 of title 21, Code of Federal Regu-
lations (or any successor regulations).

(B) HHS HUMAN SUBJECT REGULA-
TIONS.—The term “HHS Human Subject Reg-

ulations” means the provisions of subpart A of
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part 46 of title 45, Code of Federal Regulations

(or any successor regulations).

(C) VULNERABLE POPULATION RULES.
The term  ‘“‘vulnerable population rules”
means—

(1) except in the case of research de-
sceribed 1n clause (i1), the provisions of sub-
parts B through D of part 46, Code of
Federal Regulations (or any successor reg-
ulations); and

(i1) in the case of research that is sub-
ject to FDA Human Subject Regulations,
the provisions applicable to vulnerable pop-
ulations under part 56 of title 21, Code of
Federal Regulations (or any successor reg-
ulations) and subpart D of part 50 of such
title 21 (or any successor regulations).

(2) OTHER DEFINITIONS.—In this section:

(A) INSTITUTIONAL REVIEW BOARD.—The
term “‘institutional review board’ has the mean-
ing that applies to the term “‘institutional re-
view board” under the IHIIS Human Subject
Regulations.

(B)  LEAD  INSTITUTIONAL  REVIEW

BOARD.—The term ‘lead institutional review
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board” means an institutional review board that
otherwise meets the requirements of the HHS
Human Subject Regulations and enters into a
written agreement with an institution, another
institutional review board, a sponsor, or a prin-
cipal mvestigator to approve and oversee human
subject research that is conducted at multiple
locations. References to an institutional review
board include an institutional review board that
serves a single institution and a lead institu-

tional review board.

SEC. 3024. INFORMED CONSENT WAIVER OR ALTERATION

FOR CLINICAL INVESTIGATIONS.

DEVICES.

Section 520(g)(3) of the Federal

Food, Drug, and Cosmetic Act (21 U.S.C. 360j(2)(3)) is

16 amended—

17
18
19
20
21
22
23
24
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(1) in subparagraph (D), by striking “except

where subject to such conditions as the Secretary
may prescribe, the investigator” and inserting the
following: “‘except where, subject to such conditions

as the Secretary may prescribe—

“(i) the proposed clinical testing poses no
more than minimal risk to the human subject

and includes appropriate safeguards to protect
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the rights, safety, and welfare of the human
subject; or
“(i1) the investigator’; and
(2) in the matter following subparagraph (D),
by striking ‘“‘subparagraph (D)” and inserting “‘sub-

paragraph (D)(i1)”.

(b) DrRUGS.—Section 505(1)(4) of the Federal Food,
Drug, and Cosmetic Act (21 U.S.C. 355(1)(4)) is amended
by striking “except where it is not feasible or it is contrary
to the best interests of such human beings” and inserting
“except where it is not feasible, it is contrary to the best
interests of such human beings, or the proposed clinical
testing poses no more than minimal risk to such human
beings and includes appropriate safeguards as prescribed
to protect the rights, safety, and welfare of such human
beings’’.

Subtitle D—Patient Access to

Therapies and Information
SEC. 3031. SUMMARY LEVEL REVIEW.

(a) FFDCA.—Section 505(¢) of the Federal Food,
Drug, and Cosmetic Act (21 U.S.C. 355(¢)) is amended
by adding at the end the following:

“(5)(A) The Secretary may rely upon qualified data
summaries to support the approval of a supplemental ap-

plication, with respect to a qualified indication for a drug,
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I submitted under subsection (b), if such supplemental ap-

plication complies with subparagraph (B).

“(B) A supplemental application is eligible for review

as described in subparagraph (A) only if—

“(i) there is existing data available and accept-
able to the Secretary demonstrating the safety of the
drug; and

“() all data used to develop the qualified data
summaries are submitted to the Secretary as part of
the supplemental application.

“(C) The Secretary shall post on the Internet website

12 of the Food and Drug Administration and update annu-

13 ally
14
15
16
17
18
19
20
21
22
23
24
25
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“(i) the number of applications reviewed solely
under subparagraph (A) or section 351(a)(2)(E) of
the Public Health Service Act;

“(i1) the average time for completion of review
under subparagraph (A) or section 351(a)(2)(E) of
the Public Health Service Act;

“(m) the average time for review of supple-
mental applications where the Secretary did not use
review flexibility under subparagraph (A) or section
351(a)(2)(E) of the Public Health Service Act; and

“(iv) the number of applications reviewed under

subparagraph (A) or section 351(a)(2)(E) of the
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Public Health Service Act for which the Secretary
made use of full data sets in addition to the quali-
fied data summary.

“(D) In this paragraph—

“(1) the term ‘qualified indication’ means an in-
dication for a drug that the Secretary determines to
be appropriate for summary level review under this
paragraph; and

“(i1) the term ‘qualified data summary’ means
a summary of clinical data that demonstrates the
safety and effectiveness of a drug with respect to a
qualified indication.”.

(b) PHSA.—Section 351(a)(2) of the Public Health
Service Act (42 U.S.C. 262(a)(2)) is amended by adding
at the end the following:

“(E)(1) The Secretary may rely upon qualified data
summaries to support the approval of a supplemental ap-
plication, with respect to a qualified indication for a drug,
submitted under this subsection, if such supplemental ap-
plication complies with the requirements of subparagraph
(B) of section 505(¢)(5) of the Federal Food, Drug, and
Cosmetic Act.

“(i1) In this subparagraph, the terms ‘qualified indi-

cation” and ‘qualified data summary’ have the meanings

L:\vA112516\R112516.004.xml
November 25, 2016 (3:02 p.m.)



SACLERK\XML\CPRT-114-HPRT-RU00-SAHR34. XML

O o0 N N B W =

[\ I \© R \O I O N N e e e e e e T e e Y
W NN = O 0 0NN WD = O

177
oiven such terms in section 505(¢)(5) of the Federal Food,
Drug, and Cosmetic Act.”.
SEC. 3032. EXPANDED ACCESS POLICY.

Chapter V of the Federal Food, Drug, and Cosmetic
Act is amended by inserting after section 561 (21 U.S.C.
360bbb) the following:

“SEC. 561A. EXPANDED ACCESS POLICY REQUIRED FOR IN-
VESTIGATIONAL DRUGS.

“(a) IN GENERAL.—The manufacturer or distributor
of one or more investigational drugs for the diagnosis,
monitoring, or treatment of one or more serious diseases
or conditions shall make available the policy of the manu-
facturer or distributor on evaluating and responding to re-
quests submitted under section 561(b) for provision of
such a drug.

“(b) PUBLIC AVAILABILITY OF KXPANDED ACCESS
Poricy.—The policies under subsection (a) shall be made
public and readily available, such as by posting such poli-
cies on a publicly available Internet website. Such policies
may be generally applicable to all investigational drugs of
such manufacturer or distributor.

“(¢) CONTENT OF PoLnicy.—A policy described in

subsection (a) shall include—
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“(1) contact information for the manufacturer
or distributor to facilitate communication about re-
quests described in subsection (a);

“(2) procedures for making such requests;

“(3) the general criteria the manufacturer or
distributor will use to evaluate such requests for in-
dividual patients, and for responses to such requests;

“(4) the length of time the manufacturer or dis-
tributor anticipates will be necessary to acknowledge
receipt of such requests; and

“(5) a hyperlink or other reference to the clin-
ical trial record containing information about the ex-
panded access for such drug that is required under
section 402(3)(2)(A)1)(IT)(gg) of the Public Health
Service Act.

“(d) No GUARANTEE OF ACCESS.—The posting of

policies by manufacturers and distributors under sub-
section (a) shall not serve as a guarantee of access to any

specific investigational drug by any individual patient.

“(e) REVISED PoLicY.—Nothing in this section shall

prevent a manufacturer or distributor from revising a pol-

iey required under this section at any time.

“(f) APPLICATION.—This section shall apply to a

24 manufacturer or distributor with respect to an investiga-

25 tional drug beginning on the later of—
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“(1) the date that is 60 calendar days after the

date of enactment of the 21st Century Cures Act; or
“(2) the first initiation of a phase 2 or phase

3 study (as such terms are defined in section

312.21(b) and (c¢) of title 21, Code of Federal Regu-

lations (or any successor regulations)) with respect

to such investigational drug.”.

3033. ACCELERATED APPROVAL FOR REGENERATIVE

ADVANCED THERAPIES.

(a) IN GENERAL.—Section 506 of the Federal Food,

Drug, and Cosmetic Act (21 U.S.C. 356) is amended—

(1) by transferring subsection (e) (relating to
construction) so that it appears before subsection (f)
(relating to awareness efforts); and

(2) by adding at the end the following:

“(2) REGENERATIVE ADVANCED THERAPY.—

“(1) IN GENERAL.—The Secretary, at the re-
quest of the sponsor of a drug, shall facilitate an ef-
ficient development program for, and expedite review
of, such drug if the drug qualifies as a regenerative
advanced therapy under the ecriteria described in
paragraph (2).

“(2) CRITERIA.—A drug is eligible for designa-
tion as a regenerative advanced therapy under this

subsection if—
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“(A) the drug is a regenerative medicine
therapy (as defined in paragraph (8));

“(B) the drug is intended to treat, modify,
reverse, or cure a serious or life-threatening dis-
ease or condition; and

“(C) preliminary clinical evidence indicates
that the drug has the potential to address
unmet medical needs for such a disease or con-
dition.

“(3) REQUEST FOR DESIGNATION.—The spon-
sor of a drug may request the Secretary to designate
the drug as a regenerative advanced therapy concur-
rently with, or at any time after, submission of an
application for the investigation of the drug under
section H05H(1) of this Act or section 351(a)(3) of the
Public Health Service Act.

“(4) DESIGNATION.—Not later than 60 cal-
endar days after the receipt of a request under para-
eraph (3), the Secretary shall determine whether the
drug that is the subject of the request meets the cri-
teria described in paragraph (2). If the Secretary de-
termines that the drug meets the criteria, the Sec-
retary shall designate the drug as a regenerative ad-
vanced therapy and shall take such actions as are

appropriate under paragraph (1). If the Secretary
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determines that a drug does not meet the criteria for
such designation, the Secretary shall include with
the determination a written description of the ra-

tionale for such determination.

“(5) AcTioNs.—The sponsor of a regenerative
advanced therapy shall be eligible for the actions to
expedite development and review of such therapy
under subsection (a)(3)(B), including early inter-
actions to discuss any potential surrogate or inter-
mediate endpoint to be used to support the acceler-
ated approval of an application for the product
under subsection (¢).

“(6) ACCESS TO EXPEDITED APPROVAL PATIH-

WAYS.—An application for a regenerative advanced
therapy under section 505(b)(1) of this Act or sec-
tion 351(a) of the Public Health Service Act may
be—

“(A) eligible for priority review, as de-
scribed in the Manual of Policies and Proce-
dures of the Food and Drug Administration
and goals 1dentified in the letters described in
section 101(b) of the Prescription Drug User
Fee Amendments of 2012; and

“(B) eligible for accelerated approval

under subsection (c¢), as agreed upon pursuant
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to subsection (a)(3)(B), through, as appro-
priate—

“(1) surrogate  or  intermediate
endpoints reasonably likely to predict long-
term clinical benefit; or

“(i1) reliance upon data obtained from
a meaningful number of sites, including
through expansion to additional sites, as
appropriate.

“(7)  POSTAPPROVAL  REQUIREMENTS.—The

sponsor of a regenerative advanced therapy that is
oranted accelerated approval and 1s subject to the
postapproval requirements under subsection (¢) may,
as appropriate, fulfill such requirements, as the Sec-
retary may require, through—

“(A) the submission of clinical evidence,
clinical studies, patient registries, or other
sources of real world evidence, such as elec-
tronic health records;

“(B) the collection of larger confirmatory
data sets, as agreed upon pursuant to sub-
section (a)(3)(B); or

“(C) postapproval monitoring of all pa-
tients treated with such therapy prior to ap-

proval of the therapy.
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“(8) DEFINITION.—For purposes of this sec-
tion, the term ‘regenerative medicine therapy’ in-
cludes cell therapy, therapeutic tissue engineering
products, human cell and tissue products, and com-
bination products using any such therapies or prod-
ucts, except for those regulated solely under section
361 of the Public Health Service Act and part 1271
of title 21, Code of Federal Regulations.”.

(b) RULE OF CONSTRUCTION.—Nothing in this sec-

and the amendments made by this section shall be

construed to alter the authority of the Secretary of Health

12 and Human Services—

13
14
15
16
17
18
19
20
21
22
23
24

(1) to approve drugs pursuant to the Federal
Food, Drug, and Cosmetic Act (21 U.S.C. 301 et
seq.) and section 351 of the Public Health Service
Act (42 U.S.C. 262) as authorized prior to the date
of enactment of the 21st Century Cures Act, includ-
ing the standards of evidence, and applicable condi-
tions, for approval under such Acts; or

(2) to alter the authority of the Secretary to re-
quire postapproval studies pursuant to such Acts, as
authorized prior to the date of enactment of the 21st
Century Cures Act.

(¢) CONFORMING AMENDMENT.—Section 506(e)(1)

25 of the Federal Food, Drug, and Cosmetic Act (21 U.S.C.
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[

356(e)(1)) is amended by inserting “and the 21st Century
Cures Act” after “Food and Drug Administration Safety
and Innovation Act”.

SEC. 3034. GUIDANCE REGARDING DEVICES USED IN THE
RECOVERY, ISOLATION, OR DELIVERY OF RE-
GENERATIVE ADVANCED THERAPIES.

(a) DRAFT GUIDANCE.—Not later than 1 year after
the date of enactment of the 21st Century Cures Act, the
Secretary of Health and Human Services, acting through
the Commissioner of Food and Drugs, shall issue draft
cuidance clarifying how, in the context of regenerative ad-
vanced therapies, the Secretary will evaluate devices used
in the recovery, isolation, or delivery of regenerative ad-
vanced therapies. In doing so, the Secretary shall specifi-
cally address—

(1) how the Food and Drug Administration in-
tends to simplify and streamline regulatory require-
ments for combination device and cell or tissue prod-
ucts;

(2) what, if any, intended uses or specific at-
tributes would result in a device used with a regen-
erative therapy product to be classified as a class 111
device;

(3) when the Food and Drug Administration

considers 1t is necessary, if ever, for the intended use
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of a device to be limited to a specific intended use

with only one particular type of cell; and

(4) application of the least burdensome ap-
proach to demonstrate how a device may be used
with more than one cell type.

(b) FINAL GUIDANCE.—Not later than 12 months
after the close of the period for public comment on the
draft guidance under subsection (a), the Secretary of
Health and Human Services shall finalize such guidance.
SEC. 3035. REPORT ON REGENERATIVE ADVANCED THERA-

PIES.

(a) REPORT TO CONGRESS.—Before March 1 of each
calendar year, the Secretary of Health and Human Serv-
ices shall, with respect to the previous calendar year, sub-
mit a report to the Committee on Health, Education,
Labor, and Pensions of the Senate and the Committee on
Energy and Commerce of the House of Representatives
on—

(1) the number and type of applications for ap-
proval of regenerative advanced therapies filed, ap-
proved or licensed as applicable, withdrawn, or de-
nied; and

(2) how many of such applications or therapies,
as applicable, were granted accelerated approval or

priority review.
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(b) REGENERATIVE ADVANCED THERAPY.—In this
section, the term “‘regenerative advanced therapy’” has the
meaning given such term in section 506(g) of the Federal
Food, Drug, and Cosmetic Act, as added by section 3033
of this Act.
SEC. 3036. STANDARDS FOR REGENERATIVE MEDICINE AND
REGENERATIVE ADVANCED THERAPIES.
Subchapter A of chapter V of the Federal Food,
Drug, and Cosmetic Act (21 U.S.C. 351 et seq.) is amend-
ed by inserting after section 506F the following:
“SEC. 506G. STANDARDS FOR REGENERATIVE MEDICINE
AND REGENERATIVE ADVANCED THERAPIES.
“(a) IN GENERAL.—Not later than 2 years after the
date of enactment of the 21st Century Cures Act, the Sec-
retary, in consultation with the National Institute of
Standards and Technology and stakeholders (including re-
eenerative medicine and advanced therapies manufactur-
ers and clinical trial sponsors, contract manufacturers,
academic institutions, practicing clinicians, regenerative
medicine and advanced therapies industry organizations,
and standard setting organizations), shall facilitate an ef-
fort to coordinate and prioritize the development of stand-
ards and consensus definition of terms, through a public
process, to support, through regulatory predictability, the

development, evaluation, and review of regenerative medi-
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therapies and regenerative advanced therapies, in-

cluding with respect to the manufacturing processes and

controls of such products.

“(b) ACTIVITIES.—

“(1) IN GENERAL.—In carrying out this sec-
tion, the Secretary shall continue to—

“(A) identity opportunities to help advance
the development of regenerative medicine thera-
pies and regenerative advanced therapies;

“(B) identify opportunities for the develop-
ment of laboratory regulatory science research
and documentary standards that the Secretary
determines would help support the development,
evaluation, and review of regenerative medicine
therapies and regenerative advanced therapies
through regulatory predictability; and

“(C) work with stakeholders, such as those
described in subsection (a), as appropriate, in
the development of such standards.

“(2) REGULATIONS AND GUIDANCE.—Not later
than 1 year after the development of standards as
described in subsection (a), the Secretary shall re-
view relevant regulations and guidance and, through
a public process, update such regulations and guid-

ance as the Secretary determines appropriate.
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“(e) DEFINITIONS.—For purposes of this section, the

terms ‘regenerative medicine therapy’ and ‘regenerative
advanced therapy’ have the meanings given such terms in
section 506(g).”.

SEC. 3037. HEALTH CARE ECONOMIC INFORMATION.

Section 502(a) of the Federal Food, Drug, and Cos-

metic Act (21 U.S.C. 352(a)) i1s amended—

(1) by striking “(a) If its” and inserting
“la)(1) If its”;

(2) by striking “a formulary committee, or
other similar entity, in the course of the committee
or the entity carrying out its responsibilities for the
selection of drugs for managed care or other similar
organizations” and inserting ‘“‘a payor, formulary
committee, or other similar entity with knowledge
and expertise in the area of health care economic
analysis, carrying out its responsibilities for the se-
lection of drugs for coverage or reimbursement’;

(3) by striking “directly relates” and inserting
“relates’;

(4) by striking “and is based on competent and
reliable scientific evidence. The requirements set
forth in section 505(a) or in section 351(a) of the
Public Health Service Act shall not apply to health

care economic nformation provided to such a com-
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mittee or entity in accordance with this paragraph”
and inserting ““, is based on competent and reliable
scientific evidence, and includes, where applicable, a
conspicuous and prominent statement deseribing any
material differences between the health care eco-
nomic information and the labeling approved for the
drug under section 505 or under section 351 of the
Public Health Service Act. The requirements set
forth in section 505(a) or in subsections (a) and (k)
of section 351 of the Public Health Service Act shall
not apply to health care economic information pro-
vided to such a payor, committee, or entity in ac-
cordance with this paragraph’; and

(5) by striking “In this paragraph, the term”
and all that follows and inserting the following:

“(2)(A) For purposes of this paragraph, the term

‘health care economic information” means any analysis (in-
cluding the clinical data, inputs, clinical or other assump-
tions, methods, results, and other components underlying
or comprising the analysis) that identifies, measures, or
describes the economic consequences, which may be based
on the separate or ageregated clinical consequences of the
represented health outcomes, of the use of a drug. Such
analysis may be comparative to the use of another drug,

to another health care intervention, or to no intervention.
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“(B) Such term does not include any analysis that
relates only to an indication that is not approved under
section 505 or under section 351 of the Public Health
Service Act for such drug.”.

SEC. 3038. COMBINATION PRODUCT INNOVATION.

(a) IN GENERAL.—Section 503(g) of the Federal
Food, Drug, and Cosmetic Act (21 U.S.C. 353(g)) is
amended—

(1) by striking paragraph (3);

(2) by redesignating paragraph (2) as para-
oraph (7);

(3) by redesignating paragraphs (4) and (5) as
paragraphs (8) and (9), respectively;

(4) by striking “(g)(1)” and all that follows
through the end of paragraph (1) and inserting the
following:

“(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 re-
view of any combination product under a single applica-
tion, whenever appropriate.

“(C) For purposes of this subsection, the term ‘pri-

mary mode of action” means the single mode of action of
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a combination product expected to make the greatest con-
tribution 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 Sec-
retary determines that the primary 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 jurisdiction;

“(i1) a device, the agency center charged with
premarket review of devices shall have primary juris-
diction; or

“(ii1) a biological product, the agency center
charged with premarket review of biological products
shall have primary jurisdiction.

“(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 bio-
logical 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 determination under subparagraph (D)—

“(1) such sponsor may request, and the Sec-

retary shall provide, a substantive rationale to such
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sponsor that references scientific evidence provided
by the sponsor and any other scientific evidence re-
lied upon by the Secretary to support such deter-
mination; and

“()(I) the sponsor of the combination product
may propose one or more studies (which may be
nonclinical, clinical, or both) to establish the rel-
evance, 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 sub-
clause (II) and the sponsor conducts one or more of
such studies, the Secretary shall consider the data
resulting from any such study when reevaluating the
determination of the primary mode of action of such
product, and unless and until such reevaluation has
occurred and the Secretary issues a new determina-
tion, the determination of the Secretary under sub-
paragraph (D) shall remain in effect.

