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subsequent fiscal years, see section 109 of Pub. L. 
109–482, set out as a note under section 281 of this title. 

§ 283j. Review of centers of excellence 

(a) In general 

Not later than April 1, 2008, and periodically 
thereafter, the Secretary, acting through the 
Director of NIH, shall conduct a review and sub-
mit a report to the appropriate committees of 
the Congress on the centers of excellence. 

(b) Report contents 

Each report under subsection (a) shall include 
the following: 

(1) Evaluation of the performance and re-
search outcomes of each center of excellence. 

(2) Recommendations for promoting coordi-
nation of information among centers of excel-
lence. 

(3) Recommendations for improving the ef-
fectiveness, efficiency, and outcomes of the 
centers of excellence. 

(c) Definition 

In this section, the term ‘‘center of excel-
lence’’ means an entity receiving funding under 
this subchapter in its capacity as a center of ex-
cellence. 

(July 1, 1944, ch. 373, title IV, § 404H, as added 
Pub. L. 109–416, § 2(b), Dec. 19, 2006, 120 Stat. 
2821.) 

PART B—GENERAL PROVISIONS RESPECTING 
NATIONAL RESEARCH INSTITUTES 

§ 284. Directors of national research institutes 

(a) Appointment 

The Director of the National Cancer Institute 
shall be appointed by the President and the Di-
rectors of the other national research institutes 
shall be appointed by the Secretary. Each Direc-
tor of a national research institute shall report 
directly to the Director of NIH. 

(b) Duties and authority; grants, contracts, and 
cooperative agreements 

(1) In carrying out the purposes of section 241 
of this title with respect to human diseases or 
disorders or other aspects of human health for 
which the national research institutes were es-
tablished, the Secretary, acting through the Di-
rector of each national research institute— 

(A) shall encourage and support research, in-
vestigations, experiments, demonstrations, 
and studies in the health sciences related to— 

(i) the maintenance of health, 
(ii) the detection, diagnosis, treatment, 

and prevention of human diseases and dis-
orders, 

(iii) the rehabilitation of individuals with 
human diseases, disorders, and disabilities, 
and 

(iv) the expansion of knowledge of the 
processes underlying human diseases, dis-
orders, and disabilities, the processes under-
lying the normal and pathological function-
ing of the body and its organ systems, and 
the processes underlying the interactions be-
tween the human organism and the environ-
ment; 

(B) may, subject to the peer review pre-
scribed under section 289a(b) of this title and 

any advisory council review under section 
284a(a)(3)(A)(i) of this title, conduct the re-
search, investigations, experiments, dem-
onstrations, and studies referred to in sub-
paragraph (A); 

(C) may conduct and support research train-
ing (i) for which fellowship support is not pro-
vided under section 288 of this title, and (ii) 
which is not residency training of physicians 
or other health professionals; 

(D) may develop, implement, and support 
demonstrations and programs for the applica-
tion of the results of the activities of the in-
stitute to clinical practice and disease preven-
tion activities; 

(E) may develop, conduct, and support public 
and professional education and information 
programs; 

(F) may secure, develop and maintain, dis-
tribute, and support the development and 
maintenance of resources needed for research; 

(G) may make available the facilities of the 
institute to appropriate entities and individ-
uals engaged in research activities and cooper-
ate with and assist Federal and State agencies 
charged with protecting the public health; 

(H) may accept unconditional gifts made to 
the institute for its activities, and, in the case 
of gifts of a value in excess of $50,000, establish 
suitable memorials to the donor; 

(I) may secure for the institute consultation 
services and advice of persons from the United 
States or abroad; 

(J) may use, with their consent, the services, 
equipment, personnel, information, and facili-
ties of other Federal, State, or local public 
agencies, with or without reimbursement 
therefor; 

(K) may accept voluntary and uncompen-
sated services; and 

(L) may perform such other functions as the 
Secretary determines are needed to carry out 
effectively the purposes of the institute. 

The indemnification provisions of section 2354 of 
title 10 shall apply with respect to contracts en-
tered into under this subsection and section 
282(b) of this title. 

