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§ 289a. Peer review requirements

(a) Applications for biomedical and behavioral
research grants, cooperative agreements,
and contracts; regulations

(1) The Secretary, acting through the Director
of NIH, shall by regulation require appropriate
technical and scientific peer review of—

(A) applications made for grants and cooper-
ative agreements under this chapter for bio-
medical and behavioral research; and

(B) applications made for biomedical and be-
havioral research and development contracts
to be administered through the National Insti-
tutes of Health.

(2) Regulations promulgated under paragraph
(1) shall require that the review of applications
made for grants, contracts, and cooperative
agreements required by the regulations be con-
ducted—

(A) to the extent practical, in a manner con-
sistent with the system for technical and sci-
entific peer review applicable on November 20,
1985, to grants under this chapter for bio-
medical and behavioral research, and

(B) to the extent practical, by technical and
scientific peer review groups performing such
review on or before November 20, 1985,

and shall authorize such review to be conducted

by groups appointed under sections 282(b)(16) and

284(c)(3) of this title.

(b) Periodic review of research at National Insti-
tutes of Health

The Director of NIH shall establish procedures
for periodic technical and scientific peer review
of research at the National Institutes of Health.
Such procedures shall require that—

(1) the reviewing entity be provided a writ-
ten description of the research to be reviewed,
and

(2) the reviewing entity provide the advisory
council of the national research institute in-
volved with such description and the results of
the review by the entity,

and shall authorize such review to be conducted

by groups appointed under sections 282(b)(6)!

and 284(c)(3) of this title.

(c) Compliance with requirements for inclusion
of women and minorities in clinical research

(1) In technical and scientific peer review
under this section of proposals for clinical re-
search, the consideration of any such proposal
(including the initial consideration) shall, ex-
cept as provided in paragraph (2), include an
evaluation of the technical and scientific merit
of the proposal regarding compliance with sec-
tion 289a-2 of this title.

(2) Paragraph (1) shall not apply to any pro-
posal for clinical research that, pursuant to sub-
section (b) of section 289a-2 of this title, is not
subject to the requirement of subsection (a) of
such section regarding the inclusion of women
and members of minority groups as subjects in
clinical research.

(July 1, 1944, ch. 373, title IV, §492, as added Pub.
L. 99-158, §2, Nov. 20, 1985, 99 Stat. 874; amended

1See References in Text note below.
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Pub. L. 10343, title I, §132, June 10, 1993, 107
Stat. 135; Pub. L. 109-482, title I, §102(f)(1)(B),
Jan. 15, 2007, 120 Stat. 3685.)

Editorial Notes
REFERENCES IN TEXT

Section 282(b)(6) of this title, referred to in subsec.
(b), was redesignated section 282(b)(16) by Pub. L.
109-482, title I, §102(a)(3), Jan. 15, 2007, 120 Stat. 3681.

AMENDMENTS

2007—Subsec. (a)(2). Pub. L. 109-482 substituted ‘‘sec-
tions 282(b)(16)’’ for ‘‘sections 282(b)(6)’ in concluding
provisions.

1993—Subsec. (¢). Pub. L. 103-43 added subsec. (c).

Statutory Notes and Related Subsidiaries
EFFECTIVE DATE OF 2007 AMENDMENT

Amendment by Pub. L. 109-482 applicable only with
respect to amounts appropriated for fiscal year 2007 or
subsequent fiscal years, see section 109 of Pub. L.
109482, set out as a note under section 281 of this title.

§289a-1. Certain provisions regarding review
and approval of proposals for research

(a) Review as precondition to research
(1) Protection of human research subjects

(A) In the case of any application submitted
to the Secretary for financial assistance to
conduct research, the Secretary may not ap-
prove or fund any application that is subject
to review under section 289(a) of this title by
an Institutional Review Board unless the ap-
plication has undergone review in accordance
with such section and has been recommended
for approval by a majority of the members of
the Board conducting such review.

(B) In the case of research that is subject to
review under procedures established by the
Secretary for the protection of human sub-
jects in clinical research conducted by the Na-
tional Institutes of Health, the Secretary may
not authorize the conduct of the research un-
less the research has, pursuant to such proce-
dures, been recommended for approval.

(2) Peer review

In the case of any proposal for the National
Institutes of Health to conduct or support re-
search, the Secretary may not approve or fund
any proposal that is subject to technical and
scientific peer review under section 289a of
this title unless the proposal has undergone
such review in accordance with such section
and has been recommended for approval by a
majority of the members of the entity con-
ducting such review, and unless a majority of
the voting members of the appropriate advi-
sory council under section 284a of this title, or
as applicable, of the advisory council under
section 282(k) of this title, has recommended
the proposal for approval.

(b) Ethical review of research
(1) Procedures regarding withholding of funds

If research has been recommended for ap-
proval for purposes of subsection (a), the Sec-
retary may not withhold funds for the re-

search because of ethical considerations un-
less—
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