“(2)(A)(1) To establish clarity and certainty for the

25 sponsor, the sponsor of a combination product may re-
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quest a meeting on such combination product. If the Sec-

2 retary concludes that a determination of the primary mode
3 of action pursuant to paragraph (1)(D) is necessary, the
4 sponsor may request such meeting only after the Secretary
5 makes such determination. If the sponsor submits a writ-
6 ten meeting request, the Secretary shall, not later than
7 75 calendar days after receiving such request, meet with
8 the sponsor of such combination product.
9 “(i1) A meeting under clause (i) may—
10 “(I) address the standards and requirements
11 for market approval or clearance of the combination
12 product;
13 “(II) address other issues relevant to such com-
14 bination product, such as requirements related to
15 postmarket modification of such combination prod-
16 uct and good manufacturing practices applicable to
17 such combination product; and
18 “(III) identify elements under subclauses (I)
19 and (II) that may be more appropriate for discus-
20 sion and agreement with the Secretary at a later
21 date given that scientific or other information is not
22 available, or agreement is otherwise not feasible re-
23 carding such elements, at the time a request for
24 such meeting is made.
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“(ii1) 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, ex-

cept—

“(I) upon the written agreement of the Sec-
retary 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 con-
sultation with consulting centers and the Office, as
appropriate, that an issue essential to determining
whether the standard for market clearance or other
applicable 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 re-

21 view of a combination product that contains an approved

22 constituent part deseribed in paragraph (4), the Secretary

23 may require that the sponsor of such combination product

24 submit to the Secretary only data or information that the

25 Secretary determines is necessary to meet the standard
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for clearance or approval, as applicable, under this Act
or the Public Health Service Act, including any incre-
mental risks and benefits posed by such combination prod-
uct, using a risk-based approach and taking into account
any prior finding of safety and effectiveness or substantial
equivalence for the approved constituent part relied upon

by the applicant in accordance with paragraph (5).

“(4) For purposes of paragraph (3), an approved con-

stituent part 15—

“(A) a drug constituent part of a combination
product being reviewed in a single application or re-
quest under section 515, 510(k), or 513(f)(2) (sub-
mitted in accordance with paragraph (5)), that is an
approved drug, provided such application or request
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 see-
tion 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 i1s a nonprescription drug, as defined in

section 760(a)(2).
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“(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 any determination made under
paragraph (1)(D), for a combination product containing
as a constituent part an approved drug—

“(1) the application or request shall include the
certification or statement described 1n section
505(b)(2); and

“(i1) the applicant or requester shall provide no-
tice as described in section 505(b)(3).

“(B) For purposes of this paragraph and paragraph
(4), the term ‘approved drug’ means an active ingre-
dient—

“(i) that was in an application previously ap-
proved under section 505(¢);

“(11) where such application is relied upon by
the applicant submitting the application or request
described in subparagraph (A);

“(iii) 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 sub-
mitting the application or request described in sub-

paragraph (A); and
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“(iv) for which the applicant submitting the ap-
plication or request described in subparagraph (A)
has not obtained a right of reference or use from the
person by or for whom the investigations described
in clause (i11) were conducted.

“(C) The following provisions shall apply with respect

to an application 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 sec-

tion 505(b)(2) that referenced the approved drug:

“(i) Subparagraphs (A), (B), (C), and (D) of
section H05(¢)(3).

“() Clauses (i1), (11), and (iv) of section
505(¢)(3)(K).

“(m) Subsections (b) and (¢) of section H05A.

“(1v) Section H05E(a).

“(v) Section H27(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

25 prohibiting a sponsor from submitting separate applica-
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tions for the constituent parts of a combination product,
unless the Secretary determines that a single application
1S necessary.”’;

(5) In paragraph (8) (as redesignated by para-

oraph (3))—

2

3

4

5

6 (A) in subparagraph (C)—
7 (1) by amending clause (i) to read as
8 follows:

9 “(1) In carrying out this subsection, the Office shall
0 help to ensure timely and effective premarket review that
I1 involves more than one agency center by coordinating such
12 reviews, overseeing the timeliness of such reviews, and
13 overseeing the alignment of feedback regarding such re-

14 views.”;

15 (i1) in clause (i1), by inserting “and
16 alignment” after ‘“‘the timeliness” each
17 place it appears; and

18 (i) by adding at the end the fol-
19 lowing new clauses:

20 “(i11) The Office shall ensure that, with respect to a

21 combination product, a designated person or persons in
22 the primary agency center is the primary point or points
23 of contact for the sponsor of such combination product.
24 The Office shall also coordinate communications to and

25 from any consulting center involved in such premarket re-
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view, 1f requested by such primary agency center or any
such consulting center. Agency communications and com-
mitments, to the extent consistent with other provisions
of law and the requirements of all affected agency centers,
from the primary agency center shall be considered as
communication from the Secretary on behalf of all agency
centers involved 1n the review.

“(iv) The Office shall, with respect to the premarket

review of a combination product

“(I) ensure that any meeting between the Sec-
retary and the sponsor of such product is attended
by each agency center involved in the review, as ap-
propriate;

“(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

“(III) ensure that each consulting center fol-
lows the guidance described in clause (vi) and ad-
vises, as appropriate, on other relevant regulations,
ouidances, and policies.

“(v) In seeking agency action with respect to a com-
bination product, the sponsor of such product—

“(I) shall identify the product as a combination

product; and
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“(IT) may request in writing the participation of
representatives of the Office in meetings related to
such combination product, or to have the Office oth-
erwise engage on such regulatory matters concerning
the combination product.

“(vi) Not later than 4 years after the date of enact-

ment 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 deseribes—

“(I) the structured process for managing pre-
submission interactions with sponsors developing
combination products;

“(IT) the best practices for ensuring that the
feedback in such pre-submission interactions rep-
resents the Agency’s best advice based on the infor-
mation provided during such pre-submission inter-
actions;

“(IIT) the information that is required to be
submitted with a meeting request under paragraph
(2), how such meetings relate to other types of meet-
ings in the Food and Drug Administration, and the
form and content of any agreement reached through
a meeting under such paragraph (2);”; and

(B) in subparagraph (G)—
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(1) in the matter preceding clause (1),
by inserting “(except with respect to clause
(iv), beginning not later than one year
after the date of the enactment of the 21st
Century Cures Act)” after “enactment of
this paragraph’;

“and” at

(11) in clause (i1), by striking
the end;
(iii) in clause (iii), by striking the pe-

“;and”; and

riod at the end and inserting
(iv) by adding at the end the following

new clause:

“(iv) identifying the percentage of combination
products for which a dispute resolution, with respect
to premarket review, was requested by the combina-
tion product’s sponsor.”; and

(6) In paragraph (9) (as redesignated by para-

oraph (3))—

(A) in subparagraph (C)—

(1) in clause (i), by striking the
comma at the end and inserting a semi-
colon;

(i1) in clause (ii), by striking “, and”

at the end and inserting a semicolon;
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| (111) in clause (ii1), by striking the pe-

2 riod at the end and inserting ““; and”’; and

3 (iv) by adding at the end the fol-
4 lowing:

5 “(iv) de novo classification under sec-

6 tion H13(a)(1).”; and

7 (B) by adding at the end the following:

8 “(D) The terms ‘premarket review and ‘re-

9 views’ include all activities of the Food and Drug
10 Administration conducted prior to approval or clear-
11 ance of an application, notification, or request for
12 classification submitted under section 505, 510(k),
13 513(f)(2), 515, or 520 of this Act or under section
14 351 of the Public Health Service Act, including with
15 respect to investigational use of the product.”.

16 (b) INFORMATION FOR APPROVAL OF COMBINATION
17 ProbpucTs.—Section 520(h)(4) of the Federal Food,
18 Drug, and Cosmetic Act (21 U.S.C. 360j(h)(4)) is amend-
19 ed—
20 (1) in subparagraph (A), by striking “Any in-
21 formation” and inserting ‘“Subject to subparagraph
22 (C), any information”’; and
23 (2) by adding at the end the following new sub-
24 paragraph:
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“(C) No information contained in an application for
premarket approval filed with the Secretary pursuant to
section 515(¢) may be used to approve or clear any appli-
cation submitted under section 515 or 510(k) or to classify
a product under section 513(f)(2) for a combination prod-
uct containing as a constituent part an approved drug (as
defined in section 503(g)(5)(B)) unless—

“(i) the application includes the certification or
statement referenced in section 503(2)(5)(A);

“(11) the applicant provides notice as described
in section 503(g)(5)(A); and

“(i11) the Secretary’s approval of such applica-
tion 1s subject to the provisions in section
503(g2)(5)(C).".

(¢) VARIATIONS FroM CGMP STREAMLINED AP-
PROACIL.—Not later than 18 months after the date of en-
actment of this Act, the Secretary of Health and Human
Services (referred to in this subsection as the “Secretary’)
shall identify types of combination products and manufac-
turing processes with respect to which the Secretary pro-
poses that good manufacturing processes may be adopted
that vary from the requirements set forth in section 4.4
of title 21, Code of Federal Regulations (or any successor
regulations) or that the Secretary proposes can satisfy the

requirements in section 4.4 through alternative or stream-
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lined mechanisms. The Secretary shall identify such types,
variations from such requirements, and such mechanisms,
in a proposed list published in the Federal Register. After
a public comment period regarding the appropriate good
manufacturing practices for such types, the Secretary
shall publish a final list in the Federal Register, notwith-
standing section 553 of title 5, United States Code. The
Secretary shall evaluate such types, variations, and mech-
anisms using a risk-based approach. The Secretary shall
periodically review such final list.
Subtitle E—Antimicrobial

Innovation and Stewardship
SEC. 3041. ANTIMICROBIAL RESISTANCE MONITORING.

(a) IN GENERAL.—Section 319K of the Public
Health Service Act (42 U.S.C. 247d-5) is amended—

(1) by redesignating subsections (f) and (g) as
subsections (1) and (m), respectively; and
(2) by inserting after subsection (e), the fol-
lowing:
“(f) MONITORING AT FEDERAL HEALTH CARE FA-

CILITIES.—The Secretary shall encourage reporting on ag-

oregate antimicrobial drug use and antimicrobial resist-
ance to antimicrobial drugs and the implementation of
antimicrobial stewardship programs by health care facili-

ties of the Department of Defense, the Department of Vet-
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erans Affairs, and the Indian Health Service and shall
provide technical assistance to the Secretary of Defense
and the Secretary of Veterans Affairs, as appropriate and
upon request.
“(2) REPORT ON ANTIMICROBIAL RESISTANCE IN

HuMaNs AND USE OF ANTIMICROBIAL DRuUGS.—Not

later than 1 year after the date of enactment of the 21st
Century Cures Act, and annually thereafter, the Secretary
shall prepare and make publicly available data and infor-
mation concerning—

“(1) aggregate national and regional trends of
antimicrobial resistance in humans to antimicrobial
drugs, including such drugs approved under section
506(h) of the Federal Food, Drug, and Cosmetic
Act;

“(2) antimicrobial stewardship, which may in-
clude summaries of State efforts to address anti-
microbial resistance in humans to antimicrobial
drugs and antimicrobial stewardship; and

“(3) coordination between the Director of the
Centers for Disease Control and Prevention and the
Commissioner of Food and Drugs with respect to
the monitoring of—

“(A) any applicable resistance under para-

oraph (1); and
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“(B) drugs approved under section 506(h)
of the Federal Food, Drug, and Cosmetic Act.

“(h) INFORMATION RELATED TO ANTIMICROBIAL
STEWARDSHIP PROGRAMS.—The Secretary shall, as ap-
propriate, disseminate guidance, educational materials, or
other appropriate materials related to the development
and implementation of evidence-based antimicrobial stew-
ardship programs or practices at health care facilities,
such as nursing homes and other long-term care facilities,
ambulatory surgical centers, dialysis centers, outpatient
clinies, and hospitals, including community and rural hos-
pitals.

“(1) SUPPORTING STATE-BASED ACTIVITIES TO
COMBAT ANTIMICROBIAL RESISTANCE.—The Secretary
shall continue to work with State and local public health
departments on statewide or regional programs related to
antimicrobial resistance. Such efforts may include activi-
ties to related to—

“(1) identifying patterns of bacterial and fungal
resistance in humans to antimicrobial drugs;

“(2) preventing the spread of bacterial and
fungal infections that are resistant to antimicrobial
drugs; and

“(3) promoting antimicrobial stewardship.
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“(J) ANTIMICROBIAL RESISTANCE AND STEWARD-

SHIP ACTIVITIES.

“(1) IN GENERAL.—For the purposes of sup-

porting stewardship activities, examining changes in

antimicrobial resistance, and evaluating the effec-

tiveness of section 506(h) of the Federal Food,

Drug, and Cosmetic Act, the Secretary shall—

use

“(A) provide a mechanism for facilities to
report data related to their antimicrobial stew-
ardship activities (including analyzing the out-
comes of such activities); and

“(B) evaluate—

“(1) antimicrobial resistance data
using a standardized approach; and
“(i1) trends in the utilization of drugs
approved under such section 506(h) with
respect to patient populations.
“(2) USE OF SYSTEMS.—The Secretary shall

available systems, including the National

Healthcare Safety Network or other systems identi-

fied by the Secretary, to fulfill the requirements or

conduct activities under this section.

“(k) ANTIMICROBIAL.—For purposes of subsections

24 (f) through (j), the term ‘antimicrobial’ includes any anti-

25 bacterial or antifungal drugs, and may include drugs that
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eliminate or inhibit the growth of other microorganisms,
as appropriate.”.

(b) AVAILABILITY OF DATA.—The Secretary shall
make the data collected pursuant to this subsection public.
Nothing in this subsection shall be construed as author-
izing the Secretary to disclose any information that is a
trade secret or confidential information subject to section
552(b)(4) of title 5, United States Code, or section 1905
of title 18, United States Code.

SEC. 3042. LIMITED POPULATION PATHWAY.

Section 506 of the Federal Food, Drug, and Cosmetic
Act (21 U.S.C. 356), as amended by section 3033, is fur-
ther amended by adding at the end the following:

“(h) LIMITED POPULATION PATHWAY FOR ANTI-

BACTERIAL AND ANTIFUNGAL DRUGS.

“(1) IN GENERAL.—The Secretary may approve
an antibacterial or antifungal drug, alone or in com-
bination with one or more other drugs, as a limited
population drug pursuant to this subsection only
if—

“(A) the drug is intended to treat a serious
or life-threatening infection in a limited popu-
lation of patients with unmet needs;

“(B) the standards for approval under sec-

tion 505(c¢) and (d), or the standards for licen-
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sure under section 351 of the Public Iealth
Service Act, as applicable, are met; and

“(C) the Secretary receives a written re-
quest from the sponsor to approve the drug as

a limited population drug pursuant to this sub-

section.

“(2) BENEFIT-RISK CONSIDERATION.—The Sec-
retary’s determination of safety and effectiveness of
an antibacterial or antifungal drug shall reflect the
benefit-risk profile of such drug in the intended lim-
ited population, taking into account the severity, rar-
ity, or prevalence of the infection the drug is in-
tended to treat and the availability or lack of alter-
native treatment in such limited population. Such
drug may be approved under this subsection not-
withstanding a lack of evidence to fully establish a
favorable benefit-risk profile in a population that is
broader than the intended limited population.

“(3) ADDITIONAL REQUIREMENTS.—A drug ap-
proved under this subsection shall be subject to the
following requirements, in addition to any other ap-
plicable requirements of this Act:

“(A) LABELING.—To indicate that the

safety and effectiveness of a drug approved
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under this subsection has been demonstrated

only with respect to a limited population—

“(1) all labeling and advertising of an
antibacterial or antifungal drug approved
under this subsection shall contain the
statement ‘Limited Population’ in a promi-
nent manner and adjacent to, and not
more prominent than—

“(I) the proprietary name of such
drug, if any; or

“(IT) if there is no proprietary
name, the established name of the
drug, if any, as defined in section

503(e)(3), or, in the case of a drug

that is a biological product, the proper

name, as defined by regulation; and

“(i1) the preseribing information for
the drug required by section 201.57 of title
21, Code of Federal Regulations (or any
successor regulation) shall also include the
following statement: ‘This drug is indicated
for use in a limited and specific population
of patients.’.

“(B)  PROMOTIONAL  MATERIAL.—The

sponsor of an antibacterial or antifungal drug



SACLERK\XML\CPRT-114-HPRT-RU00-SAHR34. XML

O o0 N N B W =

[\© TN NG I N TR NG I NG R NG B S e e T e e T e T e e
[ B NG N N N = = N Re < BN B o) W ) U ~S O T NO I e

L:\vA112516\R112516.004.xml
November 25, 2016 (3:02 p.m.)

211

subject to this subsection shall submit to the
Secretary copies of all promotional materials re-
lated to such drug at least 30 calendar days

prior to dissemination of the materials.

“(4) OTHER PROGRAMS.—A sponsor of a drug
that seeks approval of a drug under this subsection
may also seek designation or approval, as applicable,
of such drug under other applicable sections or sub-
sections of this Act of the Public Health Service Act.

“(5) GUIDANCE.—Not later than 18 months
after the date of enactment of the 21st Century
Cures Act, the Secretary shall issue draft guidance
describing criteria, processes, and other general con-
siderations for demonstrating the safety and effec-
tiveness of limited population antibacterial and
antifungal drugs. The Secretary shall publish final
cuidance within 18 months of the close of the public
comment period on such draft guidance. The Sec-
retary may approve antibacterial and antifungal
drugs under this subsection prior to issuing guid-
ance under this paragraph.

“(6) ADVICE.—The Secretary shall provide
prompt advice to the sponsor of a drug for which the
sponsor seeks approval under this subsection to en-

able the sponsor to plan a development program to
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obtain the necessary data for such approval, and to
conduct any additional studies that would be re-
quired to gain approval of such drug for use in a

broader population.

“(7) TERMINATION OF LIMITATIONS.—If, after
approval of a drug under this subsection, the Sec-
retary approves a broader indication for such drug
under section 505(b) or section 351(a) of the Publi¢
Health Service Act, the Secretary may remove any
postmarketing conditions, including requirements
with respect to labeling and review of promotional
materials under paragraph (3), applicable to the ap-
proval of the drug under this subsection.

“(8) RULES OF CONSTRUCTION.—Nothing in
this subsection shall be construed to alter the au-
thority of the Secretary to approve drugs pursuant
to this Act or section 351 of the Public Health Serv-
ice Act, including the standards of evidence and ap-
plicable conditions for approval under such Acts, the
standards of approval of a drug under such Acts, or
to alter the authority of the Secretary to monitor
drugs pursuant to such Acts.

“(9) REPORTING AND ACCOUNTABILITY.—

“(A) BIENNIAL REPORTING.—The Sec-

retary shall report to Congress not less often
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than once every 2 years on the number of re-
quests for approval, and the number of approv-
als, of an antibacterial or antifungal drug under
this subsection.

“(B) GAO REPORT.—Not later than De-
cember 2021, the Comptroller General of the
United States shall submit to the Committee on
Energy and Commerce of the House of Rep-
resentatives and the Committee on Health,
Education, Labor and Pensions of the Senate a
report on the coordination of activities required
under section 319E of the Public Health Serv-
ice Act. Such report shall include a review of
such activities, and the extent to which the use
of the pathway established under this sub-
section has streamlined premarket approval for
antibacterial or antifungal drugs for limited
populations, if such pathway has functioned as
intended, 1if such pathway has helped provide
for safe and effective treatment for patients, if
such premarket approval would be appropriate
for other categories of drugs, and if the au-
thorities under this subsection have affected

antibacterial or antifungal resistance.”.
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SEC. 3043. PRESCRIBING AUTHORITY.

Nothing in this subtitle, or an amendment made by
this subtitle, shall be construed to restrict the preseribing
of antimicrobial drugs or other products, including drugs
approved under subsection (h) of section 506 of the Fed-
eral Food, Drug, and Cosmetic Act (21 U.S.C. 356) (as
added by section 3042), by health care professionals, or
to limit the practice of health care.

SEC. 3044. SUSCEPTIBILITY TEST INTERPRETIVE CRITERIA
FOR MICROORGANISMS; ANTIMICROBIAL
SUSCEPTIBILITY TESTING DEVICES.

(a) IN GENERAL.—Subchapter A of chapter V of the
Federal Food, Drug, and Cosmetic Act (21 U.S.C. 351
et seq.) 1s amended by inserting after section 511 the fol-
lowing:

“SEC. 511A. SUSCEPTIBILITY TEST INTERPRETIVE CRI-
TERIA FOR MICROORGANISMS.