(2) Support for an activity or program under 
this subsection may be provided through grants, 
contracts, and cooperative agreements. The Sec-
retary, acting through the Director of each na-
tional research institute— 

(A) may enter into a contract for research, 
training, or demonstrations only if the con-
tract has been recommended after technical 
and scientific peer review required by regula-
tions under section 289a of this title; 

(B) may make grants and cooperative agree-
ments under paragraph (1) for research, train-
ing, or demonstrations, except that— 

(i) if the direct cost of the grant or cooper-
ative agreement to be made does not exceed 
$50,000, such grant or cooperative agreement 
may be made only if such grant or coopera-
tive agreement has been recommended after 
technical and scientific peer review required 
by regulations under section 289a of this 
title, and 

(ii) if the direct cost of the grant or coop-
erative agreement to be made exceeds 
$50,000, such grant or cooperative agreement 
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may be made only if such grant or coopera-
tive agreement has been recommended after 
technical and scientific peer review required 
by regulations under section 289a of this 
title and is recommended under section 
284a(a)(3)(A)(ii) of this title by the advisory 
council for the national research institute 
involved; and 

(C) shall, subject to section 300cc–40b(d)(2) of 
this title, receive from the President and the 
Office of Management and Budget directly all 
funds appropriated by the Congress for obliga-
tion and expenditure by the Institute. 

(c) Coordination with other public and private 
entities; cooperation with other national re-
search institutes; appointment of additional 
peer review groups 

In carrying out subsection (b) of this section, 
each Director of a national research institute— 

(1) shall coordinate, as appropriate, the ac-
tivities of the institute with similar programs 
of other public and private entities; 

(2) shall cooperate with the Directors of the 
other national research institutes in the de-
velopment and support of multidisciplinary re-
search and research that involves more than 
one institute; 

(3) may, in consultation with the advisory 
council for the Institute and with the approval 
of the Director of NIH— 

(A) establish technical and scientific peer 
review groups in addition to those appointed 
under section 282(b)(16) of this title; and 

(B) appoint the members of peer review 
groups established under subparagraph (A); 
and 

(4) may publish, or arrange for the publica-
tion of, information with respect to the pur-
pose of the Institute without regard to section 
501 of title 44. 

The Federal Advisory Committee Act shall not 
apply to the duration of a peer review group ap-
pointed under paragraph (3). 

(July 1, 1944, ch. 373, title IV, § 405, as added Pub. 
L. 99–158, § 2, Nov. 20, 1985, 99 Stat. 826; amended 
Pub. L. 100–607, title I, § 116, Nov. 4, 1988, 102 
Stat. 3053; Pub. L. 100–690, title II, § 2613(c), Nov. 
18, 1988, 102 Stat. 4239; Pub. L. 103–43, title III, 
§ 301(a)(1), (b), June 10, 1993, 107 Stat. 150; Pub. L. 
109–482, title I, § 102(f)(1)(B), Jan. 15, 2007, 120 
Stat. 3685.) 

REFERENCES IN TEXT 

The Federal Advisory Committee Act, referred to in 
subsec. (c), is Pub. L. 92–463, Oct. 6, 1972, 86 Stat. 770, as 
amended, which is set out in the Appendix to Title 5, 
Government Organization and Employees. 

AMENDMENTS 

2007—Subsec. (c)(3)(A). Pub. L. 109–482 substituted 
‘‘section 282(b)(16)’’ for ‘‘section 282(b)(6)’’. 

1993—Subsec. (b)(2)(C). Pub. L. 103–43, § 301(a)(1), added 
subpar. (C). 

Subsec. (c). Pub. L. 103–43, § 301(b)(2), inserted con-
cluding provisions relating to Federal Advisory Com-
mittee Act. 

Subsec. (c)(3). Pub. L. 103–43, § 301(b)(1), amended par. 
(3) generally. Prior to amendment, par. (3) read as fol-
lows: ‘‘may, in consultation with the advisory council 
for the Institute and the approval of the Director of 

NIH, establish and appoint technical and scientific peer 
review groups in addition to those established and ap-
pointed under section 282(b)(6) of this title; and’’. 

1988—Subsec. (b)(1). Pub. L. 100–607, § 116(1), struck 
out ‘‘the’’ after ‘‘with respect to’’ in introductory pro-
visions. 

Subsec. (c)(3). Pub. L. 100–690 substituted ‘‘establish 
and appoint’’ and ‘‘established and appointed’’ for ‘‘es-
tablish’’ and ‘‘established’’, respectively. 