“(a) PURPOSE; IDENTIFICATION OF CRITERIA.—

“(1) PurPOSE.—The purpose of this section is
to clarify the Secretary’s authority to—

“(A) efficiently update susceptibility test
interpretive criteria for antimicrobial drugs
when necessary for public health, due to, among
other things, the constant evolution of micro-
organisms that leads to the development of re-

sistance to drugs that have been effective in de-
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creasing morbidity and mortality for patients,
which warrants unique management of anti-
microbial drugs that is mappropriate for most
other drugs in order to delay or prevent the de-
velopment of further resistance to existing
therapies;

“(B) provide for public notice of the avail-
ability of recognized interpretive criteria and in-
terpretive criteria standards; and

“(C) clear under section 510(k), classify
under section 513(f)(2), or approve under sec-
tion 515, antimicrobial susceptibility testing de-
vices utilizing updated, recognized susceptibility
test interpretive criteria to characterize the in
vitro susceptibility of particular bacteria, fungi,
or other microorganisms, as applicable, to anti-
microbial drugs.

“(2) IDENTIFICATION OF CRITERIA.—The Sec-

retary shall identify appropriate susceptibility test
interpretive criteria with respect to antimicrobial

drugs—

“(A) if such criteria are available on the
date of approval of the drug under section 505

of this Act or licensure of the drug under sec-
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tion 351 of the Public Health Service Act (as

applicable), upon such approval or licensure; or

“(B) if such ecriteria are unavailable on
such date, on the date on which such criteria
are available for such drug.

“(3) BASES FOR INITIAL IDENTIFICATION.—
The Secretary shall identify appropriate suscepti-
bility test interpretive criteria under paragraph (2),
based on the Secretary’s review of, to the extent
available and relevant—

“(A) preclinical and clinical data, including
pharmacokinetic, pharmacodynamic, and epide-
miological data;

“(B) the relationship of susceptibility test
interpretive criteria to morbidity and mortality
associated with the disease or condition for
which such drug is used; and

“(C) such other evidence and information
as the Secretary considers appropriate.

“(b) SUSCEPTIBILITY TEST INTERPRETIVE CRITERIA
WEBSITE.—

“(1) IN GENERAL.—Not later than 1 year after
the date of the enactment of the 21st Century Cures
Act, the Secretary shall establish, and maintain

thereafter, on the website of the Food and Drug Ad-
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ministration, a dedicated website that contains a list
of any appropriate new or updated susceptibility test
Interpretive criteria standards and interpretive cri-
teria in accordance with paragraph (2) (referred to
in this section as the ‘Interpretive Criteria Website’).

“(2) LISTING OF SUSCEPTIBILITY TEST INTER-
PRETIVE CRITERIA STANDARDS AND INTERPRETIVE
CRITERIA.—

“(A) IN GENERAL.—The list described in
paragraph (1) shall consist of any new or up-
dated susceptibility test interpretive criteria
standards that are—

“(1) established by a mnationally or
internationally recognized standard devel-
opment organization that—

“(I) establishes and maintains
procedures to address potential con-
flicts of interest and ensure trans-
parent decisionmaking;

“(IT) holds open meetings to en-
sure that there 1s an opportunity for
public input by interested parties, and
establishes and maintains processes to
ensure that such input is considered

in decisionmaking; and
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“(ITI) permits its standards to be

made publicly available, through the

National Library of Medicine or an-

other similar source acceptable to the

Secretary; and

“(i1) recognized in whole, or in part,
by the Secretary under subsection (¢).

“(B) OTHER LIST.—The Interpretive Cri-
teria Website shall, in addition to the list de-
sceribed in subparagraph (A), include a list of
interpretive criteria, if any, that the Secretary
has determined to be appropriate with respect
to legally marketed antimicrobial —drugs,
where—

“(1) the Secretary does not recognize,
in whole or in part, an interpretive criteria
standard described under subparagraph
(A) otherwise applicable to such a drug;

“(11) the Secretary withdraws under
subsection (¢)(1)(A) recognition of a stand-
ard, in whole or in part, otherwise applica-
ble to such a drug;

“(ii1) the Secretary approves an appli-
cation under section 505 of this Act or sec-

tion 351 of the Public Health Service Act,
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as applicable, with respect to marketing of
such a drug for which there are no rel-
evant interpretive criteria included in a
standard recognized by the Secretary
under subsection (¢); or
“(iv) because the characteristics of
such a drug differ from other drugs with
the same active ingredient, the interpretive
criteria with respect to such drug—
“(I) differ from otherwise appli-
cable interpretive criteria included in
a standard listed under subparagraph
(A) or interpretive criteria otherwise
listed under this subparagraph; and
“(IT) are determined by the Sec-

retary to be appropriate for the drug.

“(C) REQUIRED STATEMENTS.—The Inter-

pretive Criteria Website shall include state-
ments conveying—

(1) that the website provides informa-

tion about the in vitro susceptibility of bac-

teria, fungi, or other microorganisms, as

applicable to a certain drug (or drugs);

“(i1) that—
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“(I) the safety and efficacy of
such drugs in treating clinical infec-
tions due to such bacteria, fungi, or
other microorganisms, as applicable,
may or may not have been established
in adequate and well-controlled clin-
ical trials in order for the suscepti-
bility information described in clause
(1) to be included on the website; and

“(IT) the clinical significance of
such susceptibility information in such
Instances is unknown;

“(i11) that the approved product label-

ing for specific drugs provides the uses for
which the Secretary has approved the

product; and

“(iv) any other information that the

Secretary determines appropriate to ade-
quately convey the meaning of the data
supporting the recognition or listing of sus-
ceptibility test interpretive criteria stand-
ards or susceptibility test interpretive cri-
teria included on the website.

NoOTICE.—Not later than the date on

which the Interpretive Criteria Website is estab-
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lished, the Secretary shall publish a notice of that
establishment in the Federal Register.

“(4) INAPPLICABILITY OF MISBRANDING PROVI-
SION.—The inclusion in the approved labeling of an
antimicrobial drug of a reference or hyperlink to the
Interpretive Criteria Website, in and of itself, shall
not cause the drug to be misbranded in violation of
section 502,

“(5) TRADE SECRETS AND CONFIDENTIAL IN-
FORMATION.—Nothing in this section shall be con-
strued as authorizing the Secretary to disclose any
information that is a trade secret or confidential in-
formation subject to section 552(b)(4) of title 5,
United States Code.

“(¢) RECOGNITION OF SUSCEPTIBILITY TEST INTER-
PRETIVE CRITERIA.—

“(1) EVALUATION AND PUBLICATION.—

“(A) IN GENERAL.—Beginning on the date
of the establishment of the Interpretive Criteria
Website, and at least every 6 months thereafter,
the Secretary shall—

“(i) evaluate any appropriate new or
updated susceptibility test interpretive cri-
teria standards established by a nationally

or internationally recognized standard de-
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velopment organization described in sub-
section (b)(2)(A)(i); and

“(i1) publish on the public website of
the Food and Drug Administration a no-
tice—

“(I) withdrawing recognition of
any different susceptibility test inter-
pretive criteria standard, in whole or
In part;

“(IT) recognizing the new or up-
dated standards;

“(II) recognizing one or more
parts of the new or updated interpre-
tive criteria specified in such a stand-
ard and declining to recognize the re-
mainder of such standard; and

“(IV) making any necessary up-
dates to the lists under subsection
(b)(2).

“(B) UPON APPROVAL OF A DRUG.—Upon
the approval of an initial or supplemental appli-
cation for an antimicrobial drug under section
505 of this Act or section 351 of the Public
Health Service Act, as applicable, where such

approval is based on susceptibility test interpre-
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tive criteria which differ from those contained
in a standard recognized, or from those other-
wise listed, by the Secretary pursuant to this
subsection, or for which there are no relevant
interpretive criteria standards recognized, or in-
terpretive criteria otherwise listed, by the Sec-
retary pursuant to this subsection, the Sec-
retary shall update the lists under subpara-
oraphs (A) and (B) of subsection (b)(2) to in-
clude the susceptibility test interpretive criteria
upon which such approval was based.
“(2) BASES FOR UPDATING INTERPRETIVE CRI-
TERIA STANDARDS.—In evaluating new or updated
susceptibility test interpretive criteria standards

under paragraph (1)(A), the Secretary may con-

sider

“(A) the Secretary’s determination that

such a standard is not applicable to a particular

drug because the characteristics of the drug dif-

fer from other drugs with the same active in-
oredient;

“(B) information provided by interested

third parties, including public comment on the

annual compilation of notices published under

paragraph (3);
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“(C) any bases used to identify suscepti-
bility test interpretive criteria under subsection

(a)(2); and

“(D) such other information or factors as
the Secretary determines appropriate.

“(3) ANNUAL COMPILATION OF NOTICES.—
Each year, the Secretary shall compile the notices
published under paragraph (1)(B) and publish such
compilation in the Federal Register and provide for
public comment. If the Secretary receives comments,
the Secretary shall review such comments and, if the
Secretary determines appropriate, update pursuant
to this subsection susceptibility test interpretive cri-
teria standards or criteria—

“(A) recognized by the Secretary under
this subsection; or
“(B) otherwise listed on the Interpretive

Criteria Website under subsection (b)(2).

“(4) RELATION TO SECTION 514(¢).—Any sus-
ceptibility test interpretive standard recognized
under this subsection or any criteria otherwise listed
under subsection (b)(2)(B) shall be deemed to be
recognized as a standard by the Secretary under sec-

tion H14(e)(1).
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“(5) VOLUNTARY USE OF INTERPRETIVE CRI-
TERIA.—Nothing in this section prohibits a person
from seeking approval or clearance of a drug or de-
vice, or changes to the drug or the device, on the
basis of susceptibility test interpretive criteria which
differ from those contained in a standard recognized,
or from those otherwise listed, by the Secretary pur-
suant to subsection (b)(2).
“(d) ANTIMICROBIAL DRUG LABELING.—

“(1) DRUGS MARKETED PRIOR TO ESTABLISH-
MENT OF INTERPRETIVE CRITERIA WEBSITE.—

“(A) IN GENERAL.—With respect to an
antimicrobial drug lawfully introduced or deliv-
ered for introduction into interstate commerce
for commercial distribution before the establish-
ment of the Interpretive Criteria Website, a
holder of an approved application under section
505 of this Act or section 351 of the Public
Health Service Act, as applicable, for each such
drug, not later than 1 year after establishment
of the Interpretive Criteria Website described in
subsection (b)(1), shall remove susceptibility
test interpretive criteria, if any, and related in-

formation from the approved drug labeling and
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replace it with a reference to the Interpretive

Criteria Website.

“(B) LABELING CHANGES.—The labeling
changes required by this section shall be consid-
ered a minor change under section 314.70 of
title 21, Code of Federal Regulations (or any
successor regulations) that may be implemented
through documentation in the next applicable
annual report.

“(2) DRUGS MARKETED SUBSEQUENT TO ES-
TABLISHMENT or INTERPRETIVE CRITERIA
WEBSITE.—With respect to antimicrobial drugs ap-
proved on or after the date of the establishment of
the Interpretive Criteria Website described in sub-
section (b)(1), the labeling for such a drug shall in-
clude, in lieu of susceptibility test interpretive ecri-
teria and related information, a reference to such
Website.

“(e) SPECIAL CONDITION FOR MARKETING OF ANTI-

“(1) IN GENERAL.—Notwithstanding sections
501, 502, 505, 510, 513, and 515, if the conditions
specified in paragraph (2) are met (in addition to
other applicable provisions under this chapter) with

respect to an antimicrobial susceptibility testing de-
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vice described in subsection (f)(1), the Secretary
may authorize the marketing of such device for a
use described 1 such subsection.

“(2)  CONDITIONS APPLICABLE TO ANTI-

MICROBIAL SUSCEPTIBILITY TESTING DEVICES.

The conditions specified in this paragraph are the
following:

“(A) The device i1s used to make a deter-
mination of susceptibility using susceptibility
test interpretive criteria that are—

“(1) included in a standard recognized
by the Secretary under subsection (¢); or

“(11) otherwise listed on the Interpre-
tive Criteria  Website under subsection
(b)(2).

“(B) The labeling of such device includes
statements conveying—

“(1) that the device provides informa-
tion about the in vitro susceptibility of bac-
teria, fungi, or other microorganisms, as
applicable to antimicrobial drugs;

“(11) that—

“(I) the safety and efficacy of
such drugs in treating clinical infec-

tions due to such bacteria, fungi, or
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other microorganisms, as applicable,

may or may not have been established

in adequate and well-controlled clin-
ical trials in order for the device to re-
port the susceptibility of such baec-
teria, fungi, or other microorganisms,
as applicable, to such drugs; and

“(IT) the clinical significance of
such susceptibility information in
those instances 1s unknown;

“(i11) that the approved labeling for
drugs tested using such a device provides
the uses for which the Secretary has ap-
proved such drugs; and

“(iv) any other information the Sec-
retary determines appropriate to ade-
quately convey the meaning of the data
supporting the recognition or listing of sus-
ceptibility test interpretive criteria stand-
ards or susceptibility test interpretive cri-
teria described in subparagraph (A).

“(C) The antimicrobial susceptibility test-

ing device meets all other requirements to be

cleared under section 510(k), classified under
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section 513(f)(2), or approved under section
515.
“(f) DEFINITIONS.—In this section:

“(1) The term ‘antimicrobial susceptibility test-
ing device’ means a device that utilizes susceptibility
test interpretive criteria to determine and report the
in vitro susceptibility of certain microorganisms to a
drug (or drugs).

“(2) The term ‘qualified infectious disease
product’ means a qualified infectious disease product
designated under section 505E(d).

“(3) The term ‘susceptibility test interpretive
criteria’ means—

“(A) one or more specific numerical values
which characterize the susceptibility of bacteria
or other microorganisms to the drug tested; and

“(B) related categorizations of such sus-
ceptibility, including categorization of the drug
as susceptible, intermediate, resistant, or such
other term as the Secretary determines appro-
priate.

“(4)(A) The term ‘antimicrobial drug’ means,
subject to subparagraph (B), a systemic anti-

bacterial or antifungal drug that—



SACLERK\XML\CPRT-114-HPRT-RU00-SAHR34. XML

230
1 “(1) 18 intended for human use in the treat-
2 ment of a disease or condition caused by a bac-
3 terium or fungus;
4 “(i1) may include a qualified infectious dis-
5 ease product designated under section 505E(d);
6 and
7 “(ii1) is subject to section 503(b)(1).
8 “(B) If provided by the Secretary through regu-
9 lations, such term may include—
10 “(i) drugs other than systemic anti-
11 bacterial and antifungal drugs; and
12 “(i1) biological products (as such term is
13 defined in section 351 of the Public Health
14 Service Act) to the extent such products exhibit
15 antimicrobial activity.
16 “(5) The term ‘interpretive criteria standard’
17 means a compilation of susceptibility test interpre-
18 tive criteria developed by a standard development or-
19 canization that meets the criteria set forth i sub-
20 section (b)(2)(A)().
21 “(g) RULE OF CONSTRUCTION.—Nothing in this sec-

22 tion shall be construed to—

23 “(1) alter the standards of evidence under sub-
24 section (¢) or (d) of section 505 (including the sub-
25 stantial evidence standard under section 505(d)) or
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under section 351 of the Public Health Service Act

(as applicable); or
“(2) with respect to clearing devices under sec-

tion 510(k), classifying devices under section

513(f)(2), or approving devices under section 515
“(A) apply with respect to any drug, de-
vice, or biological product, in any context other
than an antimicrobial drug and an anti-
microbial susceptibility testing device that uses
susceptibility test interpretive criteria to charac-
terize and report the susceptibility of certain
bacteria, fungi, or other microorganisms, as ap-
plicable, to such drug to reflect patient mor-
bidity and mortality in accordance with this sec-
tion; or
“(B) unless specifically stated, have any ef-
fect on authorities provided under other sec-
tions of this Act, including any regulations
issued under such sections.”.

(b) CONFORMING AMENDMENTS.

(1) REPEAL OF PRIOR RELATED AUTHORITY.—
Section 1111 of the Food and Drug Administration
Amendments Act of 2007 (42 U.S.C. 247d-5a), re-
lating to identification of clinically susceptible con-

centrations of antimicrobials, 1s repealed.
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1 (2) ADDITION TO CATEGORIES OF MISBRANDED
2 DRUGS.—Section 502 of the Federal Food, Drug,
3 and Cosmetic Act (21 U.S.C. 352) is amended by
4 adding at the end the following:

5 “(dd) If it is an antimicrobial drug, as defined in sec-
6 tion 511A(f), and its labeling fails to conform with the
7 requirements under section 511A(d).”.

8 (3) RECOGNITION OF INTERPRETIVE CRITERIA
9 STANDARD  AS  DEVICE  STANDARD.—Section
10 514(¢)(1)(A) of the Federal Food, Drug, and Cos-
11 metic Act (21 U.S.C. 360d(e)(1)(A)) is amended by
12 inserting after ‘“the Secretary shall, by publication in
13 the Federal Register” the following: ““(or, with re-
14 spect to a susceptibility test interpretive criteria
15 standard under section 511A, by posting on the In-
16 terpretive Criteria Website in accordance with such
17 section)”’.

18 (¢) REPORT TO CONGRESS.—Not later than 2 years
19 after the date of enactment of this Act, the Secretary of
20 Health and Human Services shall submit to the Com-
21 mittee on Health, Education, Liabor, and Pensions of the
22 Senate and the Committee on Energy and Commerce of
23 the House of Representatives a report on the progress
24 made in implementing section 511A of the Federal Food,
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Drug, and Cosmetic Act (21 U.S.C. 360a), as added by

subsection (a).
(d) REQUESTS FOR UPDATES TO INTERPRETIVE CRI-

TERIA WEBSITE.

Chapter 35 of title 44, United States
Code, shall not apply to the collection of information from
interested parties regarding updating the lists established
under section 511A(b) of the Federal Food, Drug, and
Cosmetic Act and posted on the Interpretive Criteria
Website established under section 511A(¢) of such Act.
Subtitle F—Medical Device
Innovations

SEC. 3051. BREAKTHROUGH DEVICES.

(a) IN GENERAL.—Chapter V of the Federal Food,
Drug, and Cosmetic Act (21 U.S.C. 351 et seq.) is amend-
ed by inserting after section 515B, as added by section
3034(b), the following:

“SEC. 515C. BREAKTHROUGH DEVICES.

“(a) PURPOSE.—The purpose of this section is to en-
courage the Secretary, and provide the Secretary with suf-
ficient authority, to apply efficient and flexible approaches
to expedite the development of, and prioritize the Food
and Drug Administration’s review of, devices that rep-
resent breakthrough technologies.

“(b) ESTABLISHMENT OF PROGRAM.—The Secretary

shall establish a program to expedite the development of,

L:\vA112516\R112516.004.xml
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I and provide for the priority review for, devices, as deter-

2 mined by the Secretary—

3

O© o0 9 N W B~

10
11
12
13
14
15
16
17
18
19
20

“(1) that provide for more effective treatment
or diagnosis of life-threatening or irreversibly debili-
tating human disease or conditions; and

“(2)(A) that represent breakthrough tech-
nologies;

“(B) for which no approved or cleared alter-
natives exist;

“(C) that offer significant advantages over ex-
isting approved or cleared alternatives, including the
potential, compared to existing approved alter-
natives, to reduce or eliminate the need for hos-
pitalization, improve patient quality of life, facilitate
patients’ ability to manage their own care (such as
through self-directed personal assistance), or estab-
lish long-term clinical efficiencies; or

“(D) the availability of which is in the best in-
terest of patients.

“(¢) REQUEST FOR DESIGNATION.—A sponsor of a

21 device may request that the Secretary designate such de-

22 wvice for expedited development and priority review under

23 this

section. Any such request for designation may be

24 made at any time prior to the submission of an application
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I under section 515(¢), a notification under section 510(k),

2 or a petition for classification under section 513(f)(2).

3
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“(d) DESIGNATION PROCESS.

“(1) IN GENERAL.—Not later than 60 calendar
days after the receipt of a request under subsection
(¢), the Secretary shall determine whether the device
that is the subject of the request meets the criteria
described in subsection (b). If the Secretary deter-
mines that the device meets the criteria, the Sec-
retary shall designate the device for expedited devel-
opment and priority review.

“(2) REVIEW.—Review of a request under sub-
section (¢) shall be undertaken by a team that is
composed of experienced staff and senior managers
of the Food and Drug Administration.

“(3) WITHDRAWAL.—The Secretary may not
withdraw a designation granted under this section
on the basis of the criteria under subsection (b) no
longer applying because of the subsequent clearance
or approval of another device that—

“(A) was designated under this section; or
“(B) was given priority review under sec-
tion 515(d)(5), as in effect prior to the date of

enactment of the 21st Century Cures Act.
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“(e) EXPEDITED DEVELOPMENT AND PRIORITY RE-

“(1) AcTioNs.—For purposes of expediting the

development and review of devices designated under

subsection (d) the Secretary shall—

“(A) assign a team of staff, including a
team leader with appropriate subject matter ex-
pertise and experience, for each device for
which a request 1s submitted under subsection
(¢);

“(B) provide for oversight of the team by
senior agency personnel to facilitate the effi-
cient development of the device and the efficient
review of any submission described in  sub-
section (¢) for the device;

“(C) adopt an efficient process for timely
dispute resolution;

“(D) provide for interactive and timely
communication with the sponsor of the device
during the development program and review
process;

“(E) expedite the Secretary’s review of
manufacturing and quality systems compliance,

as applicable;



SACLERK\XML\CPRT-114-HPRT-RU00-SAHR34. XML

O o0 N N W Bk W

| \O I \© R \O R O N O R e e e e T e T e e e
A W N = O O 0NN N N R WD = O

L:\vA112516\R112516.004.xml
November 25, 2016 (3:02 p.m.)

237

“(F) disclose to the sponsor, not less than
5 business days in advance, the topics of any
consultation the Secretary intends to undertake
with external experts or an advisory committee
concerning the sponsor’s device and provide the
sponsor the opportunity to recommend such ex-
ternal experts;

“(G) provide for advisory committee input,
as the Secretary determines appropriate (in-
cluding in response to the request of the spon-
sor) for applications submitted under section
515(¢); and

“(H) assign staff to be available within a
reasonable time to address questions by institu-
tional review committees concerning the condi-
tions and clinical testing requirements applica-
ble to the investigational use of the device pur-
suant to an exemption under section 520(g).
“(2) ADDITIONAL ACTIONS.—In addition to the

actions described in paragraph (1), for purposes of
expediting the development and review of devices
designated under subsection (d), the Secretary, in
collaboration with the device sponsor, may, as appro-

priate—
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“(A) coordinate with the sponsor regarding
early agreement on a data development plan;

“(B) take steps to ensure that the design
of clinical trials is as efficient and flexible as
practicable, when scientifically appropriate;

“(C) facilitate, when scientifically appro-
priate, expedited and efficient development and
review of the device through utilization of time-
ly postmarket data collection with regard to ap-
plication for approval under section 515(¢); and

“(D) agree in writing to clinical protocols
that the Secretary will consider binding on the
Secretary and the sponsor, subject to—

“(i) changes to such protocols agreed
to in writing by the sponsor and the Sec-
retary; or

“(i1) a decision, made by the director
of the office responsible for reviewing the
device submission, that a substantial sci-
entific issue essential to determining the
safety or effectiveness of such device exists,
provided that such decision is in writing,
and is made only after the Secretary pro-
vides to the device sponsor or applicant an

opportunity for a meeting at which the di-
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rector and the sponsor or applicant are

present and at which the director docu-

ments the substantial scientific issue.
“(f) PRIORITY REVIEW GUIDANCE.—

“(1) CONTENT.—Not later than 1 year after
the date of enactment of the 21st Century Cures
Act, the Secretary shall issue guidance on the imple-
mentation of this section. Such guidance shall—

“(A) set forth the process by which a per-
son may seek a designation under subsection
(d);

“(B) provide a template for requests under
subsection (¢);

“(C) identify the criteria the Secretary will
use In evaluating a request for designation
under this section; and

“(D) identify the criteria and processes the
Secretary will use to assign a team of staff, in-
cluding team leaders, to review devices des-
ignated for expedited development and priority
review, including any training required for such
personnel to ensure effective and efficient re-

View.
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“(2) PrROCESS.—Prior to finalizing the guid-
ance under paragraph (1), the Secretary shall seek
public comment on a proposed guidance.

“(2) RULE OoF CONSTRUCTION.—Nothing in this sec-

tion shall be construed to affect—

“(1) the eriteria and standards for evaluating
an application pursuant to section 515(¢), a report
and request for classification under section
513(f)(2), or a report under section 510(k), includ-
ing the recognition of valid scientific evidence as de-
scribed in section 513(a)(3)(B) and consideration
and application of the least burdensome means of
evaluating device effectiveness or demonstrating sub-
stantial equivalence between devices with differing
technological characteristies, as applicable;

“(2) the authority of the Secretary with respect
to clinical holds under section 520(g)(8)(A);

“(3) the authority of the Secretary to act on an
application pursuant to section 515(d) before com-
pletion of an establishment inspection, as the Sec-
retary determines appropriate; or

“(4) the authority of the Secretary with respect
to postmarket surveillance under sections 519(h)

and H22.”.
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(b) DOCUMENTATION AND REVIEW OF SIGNIFICANT

Section 517A(a)(1) of the Federal Food,

Drug, and Cosmetic Act (21 U.S.C. 360g-1(a)(1)) is
amended by inserting “‘a request for designation under

section 515C,” after “application under section 515,”.

(¢) TERMINATION OF PREVIOUS PROGRAM.—

(1) IN GENERAL.—Section 515(d) of the Fed-
eral Food, Drug, and Cosmetic Act (21 U.S.C.
360¢e(d)) 1s amended—

(A) by striking paragraph (5); and
(B) by redesignating paragraph (6) as

paragraph (5).

(2) CONFORMING AMENDMENT.—Section
737(5) of the Federal Food, Drug, and Cosmetics
Act (21 U.S.C. 379i(5)) is amended by striking
“515(d)(6)” and inserting “515(d)(5)"".

(d) REPORT.—On January 1, 2019, the Secretary of

Health and Human Services shall issue a report to the
Committee on Health, Education, Liabor, and Pensions of
the Senate and the Committee on Energy and Commerce

of the House of Representatives—

(1) on the program under section 515C of the
Federal Food, Drug, and Cosmetic Act, as added by

subsection (a), in bringing safe and effective devices
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1 included in such program to patients as soon as pos-
2 sible; and

3 (2) that includes recommendations, if any, to
4 strengthen the program to better meet patient device
5 needs in a manner as timely as possible.

6 SEC. 3052. HUMANITARIAN DEVICE EXEMPTION.

7 (a) IN GENERAL.—Section 520(m) of the Federal
8 Food, Drug, and Cosmetic Act (21 U.S.C. 360j) is amend-
9 ed—
10 (1) in paragraph (1) by striking “fewer than
11 4,000 and inserting “‘not more than 8,000";
12 (2) in paragraph (2)(A) by striking “fewer than
13 4,000” and inserting ‘“not more than 8,000”; and
14 (3) in paragraph (6)(A)(ii), by striking “4,000”
15 and inserting 8,000,
16 (b) GUIDANCE DOCUMENT ON PROBABLE BEN-

17 EFIT.—Not later than 18 months after the date of enact-
18 ment of this Act, the Secretary of Health and Human
19 Services, acting through the Commissioner of Kood and
20 Drugs, shall publish a draft guidance that defines the eri-
21 teria for establishing ‘“‘probable benefit” as that term is
22 used in section 520(m)(2)(C) of the Federal Food, Drug,
23 and Cosmetic Act (21 U.S.C. 360j(m)(2)(C)).
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SEC. 3053. RECOGNITION OF STANDARDS.

(a) IN GENERAL.—Section 514(c) of the KFederal
Food, Drug, and Cosmetic Act (21 U.S.C. 360d(c)) is
amended—

(1) in paragraph (1), by inserting after sub-
paragraph (B) the following new subparagraphs:
“(C)(1) Any person may submit a request for recogni-

tion under subparagraph (A) of all or part of an appro-
priate standard established by a nationally or internation-
ally recognized standard organization.

“(i1) Not later than 60 calendar days after the Sec-
retary receives such a request, the Secretary shall—

“(I) make a determination to recognize all,
part, or none of the standard that is the subject of
the request; and

“(IT) issue to the person who submitted such
request a response in writing that states the Sec-
retary’s rationale for that determination, including
the scientific, technical, regulatory, or other basis for
such determination.

“(i1) The Secretary shall make a response issued
under clause (i1)(II) publicly available, in such a manner
as the Secretary determines appropriate.

“(iv) The Secretary shall take such actions as may

be necessary to implement all or part of a standard recog-
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nized under clause (i1)(I), in accordance with subpara-
oraph (A).

“(D) The Secretary shall make publicly available, in
such manner as the Secretary determines appropriate, the
rationale for recognition under subparagraph (A) of all,
part, or none of a standard, including the scientific, tech-
nical, regulatory, or other basis for the decision regarding
such recognition.”’; and

(2) by adding at the end the following:

“(4) The Secretary shall provide to all employees of
the Food and Drug Administration who review premarket
submissions for devices periodic training on the concept
and use of recognized standards for purposes of meeting
a premarket submission requirement or other applicable
requirement under this Act, including standards relevant
to an employee’s area of device review.”.

(b)  GUIDANCE.—The Secretary of Health and
Human Services, acting through the Commissioner of
Food and Drugs, shall review and update, if necessary,
previously published guidance and standard operating pro-
cedures identifying the principles for recognizing stand-
ards, and for withdrawing the recognition of standards,
under section 514(c¢) of the Federal Food, Drug, and Cos-
metic Act (21 U.S.C. 360d(¢)), taking into account the

experience with and reliance on a standard by foreign reg-
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ulatory authorities and the device industry, and whether
recognition of a standard will promote harmonization
among regulatory authorities in the regulation of devices.
SEC. 3054. CERTAIN CLASS I AND CLASS II DEVICES.

(a) CrAss I DEvVICcEs.—Section 510(1) of the Federal

Food, Drug, and Cosmetic Act (21 U.S.C. 360(1)) is
amended—
(1) by striking “A report under subsection (k)”

and inserting ‘(1) A report under subsection (k)”’;

and

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

“(2) Not later than 120 calendar days after the date
of enactment of the 21st Century Cures Act and at least
once every H years thereafter, as the Secretary determines
appropriate, the Secretary shall identify, through publica-
tion in the Federal Register, any type of class I device
that the Secretary determines no longer requires a report
under subsection (k) to provide reasonable assurance of
safety and effectiveness. Upon such publication—

“(A) each type of class I device so identified
shall be exempt from the requirement for a report

under subsection (k); and
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1 “(B) the classification regulation applicable to
2 cach such type of device shall be deemed amended
3 to incorporate such exemption.”.

4 (b) Crass II DEVICES.—Section 510(m) of the Fed-
5 eral Food, Drug, and Cosmetic Act (21 U.S.C. 360(m))
6 is amended—

7 (1) by striking “(m)(1)” and all that follows
8 through “by the Secretary.” and inserting the fol-
9 lowing:

10 “(m)(1) The Secretary shall—

11 “(A) not later than 90 days after the date of
12 enactment of the 21st Century Cures Act and at
13 least once every 5 years thereafter, as the Secretary
14 determines appropriate—

15 “(1) publish in the Federal Register a no-
16 tice that contains a list of each type of class II
17 device that the Secretary determines no longer
18 requires a report under subsection (k) to pro-
19 vide reasonable assurance of safety and effec-
20 tiveness; and
21 “(i1) provide for a period of not less than
22 60 calendar days for public comment beginning
23 on the date of the publication of such notice;
24 and
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1 “(B) not later than 210 calendar days after the
2 date of enactment of the 21st Century Cures Act,
3 publish in the Federal Register a list representing
4 the Secretary’s final determination with respect to
5 the devices contained in the list published under sub-
6 paragraph (A).”; and
7 (2) in paragraph (2)—
8 (A) by striking “1 day after the date of
9 publication of a list under this subsection,” and
10 inserting ““1 calendar day after the date of pub-
11 lication of the final list under paragraph
12 (1)(B),”; and
13 (B) by striking “30-day period” and in-
14 serting “‘60-calendar-day period’; and
15 (C) by adding at the end the following new
16 paragraph:
17 “(3) Upon the publication of the final list under para-
18 graph (1)(B)—
19 “(A) each type of class II device so listed shall
20 be exempt from the requirement for a report under
21 subsection (k); and
22 “(B) the classification regulation applicable to
23 cach such type of device shall be deemed amended
24 to incorporate such exemption.”.
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1 SEC. 3055. CLASSIFICATION PANELS.

2 (a) CLASSIFICATION PANELS.—Paragraph (5) of sec-
3 tion 513(b) of the Federal Food, Drug, and Cosmetic Act
4 (21 U.S.C. 360¢(b)) 1s amended—
5 (1) by striking “(5)” and inserting “(5)(A)”;
6 and
7 (2) by adding at the end the following:
8 “(B) When a device is specifically the subject of re-
9 view by a classification panel, the Secretary shall—
10 “(i) ensure that adequate expertise 1S rep-
11 resented on the classification panel to assess—
12 “(I) the disease or condition which the de-
13 vice is intended to cure, treat, mitigate, prevent,
14 or diagnose; and
15 “(IT) the technology of the device; and
16 “(ii) provide an opportunity for the person
17 whose device is specifically the subject of panel re-
18 view to provide recommendations on the expertise
19 needed among the voting members of the panel.
20 “(C) For purposes of subparagraph (B)(i), the term

21 ‘adequate expertise’ means that the membership of the

22 classification panel includes—

23 “(1) two or more voting members, with a spe-
24 cialty or other expertise clinically relevant to the de-
25 vice under review; and
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“(i1) at least one voting member who is knowl-
edgeable about the technology of the device.

“(D) The Secretary shall provide an annual oppor-

tunity for patients, representatives of patients, and spon-

Sors

of medical device submissions to provide rec-

to fill voting member positions on classification panels.”.

2
3
4
5
6 ommendations for individuals with appropriate expertise
7
8
9

(b) PANEL REVIEW PROCESS.—Section 513(b)(6) of

the Federal Food, Drug, and Cosmetic Act (21 U.S.C.

10 360¢(b)(6)) 1s amended—

11
12
13
14
15
16
17
18
19
20
21
22
23

(1) in subparagraph (A)(iii), by inserting before
the period at the end *, including, subject to the dis-
cretion of the panel chairperson, by designating a
representative who will be provided a time during
the panel meeting to address the panel for the pur-
pose of correcting misstatements of fact or providing
clarifying information, and permitting the person or
representative to call on experts within the person’s
organization to address such specific issues in the
time provided”; and

(2) by striking subparagraph (B) and inserting
the following new subparagraph:

“(B)(1) Any meeting of a classification panel with re-

24 spect to the review of a device shall—
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1 “(I) provide adequate time for initial presen-
2 tations by the person whose device is specifically the
3 subject of such review and by the Secretary; and

4 “(IT) encourage free and open participation by
5 all interested persons.

6 “(i1) Following the initial presentations described in
7 clause (1), the panel may

8 “(I) pose questions to a designated representa-
9 tive deseribed in subparagraph (A)(iii); and
10 “(IT) consider the responses to such questions
11 in the panel’s review of the device.”.

12 SEC. 3056. INSTITUTIONAL REVIEW BOARD FLEXIBILITY.
13 Section 520 of the Federal Food, Drug, and Cosmetic
14 Act (21 U.S.C. 360)) 1s amended—

15 (1) in subsection (2)(3)

16 (A) in subparagraph (A)(1)—

17 (1) by striking “local”; and

18 (ii) by striking “which has been”; and
19 (B) in subparagraph (B), by striking “a
20 local institutional” and inserting “an institu-
21 tional”’; and

22 (2) 1 subsection (m)(4)—

23 (A) by striking subparagraph (A) and in-
24 serting the following:
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“(A) in facilities in which clinical testing of de-
vices 1s supervised by an institutional review com-
mittee established in accordance with the regulations
of the Secretary; and”;

(B) in subparagraph (B), by striking “a
local institutional” and inserting “‘an institu-
tional”’; and

(C) in the matter following subparagraph
(B), by striking “local”.

3057. CLIA WAIVER IMPROVEMENTS.

(a) DRAFT REVISED GUIDANCE.—Not later than 1

yvear after the date of the enactment of this Act, the Sec-
retary of Iealth and Human Services, acting through the
Commissioner of Food and Drugs, shall publish a draft

ouidance that—

(1) revises “Section V. Demonstrating Insignifi-
cant Risk of an Erroneous Result — Accuracy” of
the guidance entitled “Recommendations for Clinical
Laboratory Improvement Amendments of 1988
(CLIA) Waiver Applications for Manufacturers of In
Vitro Diagnostic Devices” and dated January 30,
2008; and

(2) includes the appropriate use of comparable

performance between a waived user and a mod-
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erately complex laboratory user to demonstrate accu-

racy.

(b) FINAL REVISED GUIDANCE.—The Secretary of
Health and Human Services, acting through the Commis-
sioner of Food and Drugs, shall finalize the draft guidance
published under subsection (a) not later than 1 year after
the comment period for such draft guidance closes.

SEC. 3058. LEAST BURDENSOME DEVICE REVIEW.

(a) IN GENERAL.—Section 513 of the Federal Food,
Drug, and Cosmetic Act (21 U.S.C. 360¢) is amended by
adding at the end the following:

“(j) TRAINING AND OVERSIGHT OF LEAST BURDEN-

SOME REQUIREMENTS.
“(1) The Secretary shall—

“(A) ensure that each employee of the
Food and Drug Administration who is involved
in the review of premarket submissions, includ-
Ing supervisors, receives training regarding the
meaning and implementation of the least bur-
densome  requirements under  subsections
(a)(3)(D) and (1)(1)(D) of this section and see-
tion 515(c)(5); and

“(B) periodically assess the implementa-
tion of the least burdensome requirements, in-

cluding the employee training under subpara-
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oraph (A), to ensure that the least burdensome
requirements are fully and consistently applied.

“(2) Not later than 18 months after the date

of enactment of the 21st Century Cures Act, the om-
budsman for any organizational unit of the Food
and Drug Administration responsible for the pre-

market review of devices shall—

“(A) conduct an audit of the training de-
seribed in paragraph (1)(A), including the effec-
tiveness of such training in implementing the
least burdensome requirements;

“(B) include in such audit interviews of
persons who are representatives of the device
industry regarding their experiences in the de-
vice premarket review process, including with
respect to the application of least burdensome
concepts to premarket review and decision-
making;

“(C) meclude in such audit a list of the
measurement tools the Secretary uses to assess
the implementation of the least burdensome re-
quirements, including under paragraph (1)(B)
and section 517A(a)(3), and may also provide

feedback on the effectiveness of such tools in
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the implementation of the least burdensome re-
quirements;

“(D) summarize the findings of such audit
in a final audit report; and

“(E) within 30 calendar days of completion
of such final audit report, make such final audit
report available—

“(1) to the Committee on Health,
Education, Labor, and Pensions of the
Senate and the Committee on Energy and
Commerce of the House of Representa-
tives; and

“(11) on the Internet website of the

Food and Drug Administration.”.

(b) PREMARKET APPLICATIONS.—Section 515(¢) of
the Federal Food, Drug, and Cosmetic Act (21 U.S.C.
360e(c)) 1s amended by adding at the end the following:

“(5)(A) In requesting additional information with re-
spect to an application under this section, the Secretary
shall consider the least burdensome appropriate means
necessary to demonstrate a reasonable assurance of device
safety and effectiveness.

“(B) For purposes of subparagraph (A), the term
‘necessary’ means the minimum required information that

would support a determination by the Secretary that an
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application provides a reasonable assurance of the safety

and effectiveness of the device.

“(C) For purposes of this paragraph, the Secretary

shall consider the role of postmarket information in deter-
mining the least burdensome means of demonstrating a

reasonable assurance of device safety and effectiveness.

“(D) Nothing in this paragraph alters the standards

for premarket approval of a device.”.

(¢) RATIONALE FOR SIGNIFICANT DECISIONS RE-

Section H17A(a) of the Federal

amended by adding at the end the following:

“(3) APPLICATION OF LEAST BURDENSOME RE-

QUIREMENTS.—The substantive summary required

under this subsection shall include a brief statement
regarding how the least burdensome requirements
were considered and applied consistent with section
513(1)(1)(D), section 5H13(a)(3)(D), and section
515(e)(5), as applicable.”.

3059. CLEANING INSTRUCTIONS AND VALIDATION

DATA REQUIREMENT.

(a) IN GENERAL.—Section 510 of the Federal Food,

23 Drug, and Cosmetic Act (21 U.S.C. 360) is amended by

24 adding at the end the following:

25
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“(1) IN GENERAL.—Not later than 180 days
after the date of enactment of the 21st Century
Cures Act, the Secretary shall identify and publish
a list of reusable device types for which reports
under subsection (k) are required to include—

“(A) instructions for use, which have been
validated in a manner specified by the Sec-
retary; and

“(B) validation data, the types of which
shall be specified by the Secretary;

regarding cleaning, disinfection, and sterilization,
and for which a substantial equivalence determina-
tion may be based.

“(2) REVISION OF 1LIST.—The Secretary shall
revise the list under paragraph (2), as the Secretary
determines appropriate, with notice in the Federal
Register.

“(3) CONTENT OF REPORTS.—Reports under
subsection (k) that are submitted after the publica-
tion of the list described in paragraph (1), for de-
vices or types of devices included on such list, shall
include such instructions for use and validation
data.”.

(b) DEVICE MODIFICATIONS.—The Secretary of

25 Health and Human Services, acting through the Commis-

L:\vA112516\R112516.004.xml
November 25, 2016 (3:02 p.m.)



SACLERK\XML\CPRT-114-HPRT-RU00-SAHR34. XML

O o0 N N B W =

O TN NG I N T NG I NG I NS R N e e T e e T e T e e T
[ B N O N N = = N R - BN B o) W ) B ~S O T NO S e

257

sioner of Food and Drugs, shall issue final guidance re-
carding when a premarket notification under section
510(k) of the Federal Food, Drug, and Cosmetic Act (21
U.S.C. 360(k)) is required to be submitted for a modifica-
tion or change to a legally marketed device. Such final
cuidance shall be issued not later than 1 year after the
date on which the comment period closes for the draft
euidance on such subject.

SEC. 3060. CLARIFYING MEDICAL SOFTWARE REGULATION.

(a) IN GENERAL.—Section 520 of the Federal Food,

Drug, and Cosmetic Act (21 U.S.C. 360j) is amended by
adding at the end the following:
“(0) REGULATION OF MEDICAL AND CERTAIN DECI-
SIONS SUPPORT SOFTWARE.—
“(1) The term device, as defined in section
201(h), shall not include a software function that is
intended—

“(A) for administrative support of a health
care facility, including the processing and main-
tenance of financial records, claims or billing
information, appointment schedules, business
analytics, information about patient popu-
lations, admissions, practice and inventory man-
agement, analysis of historical claims data to

predict future utilization or cost-effectiveness,
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determination of health benefit eligibility, popu-
lation health management, and laboratory
workflow;

“(B) for maintaining or encouraging a
healthy lifestyle and is unrelated to the diag-
nosis, cure, mitigation, prevention, or treatment
of a disease or condition;

“(C) to serve as electronic patient records,
including patient-provided information, to the
extent that such records are intended to trans-
fer, store, convert formats, or display the equiv-
alent of a paper medical chart, so long as—

“(1) such records were created, stored,
transferred, or reviewed by health care
professionals, or by individuals working
under supervision of such professionals;

“(11) such records are part of health
information technology that is certified
under section 3001(e)(5) of the Public
Health Service Act; and

“(i11) such function i1s not intended to
interpret or analyze patient records, in-
cluding medical image data, for the pur-

pose of the diagnosis, cure, mitigation, pre-
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vention, or treatment of a disease or condi-

tion;

“(D) for transferring, storing, converting
formats, or displaying clinical laboratory test or
other device data and results, findings by a
health care professional with respect to such
data and results, general information about
such findings, and general background informa-
tion about such laboratory test or other device,
unless such function is intended to interpret or
analyze clinical laboratory test or other device
data, results, and findings; or

“(E) unless the function is intended to ac-
quire, process, or analyze a medical image or a
signal from an in vitro diagnostic device or a
pattern or signal from a signal acquisition sys-
tem, for the purpose of—

“(1) displaying, analyzing, or printing
medical information about a patient or
other medical information (such as peer-re-
viewed clinical studies and clinical practice
ouidelines);

“(i1) supporting or providing rec-

ommendations to a health care professional
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about prevention, diagnosis, or treatment
of a disease or condition; and

“(i11) enabling such health care profes-
sional to independently review the basis for
such recommendations that such software
presents so that it 1s not the intent that
such health care professional rely primarily
on any of such recommendations to make

a clinical diagnosis or treatment decision

regarding an individual patient.

“(2) In the case of a product with multiple
functions that contains—

“(A) at least one software function that
meets the criteria under paragraph (1) or that
otherwise does not meet the definition of device
under section 201(h); and

“(B) at least one function that does not
meet the criteria under paragraph (1) and that
otherwise meets the definition of a device under
section 201(h),

the Secretary shall not regulate the software func-
tion of such product described in subparagraph (A)
as a device. Notwithstanding the preceding sentence,
when assessing the safety and effectiveness of the

device function or functions of such product de-
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seribed in subparagraph (B), the Secretary may as-
sess the impact that the software function or func-
tions described in subparagraph (A) have on such
device function or functions.

“(3)(A) Notwithstanding paragraph (1), a soft-
ware function described in subparagraph (C), (D),
or (E) of paragraph (1) shall not be excluded from
the definition of device under section 201(h) if—

“(1) the Secretary makes a finding that use
of such software function would be reasonably
likely to have serious adverse health con-
sequences; and

“(11) the software function has been identi-
fied in a final order issued by the Secretary
under subparagraph (B).

“(B) Subparagraph (A) shall apply only if the
Secretary—

“(1) publishes a notification and proposed
order in the Federal Register;

“(11) includes in such notification the Sec-
retary’s finding, including the rationale and
identification of the evidence on which such
finding was based, as described in subpara-

oraph (A)(i); and
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“(i) provides for a period of not less than
30 calendar days for public comment before
issuing a final order or withdrawing such pro-
posed order.

“(C) In making a finding under subparagraph
(A)(1) with respect to a software function, the Sec-
retary shall consider—

“(1) the likelihood and severity of patient
harm if the software function were to not per-
form as intended;

“(11) the extent to which the software func-
tion is intended to support the clinical judgment
of a health care professional;

“(i1) whether there is a reasonable oppor-
tunity for a health care professional to review
the basis of the information or treatment rec-
ommendation provided by the software function;
and

“(iv) the intended user and user environ-
ment, such as whether a health care profes-
sional will use a software function of a type de-
scribed in subparagraph (E) of paragraph (1).
“(4) Nothing in this subsection shall be con-

strued as limiting the authority of the Secretary

to—
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1 “(A) exercise enforcement discretion as to
2 any device subject to regulation under this Act;
3 “(B) regulate software used in the manu-
4 facture and transfusion of blood and blood com-
5 ponents to assist in the prevention of disease in
6 humans; or

7 “(C) regulate software as a device under
8 this Act if such software meets the criteria
9 under section 513(a)(1)(C).”.

10 (b) REPORTS.—The Secretary of Health and Human
11 Services (referred to in this subsection as the ‘“Sec-
12 retary”’), after consultation with agencies and offices of
13 the Department of Health and Human Services involved
14 in health information technology, shall publish a report,
I5 not later than 2 years after the date of enactment of this
16 Act and every 2 years thereafter, that—

17 (1) includes iput from outside experts, such as
18 representatives of patients, consumers, health care
19 providers, startup companies, health plans or other
20 third-party payers, venture capital investors, infor-
21 mation technology vendors, health information tech-
22 nology vendors, small businesses, purchasers, em-
23 ployers, and other stakeholders with relevant exper-
24 tise, as determined by the Secretary;
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[E—

(2) examines information available to the Sec-
retary on any risks and benefits to health associated
with  software functions described 1n  section
520(0)(1) of the Federal Food, Drug, and Cosmetic
Act (21 U.S.C. 360j) (as amended by subsection
(a)); and

(3) summarizes findings regarding the impact

of such software functions on patient safety, includ-

O o0 9 AN U B~ W

ing best practices to promote safety, education, and

[a—
S

competency related to such functions.

[E—
[—

(¢) CLASSIFICATION OF ACCESSORIES.—Section

[S—
[\

513(b) of the Federal Food, Drug, and Cosmetic Act (21

[a—
W

U.S.C. 360¢(b)) is amended by adding at the end the fol-

[—
N

lowing:

[S—
()}

“(9) The Secretary shall classify an accessory under

[a—
(@)}

this section based on the intended use of the accessory,

[S—
~

notwithstanding the classification of any other device with

[S—
o0

which such accessory is intended to be used.”.

[a—
O

(d) CONFORMING AMENDMENT.—Section 201(h) of

[\
)

the Federal Food, Drug, and Cosmetic Act (21 U.S.C.

(\9)
p—

321(h)) is amended by adding at the end the following:

I\
\®}

“The term ‘device’ does not include software functions ex-

[\
W

cluded pursuant to section 520(0).”.
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1 Subtitle G—Improving Scientific

2  Expertise and Outreach at FDA

3 SEC. 3071. SILVIO O. CONTE SENIOR BIOMEDICAL RE-
4 SEARCH AND BIOMEDICAL PRODUCT ASSESS-
5 MENT SERVICE.

6 (a) HIRING AND RETENTION AUTHORITY.—Section
7 228 of the Public Health Service Act (42 U.S.C. 237) 1s
8 amended

9 (1) in the section heading, by inserting ‘“AND
10 BIOMEDICAL PRODUCT ASSESSMENT”’ after
11 “RESEARCH’’;

12 (2) in subsection (a)—

13 (A) in paragraph (1), by striking “Silvio
14 0. Conte Senior Biomedical Research Service,
15 not to exceed 500 members” and inserting
16 “Silvio O. Conte Senior Biomedical Research
17 and Biomedical Product Assessment Service (in
18 this section referred to as the ‘Service’), not to
19 exceed 2,000 members, the purpose of which 1s
20 to recruit and retain outstanding and qualified
21 scientific and technical experts in the fields of
22 biomedical research, clinical research evalua-
23 tion, and biomedical product assessment’’;
24 (B) by amending paragraph (2) to read as
25 follows:
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1 “(2) The authority established in paragraph (1) may
2 mnot be construed to require the Secretary to reduce the
3 number of employees serving under any other employment
4 gystem in order to offset the number of members serving
5 in the Service.”; and
6 (C) by adding at the end the following:
7 “(3) The Secretary shall assign experts under this
8 section to agencies within the Department of Health and
9 Human Services taking into account the need for the ex-
10 pertise of such expert.”;
11 (3) in subsection (b)—
12 (A) in the matter preceding paragraph (1),
13 by striking “or clinical research evaluation” and
14 inserting ““, clinical research evaluation, or bio-
15 medical product assessment”; and
16 (B) in paragraph (1), by inserting “or a
17 doctoral or master’s level degree in engineering,
18 bioinformatics, or a related or emerging field,”
19 after the comma;
20 (4) in subsection (d)(2), by striking “and shall
21 not exceed the rate payable for level I of the Execu-
22 tive Schedule wunless approved by the President
23 under section 5377(d)(2) of title 5, United States
24 Code” and inserting “and shall not exceed the
25 amount of annual compensation (excluding expenses)
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specified in section 102 of title 3, United States

Code’;

(5) by striking subsection (e); and

(6) by redesignating subsections (f) and (g) as
subsections (e) and (f), respectively.

(b) GAO STUDY.—

(1) IN GENERAL.—The Comptroller General of
the United States shall conduct a study of the effec-
tiveness of the amendments to section 228 of the
Public Health Service Act (42 U.S.C. 237) made by
subsection (a) and the impact of such amendments,
if any, on all agencies or departments of the Depart-
ment of Health and Human Services, and, not later
than 4 years after the date of enactment of this Act,
shall submit a report based on such study to the
Committee on Health, Education, Liabor, and Pen-
sions of the Senate and the Committee on Energy
and Commerce of the House of Representatives.

(2) CONTENT OF STUDY AND REPORT.—The
study and report under paragraph (1) shall include
an examination of the extent to which recruitment
and retention of outstanding and qualified scientific,
medical, or technical experts in the fields of bio-
medical research, clinical research evaluation, and

biomedical product assessment have improved or
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otherwise have been affected by the amendments to
section 228 of the Public Health Service Act (42
U.S.C. 237) made by subsection (a), including by
determining, during the period between the date of
enactment of this Act and the completion of the
study—

(A) the total number of members recruited
and retained under the Senior Biomedical Re-
search and Biomedical Product Assessment
Service under such section 228, and the effect
of increasing the number of members eligible
for such Service;

(B) the number of members of such Senior
Biomedical Research and Biomedical Product
Assessment Service hired with a doctoral level
degree in biomedicine or a related field, and the
number of such members hired with a doctoral
or master’'s level degree in engineering,
bioinformatics, or a related or emerging field,;
and

(C) the number of Senior Biomedical Re-
search and DBiomedical Product Assessment
Service members that have been hired by each
agency or department of the Department of

Health and Human Services, and how such De-
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partment assigns such members to each agency

or department.

SEC. 3072. HIRING AUTHORITY FOR SCIENTIFIC, TECH-
NICAL, AND PROFESSIONAL PERSONNEL.

(a) IN GENERAL.—The Federal Food, Drug, and
Cosmetic Act is amended by inserting after section 714
(21 U.S.C. 379d-3) the following:

“SEC. 714A. HIRING AUTHORITY FOR SCIENTIFIC, TECH-
NICAL, AND PROFESSIONAL PERSONNEL.

“(a) IN GENERAL.—The Secretary may, notwith-
standing title 5, United States Code, governing appoint-
ments in the competitive service, appoint outstanding and
qualified candidates to scientific, technical, or professional
positions that support the development, review, and regu-
lation of medical products. Such positions shall be within
the competitive service.

“(b) COMPENSATION.—

“(1) IN GENERAL.—Notwithstanding any other
provision of law, including any requirement with re-
spect to General Schedule pay rates under sub-
chapter III of chapter 53 of title 5, United States
Code, and consistent with the requirements of para-
oraph (2), the Commissioner of Kood and Drugs

may determine and fix—
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“(A) the annual rate of pay of any indi-
vidual appointed under subsection (a); and

“(B) for purposes of retaining qualified
employees, the annual rate of pay for any quali-
fied scientifie, technical, or professional per-
sonnel appointed to a position described in sub-
section (a) before the date of enactment of the
21st Century Cures Act.

“(2) LomrtaATiON.—The annual rate of pay es-
tablished pursuant to paragraph (1) may not exceed
the amount of annual compensation (excluding ex-
penses) specified in section 102 of title 3, United
States Code.

“(3) PuBLIC AVAILABILITY.—The annual rate
of pay provided to an individual in accordance with
this section shall be publicly available information.

“(¢) RULE OF CONSTRUCTION.—The authorities

18 wunder this section shall not be construed to affect the au-

19 thority provided under section 714.

20
21
22
23
24
25
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“(d) REPORT ON WORKFORCE PLANNING.—

“(1) IN GENERAL.—Not later than 18 months
after the date of enactment of the 21st Century
Jures Act, the Secretary shall submit a report on
workforce planning to the Committee on IHealth,

Education, Liabor, and Pensions of the Senate and
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the Committee on Energy and Commerce of the
House of Representatives that examines the extent
to which the Food and Drug Administration has a
critical need for qualified individuals for scientific,
technical, or professional positions, including—

“(A) an analysis of the workforce needs at
the Food and Drug Administration and the
Secretary’s strategic plan for addressing such
needs, including through use of the authority
under this section; and

“(B) a recruitment and retention plan for
hiring qualified scientifie, technical, and profes-
sional candidates, which may include the use
of—

“(1) recruitment through nongovern-
mental recruitment or placement agencies;

“(11) recruitment through academic in-
stitutions;

“(i11) recruitment or hiring bonuses, if
applicable;

“(iv) recruitment using targeted direct
hiring authorities; and

“(v) retention of qualified scientific,

technical, and professional employees using
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the authority under this section, or other
applicable authorities of the Secretary.

“(2) RECOMMENDATIONS.—The report under
paragraph (1) may include the recommendations of
the Commissioner of Food and Drugs that would
help the Food and Drug Administration to better re-
cruit and retain qualified individuals for scientifie,
technical, or professional positions at the agency.”.
(b) GAO STUDY AND REPORT.—

(1) IN GENERAL.—The Comptroller General of
the United States shall conduct a study of the abil-
ity of the Food and Drug Administration to hire,
train, and retain qualified scientifie, technical, and
professional staff, not including contractors, nec-
essary to fulfill the mission of the Food and Drug
Administration to protect and promote public health.
Not later than January 1, 2022, the Comptroller
General shall submit a report on such study to the
Committee on Health, Education, Liabor, and Pen-
sions of the Senate and the Committee on Energy
and Commerce of the House of Representatives.

(2) CONTENTS OF STUDY.—The Comptroller
General shall include in the study and report under

paragraph (1)—
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(A) information about the progress of the
Food and Drug Administration in recruiting
and retaining qualified scientifie, technical, and
professional staff outstanding in the field of
biomedical research, clinical research evalua-
tion, and biomedical product assessment;

(B) the extent to which ecritical staffing
needs exist at the Food and Drug Administra-
tion, and barriers to hiring, training, and re-
taining qualified staff, if any;

(C) an examination of the recruitment and
retention strategies of the Food and Drug Ad-
ministration, including examining any strategic
workforce plan, focused on improving scientific,
technical, and professional staff recruitment
and retention; and

(D) recommendations for potential im-
provements that would address staffing needs

of the Food and Drug Administration.

20 SEC. 3073. ESTABLISHMENT OF FOOD AND DRUG ADMINIS-

21
22

TRATION INTERCENTER INSTITUTES.

(a) IN GENERAL.—Chapter X of the Federal Food,

23 Drug, and Cosmetic Act (21 U.S.C. 391 et seq.) is amend-

24 ed by adding at the end the following:
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“SEC. 1014. FOOD AND DRUG ADMINISTRATION INTER-

CENTER INSTITUTES.

“(a) IN GENERAL.—The Secretary shall establish one
or more Intercenter Institutes within the Food and Drug
Administration (referred to in this section as an ‘Insti-
tute’) for a major disease area or areas. With respect to
the major disease area of focus of an Institute, such Insti-
tute shall develop and implement processes for coordina-
tion of activities, as applicable to such major disease area
or areas, among the Center for Drug Evaluation and Re-
search, the Center for Biologics Evaluation and Research,
and the Center for Devices and Radiological Health (for
the purposes of this section, referred to as the ‘Centers’).
Such activities may include—

“(1) coordination of staff from the Centers with
diverse product expertise in the diagnosis, cure, miti-
cation, treatment, or prevention of the specific dis-
eases relevant to the major disease area of focus of
the Institute;

“(2) streamlining, where appropriate, the re-
view of medical products to diagnose, cure, mitigate,
treat, or prevent the specific diseases relevant to the
major disease area of focus of the Institute, applying
relevant standards under sections 505, 510(k),

513(f)(2), and 515 of this Act and section 351 of
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the Public Health Service Act, and other applicable
authorities;

“(3) promotion of scientific programs within
the Centers related to the major disease area of
focus of the Institute;

“(4) development of programs and enhancement
of strategies to recruit, train, and provide continuing
education opportunities for the personnel of the Cen-
ters with expertise related to the major disease area
of focus of the Institute;

“(5) enhancement of the interactions of the
Centers with patients, sponsors, and the external
biomedical community regarding the major disease
area of focus of the Institute; and

“(6) facilitation of the collaborative relation-
ships of the Centers with other agencies within the
Department of Health and Human Services regard-
ing the major disease area of focus of the Institute.

“(b) PuBLIC PROCESS.—The Secretary shall provide

a period for public comment during the time that each

Institute is being implemented.

“(e) TiMING.—The Secretary shall establish at least

one Institute under subsection (a) before the date that is
1 year after the date of enactment of the 21st Century

Cures Act.
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“(d) TERMINATION OF INSTITUTES.—The Secretary
may terminate any Institute established pursuant to this
section if the Secretary determines such Institute is no
longer benefitting the public health. Not less than 60 days
prior to so terminating an Institute, the Secretary shall
provide public notice, including the rationale for such ter-

mination.”’.

(b) TECHNICAL AMENDMENTS.—Chapter X of the
Federal Food, Drug, and Cosmetic Act (21 U.S.C. 391
et seq.) 1s amended—

(1) by redesignating section 1012 as section

1013; and

(2) by redesignating the second section 1011

(with respect to improving the training of State,

local, territorial, and tribal food safety officials), as

added by section 209(a) of the FDA Food Safety

Modernization Act (Public Law 111-353), as section

1012.

SEC. 3074. SCIENTIFIC ENGAGEMENT.

(a) IN GENERAL.—Scientific meetings that are at-
tended by scientific or medical personnel, or other profes-
sionals, of the Department of Health and Human Services
for whom attendance at such meeting is directly related
to their professional duties and the mission of the Depart-

ment—
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(1) shall not be considered conferences for the
purposes of complying with Federal reporting re-
quirements contained in annual appropriations Acts
or in this section; and

(2) shall not be considered conferences for pur-
poses of a restriction contained in an annual appro-
priations Act, based on Office of Management and
Budget Memorandum M-12-12 or any other regula-
tion restricting travel to such meeting.

(b) LaMITATION.—Nothing in this section shall be

construed to exempt travel for scientific meetings from

Federal regulations relating to travel.

(¢) REPORTS.—Not later than 90 days after the end

of the fiscal year, each operating division of the Depart-

ment of Health and Human Services shall prepare, and

on an Internet website of the operating division, an

annual report on scientific meeting attendance and related
travel spending for each fiscal year. Such report shall in-

clude—

(1) general information concerning the scientific
meeting activities involved;

(2) information concerning the total amount ex-
pended for such meetings;

(3) a description of all such meetings that were

attended by scientific or medical personnel, or other
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professionals, of each such operating division where
the total amount expended by the operating division
assoclated with each such meeting were in excess of

$30,000, including—

(A) the total amount of meeting expenses
mcurred by the operating division for such
meeting;

(B) the location of such meeting;

(C) the date of such meeting;

(D) a brief explanation on how such meet-
ing advanced the mission of the operating divi-
sion; and

(E) the total number of individuals whose
travel expenses or other scientific meeting ex-
penses were paid by the operating division; and

(4) with respect to any such meeting where the

total expenses to the operating division exceeded
$150,000, a description of the exceptional ecir-
cumstances that necessitated the expenditure of such
amounts.

SEC. 3075. DRUG SURVEILLANCE.

(a) NEW DruUGS.—Section 505(k)(5) of the Federal

23 Food, Drug, and Cosmetic Act (21 U.S.C. 355(k)(5)), as

24 amended by section 2074, is further amended—
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1 (1) in subparagraph (A), by striking ““, bi-week-

2 ly sereening” and inserting “‘screenings’’;

3 (2) in subparagraph (B), as redesignated by

4 section 2074(1)(C), by striking the period at the end

5 and inserting ‘‘; and”’; and

6 (3) by adding at the end the following:

7 “(C) make available on the Internet website of

8 the Food and Drug Administration—

9 “(1) guidelines, developed with input from
10 experts qualified by scientific training and expe-
11 rience to evaluate the safety and effectiveness of
12 drugs, that detail best practices for drug safety
13 surveillance using the Adverse Event Reporting
14 System; and
15 “(11) eriteria for public posting of adverse
16 event signals.”.

17 (b) FAERS REVISION.—Section 505(r)(2)(D) of the
18 Federal Food, Drug, and Cosmetic Act (21 U.S.C.
19 355(r)(2)(D)) is amended by striking *, by 18 months”
20 and all that follows through the semicolon at the end of

(\9)
p—

the subparagraph and inserting “and making publicly

I\
\®}

available on the Internet website established under para-

[\
W

eraph (1) best practices for drug safety surveillance activi-

&)
=~

ties for drugs approved under this section or section 351

(\O)
()

of the Public Health Service Act;”.
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1 (¢) RISK EVALUATION AND MITIGATION STRATE-
2 GIES.—Section 505-1(f)(5) of the Federal Food, Drug,
3 and Cosmetic Act (21 U.S.C. 355-1(f)(5)) is amended—
4 (1) in the matter preceding subparagraph (A),
5 by inserting “or other advisory committee” after
6 “(or successor committee)”’; and

7 (2) in subparagraph (B), by striking “at least
8 annually,” and inserting ‘‘periodically”.

O SEC. 3076. REAGAN-UDALL FOUNDATION FOR THE FOOD
10 AND DRUG ADMINISTRATION.

11 (a) BOARD OF DIRECTORS.

12 (1) COMPOSITION AND SIZE.—Section
13 770(d)(1)(C) of the Federal Food, Drug, and Cos-
14 metic Act (21 U.S.C. 379dd(d)(1)(C)) 1s amended—
15 (A) by redesignating clause (ii) as clause
16 (ii1);

17 (B) by inserting after clause (i) the fol-
18 lowing:

19 “(11) ADDITIONAL MEMBERS.—The
20 Board, through amendments to the bylaws
21 of the Foundation, may provide that the
22 number of voting members of the Board
23 shall be a number (to be specified in such
24 amendment) greater than 14. Any Board
25 positions that are established by any such
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amendment shall be appointed (by majority
vote) by the individuals who, as of the date
of such amendment, are voting members of
the Board and persons so appointed may
represent any of the categories specified in
subclauses (I) through (V) of clause (i), so
long as no more than 30 percent of the
total voting members of the Board (includ-
ing members whose positions are estab-
lished by such amendment) are representa-
tives of the general pharmaceutical, device,
food, cosmetic, and biotechnology indus-
tries.”’; and
(C) in clause (ii)(I), as redesignated by
subparagraph (A), by striking “The ex officio
members shall ensure” and inserting “The ex
officio members, acting pursuant to clause (i),
and the Board, acting pursuant to clause (ii),
shall ensure”.
(2) FEDERAL EMPLOYEES ALLOWED TO SERVE
ON BOARD.—Clause (111)(II) of section 770(d)(1)(C)
of the Federal Food, Drug, and Cosmetic Act (21
U.S.C. 379dd(d)(1)(C)), as redesignated by para-
oraph (1)(A), is amended by adding at the end the

following: “For purposes of this section, the term
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‘employee of the Federal Government’ does not in-
clude a special Government employee, as that term
18 defined in section 202(a) of title 18, United

States Code.”.

(3) STAGGERED TERMS.—Subparagraph (A) of
section 770(d)(3) of the Federal Food, Drug, and
Cosmetic Act (21 U.S.C. 379dd(d)(3)) 1s amended
to read as follows:

“(A) TERM.—The term of office of each
member of the Board appointed under para-
oraph (1)(C)(i), and the term of office of any
member of the Board whose position 1s estab-
lished pursuant to paragraph (1)(C)(i1), shall be
4 vears, except that—

“(1) the terms of offices for the mem-
bers of the Board initially appointed under
paragraph (1)(C)(1) shall expire on a stag-
gered basis as determined by the ex officio
members; and

“@11) the terms of office for the per-
sons initially appointed to positions estab-
lished pursuant to paragraph (1)(C)(1)
may be made to expire on a staggered
basis, as determined by the individuals

who, as of the date of the amendment es-
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tablishing such positions, are members of
the Board.”.

(b) EXECUTIVE DIRECTOR COMPENSATION.—Section
770(2)(2) of the Federal Food, Drug, and Cosmetic Act
(21 U.S.C. 379dd(g)(2)) is amended by striking “‘but shall
not be greater than the compensation of the Commis-
sioner’”.

(¢) SEPARATION OF FUNDS.—Section 770(m) of the

Federal Food, Drug, and Cosmetic Act (21 U.S.C.
379dd(m)) is amended by striking “are held in separate
accounts from funds received from entities under sub-
section (1) and inserting “are managed as individual pro-
orammatic funds under subsection (1), according to best
accounting practices’’.
Subtitle H—Medical
Countermeasures Innovation
SEC. 3081. MEDICAL COUNTERMEASURE GUIDELINES.
Section 319F-2 of the Public Health Service Act (42
U.S.C. 247d-6Db) is amended—
(1) in subsection (a), by adding at the end the
following:
“(3) UTILIZATION GUIDELINES.—The Secretary
shall ensure timely and accurate recommended utili-
zation guidelines for qualified countermeasures (as

defined in section 319F-1), qualified pandemic and
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epidemic products (as defined in section 319F-3),
and security countermeasures (as defined in sub-
section (¢)), including for such products in the
stockpile.”; and

(2) in subsection (2)—

(A) by amending paragraph (4) to read as
follows:

“(4) REPORT ON SECURITY COUNTERMEASURE
PROCUREMENT.—Not later than March 1 of each
yvear in which the Secretary determines that the
amount of funds available for procurement of secu-
rity countermeasures is less than $1,500,000,000,
the Secretary shall submit to the Committee on Ap-
propriations and the Committee on Health, Edu-
cation, Labor, and Pensions of the Senate and the
Committee on Appropriations and the Committee on
Energy and Commerce of the House of Representa-
tives a report detailing the amount of such funds
available for procurement and the impact such
amount of funding will have—

“(A) In meeting the security counter-
measure needs identified under this section; and
“(B) on the annual Public Health Emer-

ogency Medical Countermeasures Enterprise and
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Strategy Implementation Plan (pursuant to sec-
tion 2811(d)).”.
3082. CLARIFYING BARDA CONTRACTING AUTHORITY.

(a) IN GENERAL.—Section 319F-2(g) of the Public¢

Health Service Act (42 U.S.C. 247d-6b(g)) is amended

by adding at the end the following:

“(5) CLARIFICATION ON CONTRACTING AU-
THORITY.—The Secretary, acting through the Direc-
tor of the Biomedical Advanced Research and Devel-
opment Authority, shall carry out the programs
funded by the special reserve fund (for the procure-
ment of security countermeasures under subsection
(¢) and for carrying out section 319L.), including the
execution of procurement contracts, grants, and co-
operative agreements pursuant to this section and
section 3191..7.

(b) BARDA CONTRACTING AUTHORITY.—Section

319Li(¢)(3) of the Public Health Service Act (42 U.S.C.

247d-T7¢) 1s amended by inserting “, including the execu-

of procurement contracts, grants, and cooperative

agreements pursuant to this section’” before the period.

3083. COUNTERMEASURE BUDGET PLAN.

Section 2811(b)(7) of the Public Health Service Act

(42 U.S.C. 300hh—10(b)(7)) 1s amended—
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(1) in the matter preceding subparagraph (A),
by striking the first sentence and inserting ‘“‘De-
velop, and update not later than March 1 of each
yvear, a coordinated 5-year budget plan based on the
medical countermeasure priorities described in sub-
section (d), including with respect to chemical, bio-
logical, radiological, and nuclear agent or agents
that may present a threat to the Nation, including
such agents that are novel or emerging infectious
diseases, and the corresponding efforts to develop
qualified countermeasures (as defined in section
319F-1), security countermeasures (as defined in
section 319F-2), and qualified pandemic or epidemic
products (as defined in section 319F-3) for each
such threat.”;

(2) in subparagraph (C), by striking *; and”
and inserting a semicolon;

(3) in subparagraph (D), by striking ‘“to the
appropriate committees of Congress upon request.”
and inserting “, not later than March 15 of each
year, to the Committee on Appropriations and the
Committee on Health, Education, Liabor, and Pen-
sions of the Senate and the Committee on Appro-
priations and the Committee on Energy and Com-

merce of the House of Representatives; and”; and



SACLERK\XML\CPRT-114-HPRT-RU00-SAHR34. XML

O o0 N N D Bk W

O TN NG T N T NG I NG I NS R N e T e e T e T e e T
[ T NG U N N e = NN - BN B o) W ) LR ~S O I NO S e

L:\vA112516\R112516.004.xml
November 25, 2016 (3:02 p.m.)

287
(4) by adding at the end the following:
“(E) not later than March 15 of each year,
be made publicly available in a manner that

does not compromise national security.”.

SEC. 3084. MEDICAL COUNTERMEASURES INNOVATION.

Section 3191i(¢)(4) of the Public Health Service Act

(42 U.S.C. 247d-Te(¢)(4)) is amended by adding at the

end the following:

“(E) MEDICAL COUNTERMEASURES INNO-
VATION PARTNER.—

“(1) IN GENERAL.—To support the
purposes described in paragraph (2), the
Secretary, acting through the Director of
BARDA, may enter into an agreement (in-
cluding through the use of grants, con-
tracts, cooperative agreements, or other
transactions as described in paragraph (5))
with an independent, nonprofit entity to—

“(I) foster and accelerate the de-
velopment and innovation of medical
countermeasures and  technologies
that may assist advanced research
and the development of qualified
countermeasures and qualified pan-

demic or epidemic products, including



SACLERK\XML\CPRT-114-HPRT-RU00-SAHR34. XML

S O 0 N N B W

|\ I O TR NG T NS R NS R L e e T e T e e T T
AW N = O O o0 NN OO WM B WY

L:\vA112516\R112516.004.xml
November 25, 2016 (3:02 p.m.)

288

through the use of strategic venture
capital practices and methods;

“(II) promote the development of
new and promising technologies that
address urgent medical counter-
measure needs, as identified by the
Secretary;

“(III)  address unmet public
health needs that are directly related
to medical countermeasure require-
ments, such as novel antimicrobials
for multidrug resistant organisms and
multiuse platform technologies for
diagnostics, prophylaxis, vaccines, and
therapeutics; and

“(IV) provide expert consultation
and advice to foster viable medical
countermeasure innovators, including
helping  qualified  countermeasure
innovators navigate unique industry
challenges with respect to developing
chemical, biological, radiological, and
nuclear countermeasure products.

“(11) ELIGIBILITY.—
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“(I) IN GENERAL.—To be eligible

to enter into an agreement under

clause (1) an entity shall—

“(aa) be an independent,
nonprofit entity;

“(bb) have a demonstrated
record of being able to create
linkages between innovators and
mvestors and leverage such part-
nerships and resources for the
purpose of addressing identified
strategic needs of the Federal
Government;

“(ce) have experience in pro-
moting novel technology innova-
tion;

“(dd) be problem-driven and
solution-focused based on the
needs, requirements, and prob-
lems identified by the Secretary
under clause (iv);

“(ee) demonstrate the abil-
ity, or the potential ability, to
promote the development of med-

ical countermeasure products;
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“(ff) demonstrate expertise,
or the capacity to develop or ac-
quire expertise, related to tech-
nical and regulatory consider-
ations with respect to medical
countermeasures; and

“(gg) not be within the De-
partment of Health and Human
Services.

“(II) ~ PARTNERING  EXPERI-
ENCE.—In selecting an entity with
which to enter into an agreement
under clause (i), the Secretary shall
place a high value on the dem-
onstrated experience of the entity in
partnering with the Federal Govern-
ment to meet identified strategic
needs.

“(ii1) NOT AGENCY.—An entity that
enters into an agreement under clause (i)
shall not be deemed to be a Federal agency
for any purpose, including for any purpose
under title 5, United States Code.

“(iv) DIRECTION.—Pursuant to an

agreement entered into under this subpara-
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eraph, the Secretary, acting through the
Director of BARDA, shall provide direc-
tion to the entity that enters into an agree-
ment under clause (1). As part of this

agreement the Director of BARDA shall—

“(I) communicate the medical
countermeasure needs, requirements,
and problems to be addressed by the
entity under the agreement;

“(IT) develop a deseription of
work to be performed by the entity
under the agreement;

“(III) provide technical feedback
and appropriate oversight over work
carried out by the entity under the
agreement, including subsequent de-
velopment and partnerships consistent
with the needs and requirements set
forth in this subparagraph;

“(IV) ensure fair consideration of
products developed under the agree-
ment in order to maintain competition
to the maximum practical extent, as
applicable and appropriate under ap-

plicable provisions of this section; and
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“(V) ensure, as a condition of the

“(aa) has in place a com-
prehensive set of policies that
demonstrate a commitment to
transparency and accountability;

“(bb) protects against con-
flicts of interest through a com-
prehensive set of policies that ad-
dress potential conflicts of inter-
est, ethies, disclosure, and report-
g requirements;

“(ee) provides monthly ac-
counting on the use of funds pro-
vided under such agreement; and

“(dd) provides on a quar-
terly basis, reports regarding the
progress made toward meeting
the identified needs set forth in

the agreement.

“(v) SUPPLEMENT NOT SUPPLANT.—
Activities carried out under this subpara-
eraph shall supplement, and not supplant,

other activities carried out under this sec-
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“(vi) NO ESTABLISHMENT OF ENTI-
TY.—To prevent unnecessary duplication
and target resources effectively, nothing in
this subparagraph shall be construed to
authorize the Secretary to establish within
the Department of Health and IHuman
Services an entity for the purposes of car-
rying out this subparagraph.

“(vi1) TRANSPARENCY AND OVER-
stGauT.—Upon request, the Secretary shall
provide to Congress the information pro-
vided to the Secretary under -clause
(iv)(V)(dd).

“(vii1) INDEPENDENT EVALUATION.—
Not later than 4 years after the date of en-
actment of the 21st Century Cures Act,
the Comptroller General of the United
States shall conduct an independent eval-
uation, and submit to the Secretary and
the appropriate committees of Congress a
report, concerning the activities conducted
under this subparagraph. Such report shall
include recommendations with respect to
any agreement or activities carried out

pursuant to this subparagraph.
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“(ix) SUNSET.—This subparagraph
shall have no force or effect after Sep-
tember 30, 2022.”.
3085. STREAMLINING PROJECT BIOSHIELD PROCURE-
MENT.

Section 319F-2(¢) of the Public Health Service Act

(1) in paragraph (4)(A)(ii), by striking “make
a recommendation under paragraph (6) that the spe-
cial reserve fund as defined in subsection (h) be
made available for the procurement of such counter-
measure’”’ and inserting “and subject to the avail-
ability of appropriations, make available the special
reserve fund as defined in subsection (h) for pro-
curement of such countermeasure, as applicable’;

(2) in paragraph (6)—

(A) by striking subparagraphs (A), (B),
and (E),

(B) by redesignating subparagraphs (C)
and (D) as subparagraphs (A) and (B), respec-
tively;

(C) by amending subparagraph (A), as so
redesignated, to read as follows:

“(A) NOTICE TO APPROPRIATE CONGRES-

SIONAL COMMITTEES.—The Secretary shall no-
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tify the Committee on Appropriations and the
Committee on Health, Education, Labor, and
Pensions of the Senate and the Committee on
Appropriations and the Committee on Energy
and Commerce of the House of Representatives
of each decision to make available the special
reserve fund as defined in subsection (h) for
procurement of a security countermeasure, in-
cluding, where available, the number of, the na-
ture of, and other information concerning po-
tential suppliers of such countermeasure, and
whether other potential suppliers of the same or
similar countermeasures were considered and
rejected for procurement under this section and
the reasons for each such rejection.”’; and

(D) in the heading, by striking “REC-
OMMENDATION FOR PRESIDENT’S APPROVAL’
and inserting “RECOMMENDATIONS FOR PRO-
CUREMENT"’; and
(3) in paragraph (7)—

(A) by striking subparagraphs (A) and (B)
and inserting the following:

“(A) PAYMENTS FROM SPECIAL RESERVE
FUND.—The special reserve fund as defined in

subsection (h) shall be available for payments
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1 made by the Secretary to a vendor for procure-
2 ment of a security countermeasure in accord-
3 ance with the provisions of this paragraph.”;
4 and

5 (B) by redesignating subparagraph (C) as
6 subparagraph (B).

7 SEC. 3086. ENCOURAGING TREATMENTS FOR AGENTS THAT
8 PRESENT A NATIONAL SECURITY THREAT.

9 Subchapter E of chapter V of the Federal Food,
10 Drug, and Cosmetic Act (21 U.S.C. 360bbb et seq.) is
I1 amended by inserting after section 565 the following:

12 “SEC. 565A. PRIORITY REVIEW TO ENCOURAGE TREAT-
13 MENTS FOR AGENTS THAT PRESENT NA-
14 TIONAL SECURITY THREATS.

15 “(a) DEFINITIONS.—In this section:

16 “(1) HUMAN DRUG APPLICATION.—The term
17 ‘human drug application’” has the meaning given
18 such term in section 735(1).

19 “(2) PrRIORITY REVIEW.—The term ‘priority re-
20 view’, with respect to a human drug application,
21 means review and action by the Secretary on such
22 application not later than 6 months after receipt by
23 the Secretary of such application, as described in the
24 Manual of Policies and Procedures in the Food and
25 Drug Administration and goals identified in the let-
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ters described in section 101(b) of the Food and

Drug Administration Safety and Innovation Act.

“(3) PRIORITY REVIEW VOUCHER.—The term
‘priority review voucher’ means a voucher issued by
the Secretary to the sponsor of a material threat
medical countermeasure application that entitles the
holder of such voucher to priority review of a single
human drug application submitted under section
505(b)(1) or section 351(a) of the Public Health
Service Act after the date of approval of the mate-
rial threat medical countermeasure application.

“(4) MATERIAL THREAT MEDICAL COUNTER-
MEASURE APPLICATION.—The term ‘material threat
medical countermeasure application” means an appli-
cation that—

“(A) is a human drug application for a
drug intended for use—

“(1) to prevent, or treat harm from a
biological, chemical, radiological, or nuclear
agent identified as a material threat under
section 319F-2(¢)(2)(A)(11) of the Public
Health Service Act; or

“(1) to mitigate, prevent, or treat
harm from a condition that may result in

adverse health consequences or death and
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may be caused by administering a drug, or

biological product against such agent; and

“(B) the Secretary determines eligible for
priority review;

“(C) is approved after the date of enact-
ment of the 21st Century Cures Act; and

“(D) is for a human drug, no active ingre-
dient (including any ester or salt of the active
ingredient) of which has been approved in any
other application under section 505(b)(1) or
section 351(a) of the Public Health Service Act.

“(b) PRIORITY REVIEW VOUCHER.—

“(1) IN GENERAL.—The Secretary shall award
a priority review voucher to the sponsor of a mate-
rial threat medical countermeasure application upon
approval by the Secretary of such material threat
medical countermeasure application.

“(2) TRANSFERABILITY.—The sponsor of a ma-
terial threat medical countermeasure application
that receives a priority review voucher under this
section may transfer (including by sale) the entitle-
ment to such voucher to a sponsor of a human drug
for which an application under section 505(b)(1) or

section 351(a) of the Public Health Service Act will

be submitted after the date of the approval of the
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material threat medical countermeasure application.
There is no limit on the number of times a priority
review voucher may be transferred before such

voucher 1s used.

“(3) NOTIFICATION.—

“(A) IN GENERAL.—The sponsor of a
human drug application shall notify the Seec-
retary not later than 90 calendar days prior to
submission of the human drug application that
is the subject of a priority review voucher of an
intent to submit the human drug application,
including the date on which the sponsor intends
to submit the application. Such notification
shall be a legally binding commitment to pay
for the user fee to be assessed in accordance
with this section.

“(B) TRANSFER AFTER NOTICE.—The
sponsor of a human drug application that pro-
vides notification of the intent of such sponsor
to use the voucher for the human drug applica-
tion under subparagraph (A) may transfer the
voucher after such notification is provided, if
such sponsor has not yet submitted the human

drug application described in the notification.

“(¢) PRIORITY REVIEW USER FEE.—
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“(1) IN GENERAL.—The Secretary shall estab-
lish a user fee program under which a sponsor of a
human drug application that is the subject of a pri-
ority review voucher shall pay to the Secretary a fee
determined under paragraph (2). Such fee shall be
in addition to any fee required to be submitted by
the sponsor under chapter VIIL.

“(2) FEE AMOUNT.—The amount of the pri-
ority review user fee shall be determined each fiscal
yvear by the Secretary and based on the average cost
incurred by the agency in the review of a human
drug application subject to priority review in the
previous fiscal year.

“(3) ANNUAL FEE SETTING.—The Secretary
shall establish, before the beginning of each fiscal
yvear beginning after September 30, 2016, for that
fiscal year, the amount of the priority review user
fee.

“(4) PAYMENT.—

“(A) IN GENERAL.—The priority review
user fee required by this subsection shall be due
upon the submission of a human drug applica-
tion under section 505(b)(1) or section 351(a)
of the Public Health Service Act for which the

priority review voucher is used.
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“(B) COMPLETE APPLICATION.—An appli-
cation described under subparagraph (A) for
which the sponsor requests the use of a priority
review voucher shall be considered incomplete if
the fee required by this subsection and all other
applicable user fees are not paid i accordance
with the Secretary’s procedures for paying such
fees.

“(C) NO WAIVERS, EXEMPTIONS, REDUC-

TIONS, OR REFUNDS.—The Secretary may not
orant a waiver, exemption, reduction, or refund
of any fees due and payable under this section.

“(5) OFFSETTING COLLECTIONS.—Fees col-

lected pursuant to this subsection for any fiscal

year—

“(A) shall be deposited and credited as off-
setting collections to the account providing ap-
propriations to the Food and Drug Administra-
tion; and

“(6) shall not be collected for any fiscal year

except to the extent provided in advance in appro-
priation Acts.

“(d) NOTICE OF ISSUANCE OF VOUCHER AND AP-

24 PROVAL OF PropucTs UNDER VOUCHER.—The Secretary

25 shall publish a notice in the Federal Register and on the
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Internet website of the Food and Drug Administration not
later than 30 calendar days after the occurrence of each
of the following:

“(1) The Secretary issues a priority review
voucher under this section.

“(2) The Secretary approves a drug pursuant
to an application submitted under section 505(b) of
this Act or section 351(a) of the Public Health Serv-
ice Act for which the sponsor of the application used
a priority review voucher issued under this section.

“(e) ELIGIBILITY FOR OTHER PROGRAMS.

Nothing
in this section precludes a sponsor who seeks a priority
review voucher under this section from participating in
any other incentive program, including under this Act, ex-
cept that no sponsor of a material threat medical counter-
measure application may receive more than one priority
review voucher issued under any section of this Act with
respect to such drug.

“(f) RELATION TO OTHER PROVISIONS.—The provi-
sions of this section shall supplement, not supplant, any
other provisions of this Act or the Public Health Service
Act that encourage the development of medical counter-

measures.
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“(g) SUNSET.—The Secretary may not award any
priority review vouchers under subsection (b) after Octo-
ber 1, 2023.7.

SEC. 3087. PAPERWORK REDUCTION ACT WAIVER DURING
A PUBLIC HEALTH EMERGENCY.

Section 319 of the Public Health Service Act (42
U.S.C. 247d) is amended by adding at the end the fol-
lowing:

“(f) DETERMINATION WITH RESPECT TO PAPER-
WORK REDUCTION AcT WAIVER DURING A PUBLIC
HeALTH EMERGENCY.—

“(1) DETERMINATION.—If the Secretary deter-
mines, after consultation with such public health of-
ficials as may be necessary, that—

“(A)(1) the eriteria set forth for a public
health emergency under paragraph (1) or (2) of
subsection (a) has been met; or

“(1) a disease or disorder, including a
novel and emerging public health threat, is sig-
nificantly likely to become a public¢ health emer-
eency; and

“(B) the circumstances of such public
health emergency, or potential for such signifi-
cantly likely public health emergency, including

the specific preparation for and response to
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such public health emergency or threat, neces-

sitate a waiver from the requirements of sub-

chapter 1 of chapter 35 of title 44, United

States Code (commonly referred to as the Pa-

perwork Reduction Act),
then the requirements of such subchapter I with re-
spect to voluntary collection of information shall not
be applicable during the immediate investigation of,
and response to, such public health emergency dur-
ing the period of such public health emergency or
the period of time necessary to determine if a dis-
ease or disorder, including a novel and emerging
public health threat, will become a public health
emergency as provided for in this paragraph. The re-
quirements of such subchapter I with respect to vol-
untary collection of information shall not be applica-
ble during the immediate postresponse review re-
carding such public health emergency if such imme-
diate postresponse review does not exceed a reason-
able length of time.

“(2) TRANSPARENCY.—If the Secretary deter-
mines that a waiver is necessary under paragraph
(1), the Secretary shall promptly post on the Inter-
net website of the Department of IHealth and

Human Services a brief justification for such waiver,
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the anticipated period of time such waiver will be in
effect, and the agencies and offices within the De-
partment of Health and Human Services to which
such waiver shall apply, and update such informa-
tion posted on the Internet website of the Depart-
ment of Health and Human Services, as applicable.

“(3) EFFECTIVENESS OF WAIVER.—Any waiver
under this subsection shall take effect on the date on
which the Secretary posts information on the Inter-
net website as provided for in this subsection.

“(4) TERMINATION OF WAIVER.—Upon deter-
mining that the circumstances necessitating a waiver
under paragraph (1) no longer exist, the Secretary
shall promptly update the Internet website of the
Department of Health and Human Services to re-

flect the termination of such waiver.

“(5) LIMITATIONS.

“(A) PERIOD OF WAIVER.—The period of
a waiver under paragraph (1) shall not exceed
the period of time for the related public health
emergency, including a public health emergency
declared pursuant to subsection (a), and any
immediate postresponse review regarding the
public health emergency consistent with the re-

quirements of this subsection.
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1 “(B) SUBSEQUENT COMPLIANCE.—An 1ni-
2 tiative subject to a waiver under paragraph (1)
3 that is ongoing after the date on which the
4 waiver expires, shall be subject to the require-
5 ments of subchapter I of chapter 35 of title 44,
6 United States Code, and the Secretary shall en-
7 sure that compliance with such requirements
8 occurs in as timely a manner as possible based
9 on the applicable circumstances, but not to ex-
10 ceed 30 calendar days after the expiration of
11 the applicable waiver.”.
12 SEC. 3088. CLARIFYING FOOD AND DRUG ADMINISTRATION
13 EMERGENCY USE AUTHORIZATION.
14 (a) AUTHORIZATION FOR MEDICAL PRODUCTS FOR
15 USE IN EMERGENCIES.—Section 564 of the Federal Food,
16 Drug, and Cosmetic Act (21 U.S.C. 360bbb-3) is amend-
17 ed—
18 (1) 1 subsection (a)(2)—
19 (A) in subparagraph (A)—
20 (1) by striking “or 515”7 and inserting
21 “512, or 51577; and
22 (ii) by inserting ‘“‘or conditionally ap-
23 proved under section 571 of this Act” after
24 “Public Health Service Act”’; and
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(B) in subparagraph (B), by inserting
“conditionally approved under section 571,”

2

after “approved,” each place the term appears;
(2) mn subsection (b)(4), by striking the second
comma after “‘determination’’;
(3) in subsection (e)(3)(B), by striking “‘section
503(b)” and inserting ‘‘subsection (b) or (f) of sec-

tion 503 or under section 504,

(4) 1n subsection (f)(2)—

“, or an animal to which,”

(A) by inserting
after “to a patient to whom’’; and

(B) by inserting ‘“‘or by the veterinarian
caring for such animal, as applicable” after “at-
tending physician’’;

(5) in subsection (g)(1), by inserting ‘‘condi-
tional approval under section 571, after “‘ap-
proval,”;

(6) in subsection (h)(1), by striking “or section
520(g2)”and inserting “512(j), or 520(g)”’; and

(7) in subsection (k), by striking ‘“‘section

520(g),”and inserting “512(j), or 520(g)”.

(b) NEW ANIMAL DRrRUGS.—Section 512(a)(1) of the

23 Federal Food, Drug, and Cosmetic Act (21 U.S.C.

24 360b(a)(1)) 1s amended—
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(1) in subparagraph (B), by striking “or” at
the end;

(2) in subparagraph (C), by striking the period
and inserting ‘; or’”’; and

(3) by inserting after subparagraph (C) the fol-
lowing:

“(D) there is in effect an authorization pursu-
ant to section 564 with respect to such use or in-
tended use of such drug, and such drug, its labeling,
and such use conform to any conditions of such au-
thorization.”.

(¢) EMERGENCY USE OF MEDICAL PRODUCTS.—Sec-

564A of the Federal Food, Drug, and Cosmetic Act

14 (21 U.S.C. 360bbb-3a) 1s amended—

15
16
17
18
19
20
21
22

23 tion

(1) in subsection (a)(1)(A), by inserting ““, con-
ditionally approved under section 571, after ‘“‘chap-
ter”’; and

(2) in subsection (d), by striking ‘“‘sections
503(b) and 520(e)” and inserting ‘“‘subsections (b)
and (f) of section 503, section 504, and section
520(e)”.

(d) ProbpUCTS HELD FOR EMERGENCY USE.—Sec-

564B(2) of the Federal Food, Drug, and Cosmetic

24 Act (21 U.S.C. 360bbb-3b(2)) 1s amended—

25
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“or conditionally approved

(A) by inserting
under section 571 of this Act” after “Public
Health Service Act”; and

(B) by striking “or 515”7 and inserting
“512, or 515”7; and
(2) in subparagraph (B), by striking “or 520"

and inserting “512, or 5207,

Subtitle I—Vaccine Access,
Certainty, and Innovation
SEC. 3091. PREDICTABLE REVIEW TIMELINES OF VACCINES
BY THE ADVISORY COMMITTEE ON IMMUNI-
ZATION PRACTICES.

(a) CONSIDERATION OF NEW VACCINES.—Upon the
licensure of any vaccine or any new indication for a vac-
cine, the Advisory Committee on Immunization Practices
(in this section referred to as the ‘““Advisory Committee”)
shall, as appropriate, consider the use of the vaccine at
its next regularly scheduled meeting.

(b) ADDITIONAL INFORMATION.—If the Advisory
Committee does not make a recommendation with respect
to the use of a vaccine at the Advisory Committee’s first
regularly scheduled meeting after the licensure of the vac-
cine or any new indication for the vaccine, the Advisory
Committee shall provide an update on the status of such

committee’s review.
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(¢) CONSIDERATION FOR BREAKTHROUGH THERA-
PIES AND FOR POTENTIAL USE DURING PUBLIC HEALTH
EMERGENCY.—The Advisory Committee shall make rec-
ommendations with respect to the use of certain vaccines
in a timely manner, as appropriate, including vaccines
that—

(1) are designated as a breakthrough therapy
under section 506 of the Federal Food, Drug, and
Cosmetic Act (21 U.S.C. 356) and licensed under
section 351 of the Public Health Service Act (42
U.S.C. 262); or

(2) could be used in a public health emergency.
(d) DEFINITION.—In this section, the terms “Advi-

sory Committee on Immunization Practices” and “Advi-
sory Committee” mean the Advisory Committee on Immu-
nization Practices established by the Secretary pursuant
to section 222 of the Public Health Service Act (42 U.S.C.
217a), acting through the Director of the Centers for Dis-
ease Control and Prevention.”.
SEC. 3092. REVIEW OF PROCESSES AND CONSISTENCY OF
ADVISORY COMMITTEE ON IMMUNIZATION
PRACTICES RECOMMENDATIONS.
(a) REVIEW.—The Director of the Centers for Dis-
ease Control and Prevention shall conduct a review of the

processes used by the Advisory Committee on Immuniza-
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I tion Practices in formulating and issuing recommenda-
2 tions pertaining to vaccines, including with respect to con-

3 sistency.

4 (b) CONSIDERATIONS.—The review under subsection
5 (a) shall include an assessment of—
6 (1) the criteria used to evaluate new and exist-
7 ing vaccines, including the identification of any
8 arcas for which flexibility in evaluating such ecriteria
9 is necessary and the reason for such flexibility;
10 (2) the Grading of Recommendations, Assess-
11 ment, Development, and Evaluation (GRADE) ap-
12 proach to the review and analysis of scientific and
13 economic data, including the scientific basis for such
14 approach; and
15 (3) the extent to which the processes used by
16 the work groups of the Advisory Committee on Im-
17 munization Practices are consistent among such
18 oroups, including the identification of reasons for
19 any variation.
20 (¢) STAKEHOLDERS.—In carrying out the review

21 under subsection (a), the Director of the Centers for Dis-
22 ease Control and Prevention shall solicit input from vaec-
23 cine stakeholders.

24 (d) REPORT.—Not later than 18 months after the

25 date of enactment of this Act, the Director of the Centers

L:\vA112516\R112516.004.xml
November 25, 2016 (3:02 p.m.)



SACLERK\XML\CPRT-114-HPRT-RU00-SAHR34. XML

1
2
3
4
5
6
7
8
9

10
11
12
13
14
15
16
17
18
19
20
21
22
23
24
25

312
for Disease Control and Prevention shall submit to the
appropriate committees of the Congress, and make pub-
licly available, a report on the results of the review under
subsection (a), including any recommendations on improv-
ing the consistency of the processes deseribed in such sub-
section.

(e) DEFINITION.—In this section, the term ““Advisory
Committee on Immunization Practices” means the Advi-
sory Committee on Immunization Practices established by
the Secretary of Health and Human Services pursuant to
section 222 of the Public Health Service Act (42 U.S.C.
217a), acting through the Director of the Centers for Dis-
ease Control and Prevention.

SEC. 3093. ENCOURAGING VACCINE INNOVATION.

(a) VACCINE MEETINGS.—The Director of the Cen-

ters for Disease Control and Prevention shall ensure that
appropriate staff within the relevant centers and divisions
of the Office of Infectious Diseases, and others, as appro-
priate, coordinate with respect to the public health needs,
epidemiology, and program planning and implementation
considerations related to immunization, including with re-
card to meetings with stakeholders related to such topics.
(b) REPORT ON VACCINE INNOVATION.—
(1) IN GENERAL.—Not later than 1 year after

the date of enactment of this Act, the Secretary of
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Health and Human Services (referred to in this sec-
tion as the “Secretary’”), in collaboration with ap-
propriate agencies or offices within the Department
of Health and Human Services, including the Na-
tional Institutes of Health, the Centers for Disease
Control and Prevention, the Food and Drug Admin-
istration, and the Biomedical Advanced Research
and Development Authority, shall submit to the
Committee on IHealth, Education, Liabor, and Pen-
sions of the Senate and the Committee on Energy
and Commerce of the House of Representatives, and
post publicly on the Internet website of the Depart-
ment of Health and Human Services, a report on
ways to promote innovation in the development of
vaceines that minimize the burden of infectious dis-

ease.

(2) CONTENTS.—The report described in para-

oraph (1) shall review the current status of vaccine
development and, as appropriate—

(A) consider the optimal process to deter-

mine which vaccines would be beneficial to pub-

lic health and how information on such vacecines

is disseminated to key stakeholders;
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1 (B) examine and identify whether obstacles
2 exist that inhibit the development of beneficial
3 vaccines; and
4 (C) make recommendations about how best
5 to remove any obstacles identified under sub-
6 paragraph (B) in order to promote and
7 Incentivize vaceine innovation and development.
8 (3) CONSULTATION.—In preparing the report
9 under this subsection, the Secretary may consult
10 with—
11 (A) representatives of relevant Federal
12 agencies and departments, including the De-
13 partment of Defense and the Department of
14 Veterans Affairs;
15 (B) academic researchers;
16 (C) developers and manufacturers of vac-
17 cines;
18 (D) medical and public health practi-
19 tioners;
20 (E) representatives of patient, policy, and
21 advocacy organizations; and
22 (F') representatives of other entities, as the
23 Secretary determines appropriate.
24 (¢) UPDATES RELATED TO MATERNAL IMMUNIZA-
25 TION.—
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(1) ADDITIONAL VACCINES.—Section 2114(e)
of the Public Health Service Act (42 U.S.C. 300aa—
14(e)) is amended by adding at the end the fol-
lowing:

“(3) VACCINES RECOMMENDED FOR USE IN
PREGNANT WOMEN.—The Secretary shall revise the
Vaccine Injury Table included in subsection (a),
through the process described in subsection (¢), to
include vaccines recommended by the Centers for
Disease Control and Prevention for routine adminis-
tration in pregnant women and the information de-
seribed in subparagraphs (B) and (C) of paragraph
(2) with respect to such vaceines.”.

(2) PETITION CONTENT.—Section 2111 of the
Public Health Service Act (42 U.S.C. 300aa—11) 1s
amended by adding at the end the following:

“(f) MATERNAL IMMUNIZATION .—

“(1) IN GENERAL.—Notwithstanding any other
provision of law, for purposes of this subtitle, both
a woman who received a covered vaccine while preg-
nant and any child who was in utero at the time
such woman received the vaccine shall be considered
persons to whom the covered vaccine was adminis-

tered and persons who received the covered vacecine.
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“(2) DEFINITION.—AS used in this subsection,
the term ‘child’ shall have the meaning given that
term by subsections (a) and (b) of section 8 of title
1, United States Code, except that, for purposes of
this subsection, such section 8 shall be applied as if
the term ‘include’ in subsection (a) of such section
were replaced with the term ‘mean’.”.

(3) PETITIONERS.—Section 2111(b)(2) of the

Public Health Service Act (42 U.S.C. 300aa—

11(b)(2)) 1s amended by adding “A covered vaccine
administered to a pregnant woman shall constitute
more than one administration, one to the mother
and one to each child (as such term is defined in
subsection (f)(2)) who was in utero at the time such

woman was administered the vaceine.” at the end.

16 Subtitle J—Technical Corrections

17 SEC.

18
19
20
21
22
23
24
25
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3101. TECHNICAL CORRECTIONS.
(a) FFDCA.—

(1) REFERENCES.—Except as otherwise ex-
pressly provided, whenever in this subsection an
amendment is expressed in terms of an amendment
to a section or other provision, the reference shall be
considered to be made to that section or other provi-
sion of the Federal Food, Drug, and Cosmetic Act

(21 U.S.C. 301 et seq.).
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(2) AMENDMENTS.—

(A) PROHIBITED ACTS.—Section 301(r)
(21 U.S.C. 331(r)) is amended by inserting *,
drug,” after “device” each place the term ap-
pears.

(B) NEW DRUGS.—Section 505 (21 U.S.C.

355) 18 amended—
(1) in subsection (d), in the last sen-
tence, by striking “‘premarket approval”

“marketing approval”’; and

and inserting
(i1) in subsection (q)(5)(A), by strik-
ing “‘subsection (b)(2) or (j) of the Act or

351(k)” and inserting ‘‘subsection (b)(2)

or () of this section or section 351(k)”.

(C) RISK EVALUATION AND MITIGATION
STRATEGIES.—Section  505-1(h)(21  U.S.C.
355—1(h)) 1s amended—

(1) in paragraph (2)(A)(iii)—

(I) in the clause heading, by
striking “LABEL” and inserting ‘‘LA-
BELING’;

(IT) by striking “label” each
place the term appears and inserting

“labeling”’; and
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(II) by striking “sponsor’” and
inserting ‘‘responsible person’’; and

(i1) in paragraph (8), by striking “and

(7). and inserting “and (7).

PEDIATRIC STUDY PLANS.—Section

505B (21 U.S.C. 355¢) 1s amended—

(1) in subsection (e)—

(I) in paragraph (2)—

(aa) in subparagraph (A),
by inserting ‘“‘study’” after “ini-
tial pediatric” each place the
term appears; and

(bb) in subparagraph (B), in
the subparagraph heading, by
striking “INITIAL PLAN” and in-
serting  “INITIAL  PEDIATRIC
STUDY PLAN";

(IT) in paragraph (5), in the
paragraph  heading, by inserting
“AGREED INITIAL PEDIATRIC STUDY”
before “PLAN""; and

(ITI) in paragraph (6), by strik-
ing “agreed initial pediatric plan” and
inserting  “‘agreed initial pediatric

study plan”; and
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(i) in subsection (f)(1), by inserting
“and any significant amendments to such
plans,” after “‘agreed initial pediatric study
plans,”.

(E) DISCONTINUANCE OR INTERRUPTION
IN THE PRODUCTION OF LIVE-SAVING DRUGS.—
Section 506C (21 U.S.C. 356¢) is amended—

(1) in subsection (¢), by striking “‘dis-
continuation” and inserting ‘“‘discontinu-
ance’’; and

(i) in subsection (g)(1), by striking
“section 505(j) that could help” and in-
serting “‘section 505(j), that could help”.
(F) ANNUAL REPORTING ON DRUG SHORT-

AGES.—Section 506C-1(a) (21 U.S.C. 331(a))
is amended, in the matter before paragraph
(1)—

(1) by striking “Not later than the end
of calendar year 2013, and not later than
the end of each calendar year thereafter,”
and inserting “Not later than March 31 of
each calendar year,”; and

(i1) by inserting *, with respect to the

preceding calendar year,” after ‘“‘a report”.
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DRUG  SHORTAGE  LIST.—Section

H506E(b)(3)(E) (21 U.S.C. 356¢e(b)(3)(E)) is

amended by striking “discontinuation” and in-

serting “‘discontinuance”.

(H) INSPECTIONS OF ESTABLISHMENTS.

Section 510(h) (21 U.S.C. 360(h)) i1s amend-

(1) in paragraph (4), in the matter

preceding subparagraph (A), by striking

“establishing the risk-based scheduled”

and inserting ‘‘establishing a risk-based

schedule”’; and

ed—
(I)
TENDED

(11) in paragraph (6)—

(I) in subparagraph (A), by strik-
ing “fiscal” and inserting ‘‘calendar”
each place the term appears; and

(IT) in subparagraph (B), by
striking “an active ingredient of a
drug, a finished drug product, or an
excipient of a drug” and inserting “‘an
active ingredient of a drug or a fin-
ished drug produect”.

CLASSIFICATION  OF DEVICES IN-

FOR HUMAN USE.—Section
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513(H)(2)(A) (21 U.S.C. 360¢(f)(2)(A)) is
amended—
(1) in clause (i), by striking “within

30 days”’; and

(i1) in clause (iv), by striking “low-
moderate” and inserting ‘“low to mod-
erate”.

(J) PREMARKET  APPROVAL.—Section
515(a)(1) (21 U.S.C. 360e(a)(1)) 1s amended
by striking “subject to a an order” and insert-
ing “subject to an order”.

(K) PROGRAM TO IMPROVE THE DEVICE
RECALL SYSTEM.—Section 518A (21 U.S.C.
360h-1) 1s amended—

(1) by striking subsection (¢); and
(i1) by redesignating subsection (d) as
subsection (¢).

(L)) UNIQUE DEVICE IDENTIFIER.—Section
519(f) (21 U.S.C. 360i(f)) is amended by strik-
ing “and life sustaining” and inserting “or life
sustaining”’.

(M) PRIORITY REVIEW TO ENCOURAGE
Sec-

tion 524(c¢)(4)(A) of the Federal Food, Drug,

TREATMENTS FOR TROPICAL DISEASES.

and Cosmetic Act (21 U.S.C. 360n(¢)(4)(A)) 1s
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amended by striking “Services Act’” and insert-
ing “Service Act’.

(N) PRIORITY REVIEW FOR QUALIFIED IN-

FECTIOUS DISEASE PRODUCTS.—Section 524A
(21 U.S.C. 360n-1) 1s amended—
(1) by striking “If the Secretary” and

inserting the following:

“(a) IN GENERAL.—If the Secretary”;

(i) by striking “any” and inserting
“the first”’; and
(i) by adding at the end the fol-

lowing:

“(b) CONSTRUCTION.—Nothing in this section shall
prohibit the Secretary from giving priority review to a
human drug application or efficacy supplement submitted
for approval under section 505(b) that otherwise meets the

criteria for the Secretary to grant priority review.”.

(O) CONSULTATION WITH EXTERNAL EX-
PERTS ON RARE DISEASES, TARGETED THERA-
PIES, AND GENETIC TARGETING OF TREAT-
MENTS.—Section  569(a)(2)(A) (21 U.S.C.
360bbb—8(a)(2)(A)) 1s amended, in the first
sentence, by striking “‘subsection (¢)” and in-

serting ‘“‘subsection (b)”.
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(P)  OPTIMIZING  GLOBAL  CLINICAL

TRIALS.—Section 569A(c¢) (21 U.S.C. 360bbb—

8a(c)) is amended by inserting “or under the
Public Health Service Act” after “‘this Act”.

(Q) USE OF CLINICAL INVESTIGATION
DATA FROM OUTSIDE THE UNITED STATES.—
Section 569B (21 U.S.C. 360bbb—8b) is amend-
ed by striking “drug or device” and inserting
“drug, biological product, or device” each place
the term appears.

Sec-

(R) MEDICAL GASES DEFINITIONS.

tion 575(1)(H) (21 U.S.C. 360ddd(1)(H)) is

amended—
(1) by inserting “for a new drug” after
“any period of exclusivity’’; and
(i1) by inserting “or any period of ex-
clusivity for a new animal drug under sec-
tion 512(¢)(2)(F),” after “section 505A,”.
(S) REGULATION OF MEDICAL GASES.—
Section 576(a) (21 U.S.C. 360ddd-1(a)) 1s
amended—
(1) in the matter preceding subpara-
eraph (A) of paragraph (1), by inserting
“who seeks to initially introduce or deliver

for introduction a designated medical gas
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into interstate commerce” after “any per-
son’’; and

(i1) in paragraph (3)

(I) in subparagraph (A)—

(aa) in clause (1)(VIII), by
inserting “for a new drug” after
“any period of exclusivity”’; and

(bb) in clause (i), in the
matter preceding subclause (I),
by inserting ‘‘the” before ‘‘final
use’’; and
(IT) in subparagraph (B)—

(aa) in clause (1), by insert-
ing “for a new drug’” after “any
period of exclusivity’’; and

(bb) in clause (i1), by insert-
ing a comma after “drug prod-
uet”.

(T) INAPPLICABILITY OF DRUG FEES TO

DESIGNATED MEDICAL GASES.—Section 577

(21 U.S.C. 360ddd-2) is amended by inserting
“or 740(a)” after “section 736(a)”.
(U) CONFLICTS OF INTEREST.—Section

712(e)(1)(B) (21 U.S.C. 379d-1(e)(1)(B)) is
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amended by striking “‘services” and inserting
“service”.

(V) AUTHORITY TO ASSESS AND USE BIO-
SIMILAR BIOLOGICAL PRODUCT FEES.—Section
744H(a) (21 U.S.C. 3795-52(a)) is amended—

(1) in paragraph (1)(A)(v), by striking

“Biosimilars User Fee Act of 2012”7 and

inserting “‘Biosimilar User Fee Act of

20127; and

(i) in paragraph (2)(B), by striking

“Biosimilars User Fee Act of 2012”7 and

inserting “‘Biosimilar User Fee Act of

20127,

(W) REGISTRATION OF COMMERCIAL IM-
PORTERS.—

(1) AMENDMENT.—Section 801(s)(2)

(21 U.S.C. 381(s)(2)) is amended by add-

ing at the end the following:

“(D) EFFECTIVE DATE.—In establishing
the effective date of the regulations under sub-
paragraph (A), the Secretary shall, in consulta-
tion with the Secretary of Homeland Security
acting through U.S. Customs and Border Pro-
tection, as determined appropriate by the Sec-

retary of Health and Human Services, provide
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a reasonable period of time for an importer of

a drug to comply with good importer practices,

taking into account differences among import-

ers and types of imports, including based on the
level of risk posed by the imported product.”.
(1) CONFORMING AMENDMENT.—Sec-
tion 714 of the Food and Drug Adminis-
tration Safety and Innovation Act (Public
Law 112-144; 126 Stat. 1074) is amended
by striking subsection (d).
(X) RECOGNITION OF FOREIGN GOVERN-

MENT INSPECTIONS.—Section  809(a)(2) (21

U.S.C. 384e(a)(2)) is amended by striking

“conduction” and inserting ‘“‘conducting”.

(b) FDASIA.—

(1) FINDINGS RELATING TO DRUG AP-
PROVAL.—Section 901(a)(1)(A) of the Food and
Drug Administration Safety and Innovation Act
(Public Law 112-144; 21 U.S.C. 356 note) is
amended by striking “‘serious and life-threatening
diseases” and inserting ‘‘serious or life-threatening
diseases”.

(2) REPORTING OF INCLUSION OF DEMO-

GRAPHIC SUBGROUPS.—Section 907 of the Food and

Drug Administration Safety and Innovation Act
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1 (Public Law 112-144; 126 Stat. 1092, 1093) is

2 amended—

3 (A) in the section heading, by striking

4 “BIOLOGICS” in the heading and inserting

5 “BIOLOGICAL PRODUCTS”; and

6 (B) in subsection (a)(2)(B), by striking

7 “applications for new drug applications” and

8 inserting ‘“‘new drug applications”.

9 (3) COMBATING PRESCRIPTION DRUG ABUSE.—

10 Section 1122 of the Food and Drug Administration
11 Safety and Innovation Act (Public Law 112-144;
12 126 Stat. 1112, 1113) is amended—
13 (A) in subsection (a)(2), by striking
14 “dependance” and inserting “dependence’’; and
15 (B) in subsection (¢), by striking “promul-
16 cate”” and inserting “‘issue’’.

17 SEC. 3102. COMPLETED STUDIES.

18 The Federal Food, Drug, and Cosmetic Act is amend-
19 ed—

20 (I) 1 section HO05H(k)(H) (21 U.S.C.
21 355(k)(5))—

22 (A) 1n subparagraph (A), by inserting
23 “and” after the semicolon;

24 (B) by striking subparagraph (B); and

L:\vA112516\R112516.004.xml
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(C) by redesignating subparagraph (C) as
subparagraph (B);
(2) in section H505A (21 U.S.C. 355a), by strik-
ing subsection (p);
(3) 1n section H056B (21 U.S.C. 355¢)—
(A) by striking subsection (1); and
(B) by redesignating subsection (m) as
subsection (1); and
(4) in section 523 (21 U.S.C. 360m), by strik-
ing subsection (d).
TITLE IV—DELIVERY
SEC. 4001. ASSISTING DOCTORS AND HOSPITALS IN IM-
PROVING QUALITY OF CARE FOR PATIENTS.
(a) IN GENERAL.—The Health Information Tech-
nology for Economic and Clinical Health Act (title XIII
of division A of Public Law 111-5) is amended—
(1) by adding at the end of part 1 of subtitle
A the following:
“SEC. 13103. ASSISTING DOCTORS AND HOSPITALS IN IM-
PROVING QUALITY OF CARE FOR PATIENTS.
“(a) REDUCTION IN BURDENS GOAL.—The Sec-
retary of Health and Human Services (referred to in this
section as the ‘Secretary’), in consultation with providers
of health services, health care suppliers of services, health

care payers, health professional societies, health informa-

L:\vA112516\R112516.004.xml
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technology developers, health care quality organiza-

tions, health care accreditation organizations, public
health entities, States, and other appropriate entities,

shall, in accordance with subsection (b)—

“(1) establish a goal with respect to the reduc-
tion of regulatory or administrative burdens (such as
documentation requirements) relating to the use of
electronic health records;

“(2) develop a strategy for meeting the goal es-
tablished under paragraph (1); and

“(3) develop recommendations for meeting the
ooal established under paragraph (1).

“(b) STRATEGY AND RECOMMENDATIONS.

“(1) IN GENERAL.—To achieve the goal estab-
lished under subsection (a)(1), the Secretary, in con-
sultation with the entities described in such sub-
section, shall, not later than 1 year after the date
of enactment of the 21st Century Cures Act, develop
a strategy and recommendations to meet the goal in
accordance with this subsection.

“(2) STRATEGY.—The strategy developed under
paragraph (1) shall address the regulatory and ad-
ministrative burdens (such as documentation re-

quirements) relating to the use of electronic health
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records. Such strategy shall include broad public

comment and shall prioritize—

“(A)(1) incentives for meaningful use of
certified EHR technology for eligible profes-
sionals and hospitals under sections 1848(a)(7)
and 1886(b)(3)(B)(ix), respectively, of the So-
cial Security Act (42 U.S.C. 1395w—4(a)(7),
1395ww(b)(3)(B)(ix));

“(1) the program for making payments
under section 1903(a)(3)(F) of the Social Secu-
rity Act (42 U.S.C. 1396b(a)(3)(F)) to encour-
age the adoption and use of certified EHR
technology by Medicaid providers;

“() the Merit-based Incentive Payment
System under section 1848(q) of the Social Se-
curity Act (42 U.S.C. 1395w—4(q));

“(iv) alternative payment models (as de-
fined 1n section 1833(z)(3)(C) of the Social Se-
curity Act (42 U.S.C. 13951(z)(3)(C));

“(v) the Iospital Value-Based Purchasing
Program under section 1886(0) of the Social
Security Act (42 U.S.C. 1395ww(0)); and

“(v1) other value-based payment programs,

as the Secretary determines appropriate;
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“(B) health information technology certifi-
cation;

“(C) standards and implementation speci-
fications, as appropriate;

“(D) activities that provide individuals ac-
cess to their electronic health information;

“(E) activities related to protecting the
privacy of electronic health information;

“(F) activities related to protecting the se-
curity of electronic health information;

“(G) activities related to facilitating health
and clinical research;

“(H) activities related to public health;

“(I) activities related to aligning and sim-
plifving quality measures across Federal pro-
orams and other payers;

“(J) activities related to reporting clinical
data for administrative purposes; and

“(K) other areas, as the Secretary deter-
mines appropriate.

The recommenda-

“(3) RECOMMENDATIONS.

tions developed under paragraph (1) shall address—

“(A) actions that improve the clinical doc-
umentation experience;

“(B) actions that improve patient care;
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“(C) actions to be taken by the Secretary
and by other entities; and
“(D) other areas, as the Secretary deter-
mines appropriate, to reduce the reporting bur-
den required of health care providers.
“(4) FACA.—The Federal Advisory Committee
Act (5 U.S.C. App.) shall not apply to the develop-
ment of the goal, strategies, or recommendations de-
scribed in this section.

“(¢) APPLICATION OF CERTAIN REGULATORY RE-

QUIREMENTS.—A  physician  (as  defined in  section
1861(r)(1) of the Social Security Act), to the extent con-
sistent with applicable State law, may delegate electronic
medical record documentation requirements specified in
regulations promulgated by the Centers for Medicare &
Medicaid Services to a person performing a seribe function
who is not such physician if such physician has signed and
verified the documentation.”; and

(2) in the table of contents in section 13001(b),

by inserting after the item relating to section 13102

the following:

“13103. Assisting doctors and hospitals in improving the quality and care for
patients.”.

(b) CERTIFICATION OF HEALTH INFORMATION
TECHNOLOGY FOR MEDICAL SPECIALTIES AND SITES OF

SERVICE.—Section 3001(¢)(5) of the Public Health Serv-
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I ice Act (42 U.S.C. 30035-11(¢)(5)) is amended by adding

2 at the end the following:
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“(C) HEALTH INFORMATION TECHNOLOGY

FOR MEDICAL SPECIALTIES AND SITES OF

SERVICE.—

“(1) IN GENERAL.—The National Co-
ordinator shall encourage, keep, or recog-
nize, through existing authorities, the vol-
untary certification of health information
technology under the program developed
under subparagraph (A) for use in medical
specialties and sites of service for which no
such technology is available or where more
technological advancement or integration is
needed.

“(11) SPECIFIC MEDICAL SPECIAL-

TIES.—The Secretary shall accept public
comment on specific medical specialties
and sites of service, in addition to those
described in clause (i), for the purpose of
selecting additional specialties and sites of
service as necessary.

“(in) HEALTH INFORMATION TECIH-

NOLOGY FOR PEDIATRICS.—Not later than

18 months after the date of enactment of
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the 21st Century Cures Act, the Secretary,
in consultation with relevant stakeholders,
shall make recommendations for the vol-
untary certification of health information
technology for use by pediatric health pro-
viders to support the health care of chil-
dren. Not later than 2 years after the date
of enactment of the 21st Century Cures
Act, the Secretary shall adopt certification
criteria under section 3004 to support the
voluntary certification of health informa-
tion technology for use by pediatric health
providers to support the health care of

children.”.

(¢) MEANINGFUL USE STATISTICS.—

(1) IN GENERAL.—Not later than 6 months
after the date of enactment of this Act, the Sec-
retary of IHealth and Human Services shall submit
to the HIT Advisory Committee of the Office of the
National Coordinator for Health Information Tech-
nology, a report concerning attestation statisties for
the Medicare and Medicaid EHR Meaningful Use
Incentive programs to assist in informing standards
adoption and related practices. Such statistics shall

include attestation information delineated by State,
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including, to the extent practicable, the number of
providers who did not meet the minimum ecriteria
necessary to attest for the Medicare and Medicaid
EHR Meaningful Use Incentive programs for a cal-
endar year, and shall be made publicly available on
the Internet website of the Secretary on at least a
quarterly basis.

(2) AUTHORITY TO ALTER FORMAT.—The Sec-
retary of Health and Human Services may alter the
format of the reports on the attestation of eligible
health care professionals following the first perform-
ance year of the Merit-based Incentive Payment Sys-
tem to account for changes arising from the imple-
mentation of such payment system.

4002. TRANSPARENT REPORTING ON USABILITY, SE-
CURITY, AND FUNCTIONALITY.

(a) ENHANCEMENTS TO CERTIFICATION.—Section

3001(¢)(5) of the Public Health Service Act (42 U.S.C.
3003-11), as amended by section 4001(b), is further

amended by adding at the end the following:

“(D) CONDITIONS OF CERTIFICATION.—
Not later than 1 year after the date of enact-
ment of the 21st Century Cures Act, the Sec-
retary, through notice and comment rule-

making, shall require, as a condition of certifi-
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cation and maintenance of certification for pro-
orams maintained or recognized under this
paragraph, consistent with other conditions and
requirements under this title, that the health
information technology developer or entity—

“(1) does not take any action that con-
stitutes information blocking as defined in
section 3022(a);

“(i1) provides assurances satisfactory
to the Secretary that such developer or en-
tity, unless for legitimate purposes speci-
fied by the Secretary, will not take any ac-
tion described in clause (1) or any other ac-
tion that may inhibit the appropriate ex-
change, access, and use of electronic health
information;

“(11) does mnot prohibit or restrict
communication regarding—

“(I) the usability of the health
information technology;

“(IT) the interoperability of the
health information technology;

“(ITI) the security of the health

information technology;
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“(IV) relevant information re-
carding users’ experiences when using
the health information technology;

“(V) the business practices of de-
velopers of health information tech-
nology related to exchanging elec-
tronic health information; and

“(VI) the manner in which a user
of the health information technology
has used such technology;

“(iv) has published application pro-
oramming Interfaces and allows health in-
formation from such technology to be
accessed, exchanged, and used without spe-
cial effort through the use of application
programming interfaces or successor tech-
nology or standards, as provided for under
applicable law, including providing access
to all data elements of a patient’s elec-
tronic health record to the extent permis-
sible under applicable privacy laws;

“(v) has successfully tested the real
world use of the technology for interoper-

ability (as defined in section 3000) in the
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type of setting in which such technology
would be marketed;

“(vi) provides to the Secretary an at-

testation that the developer or entity:

“(I) has not engaged in any of
the conduct described in clause (i);

“(II) has provided assurances
satisfactory to the Secretary in ac-
cordance with clause (i1);

“(III) does mnot prohibit or re-
strict communication as described in
clause (iii);

“(IV) has published information
in accordance with clause (iv);

“(V) ensures that its technology
allows for health information to be ex-
changed, accessed, and used, in the
manner described in clause (iv); and

“(VI) has undertaken real world
testing as described in clause (v); and
“(vil) submits reporting criteria in ac-

cordance with section 3009A(b).”.
“(E) COMPLIANCE WITH CONDITIONS OF
CERTIFICATION.—The Secretary may encourage

compliance with the conditions of certification
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described in subparagraph (D) and take action

to discourage noncompliance, as appropriate.”.

(b) EHR SIGNIFICANT HARDSHIP EXCEPTION.—

(1)  APPLICATION TO ELIGIBLE PROFES-

(A) IN CASE OF DECERTIFICATION.—Sec-
tion 1848(a)(7)(B) of the Social Security Act
(42 U.S.C. 1395w—4(a)(7)(B)) is amended by
inserting after the first sentence the following
new sentence: ‘“‘The Secretary shall exempt an
eligible professional from the application of the
payment adjustment under subparagraph (A)
with respect to a year, subject to annual re-
newal, if the Secretary determines that compli-
ance with the requirement for being a meaning-
ful EHR wuser is not possible because the cer-
tified EHR technology used by such profes-
sional has been decertified under a program
kept or recognized pursuant to section
3001(c)(H) of the Public Health Service Act.”.

(B) CONTINUED APPLICATION UNDER

MIPS.

curity Act (42 U.S.C. 1395w—4(0)(2)(D)) 1is

Section 1848(0)(2)(D) of the Social Se-

amended by adding at the end the following

new sentence: ‘“The provisions of subparagraphs
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(B) and (D) of subsection (a)(7), shall apply to
assessments of MIPS eligible professionals
under subsection (q) with respect to the per-
formance category described in  subsection
(q)(2)(A)(iv) in an appropriate manner which
may be similar to the manner in which such
provisions apply with respect to payment ad-

justments made under subsection (a)(7)(A).”.

(2) APPLICATION TO ELIGIBLE HOSPITALS.

Section 1886(b)(3)(B)(ix)(II) of the Social Security
Act (42 U.S.C. 1395ww(b)(3)(B)(ix)(II)) 1s amended
by inserting after the first sentence the following
new sentence: “The Secretary shall exempt an eligi-
ble hospital from the application of the payment ad-
justment under subclause (I) with respect to a fiscal
year, subject to annual renewal, if the Secretary de-
termines that compliance with the requirement for
being a meaningful EHR user is not possible be-
cause the certified EHR technology used by such
hospital is decertified under a program kept or rec-
ognized pursuant to section 3001(¢)(5) of the Public
Health Service Act.”.

(¢) ELECTRONIC HEALTH RECORD REPORTING PRO-

24 GrRAM.—Subtitle A of title XXX of the Public Health
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