Pub. L. 100–607, § 116(2)(A), amended par. (3) generally. 
Prior to amendment, par. (3) read as follows: ‘‘may, 
with the approval of the advisory council for the insti-
tute and the Director of NIH, appoint technical and sci-
entific peer review groups in addition to those ap-
pointed under section 282(b)(6) of this title.’’ 

Subsec. (c)(4). Pub. L. 100–607, § 116(2)(C), added par. 
(4). 

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. 
109–482, set out as a note under section 281 of this title. 

EFFECTIVE DATE OF 1988 AMENDMENT 

Amendment by Pub. L. 100–690 effective immediately 
after enactment of Pub. L. 100–607, which was approved 
Nov. 4, 1988, see section 2600 of Pub. L. 100–690, set out 
as a note under section 242m of this title. 

ENHANCING THE CLINICAL AND TRANSLATIONAL SCIENCE 
AWARD 

Pub. L. 109–482, title I, § 106, Jan. 15, 2007, 120 Stat. 
3696, provided that: 

‘‘(a) IN GENERAL.—In administering the Clinical and 
Translational Science Award, the Director of NIH shall 
establish a mechanism to preserve independent funding 
and infrastructure for pediatric clinical research cen-
ters by— 

‘‘(1) allowing the appointment of a secondary prin-
cipal investigator under a single Clinical and 
Translational Science Award, such that a pediatric 
principal investigator may be appointed with direct 
authority over a separate budget and infrastructure 
for pediatric clinical research; or 

‘‘(2) otherwise securing institutional independence 
of pediatric clinical research centers with respect to 
finances, infrastructure, resources, and research 
agenda. 
‘‘(b) REPORT.—As part of the biennial report under 

section 403 of the Public Health Service Act [section 283 
of this title], the Director of NIH shall provide an eval-
uation and comparison of outcomes and effectiveness of 
training programs under subsection (a). 

‘‘(c) DEFINITION.—For purposes of this section, the 
term ‘Director of NIH’ has the meaning given such 
term in section 401 of the Public Health Service Act 
[section 281 of this title].’’ 

§ 284a. Advisory councils 

(a) Establishment; acceptance of conditional 
gifts; functions 

(1) Except as provided in subsection (h) of this 
section, the Secretary shall appoint an advisory 
council for each national research institute 
which (A) shall advise, assist, consult with, and 
make recommendations to the Secretary and 
the Director of such institute on matters related 
to the activities carried out by and through the 
institute and the policies respecting such activi-
ties, and (B) shall carry out the special func-
tions prescribed by part C of this subchapter. 

(2) Each advisory council for a national re-
search institute may recommend to the Sec-
retary acceptance, in accordance with section 
238 of this title, of conditional gifts for study, 
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investigation, or research respecting the dis-
eases, disorders, or other aspect of human health 
with respect to which the institute was estab-
lished, for the acquisition of grounds, or for the 
construction, equipping, or maintenance of fa-
cilities for the institute. 

(3) Each advisory council for a national re-
search institute— 

(A)(i) may on the basis of the materials pro-
vided under section 289a(b)(2) of this title re-
specting research conducted at the institute, 
make recommendations to the Director of the 
institute respecting such research, 

(ii) may review applications for grants and 
cooperative agreements for research or train-
ing and for which advisory council approval is 
required under section 284(b)(2) of this title 
and recommend for approval applications for 
projects which show promise of making valu-
able contributions to human knowledge, and 

(iii) may review any grant, contract, or co-
operative agreement proposed to be made or 
entered into by the institute; 

(B) may collect, by correspondence or by 
personal investigation, information as to stud-
ies which are being carried on in the United 
States or any other country as to the diseases, 
disorders, or other aspect of human health 
with respect to which the institute was estab-
lished and with the approval of the Director of 
the institute make available such information 
through appropriate publications for the bene-
fit of public and private health entities and 
health professions personnel and scientists 
and for the information of the general public; 
and 

(C) may appoint subcommittees and convene 
workshops and conferences. 

(b) Membership; compensation 

(1) Each advisory council shall consist of ex 
officio members and not more than eighteen 
members appointed by the Secretary. The ex 
officio members shall be nonvoting members. 

(2) The ex officio members of an advisory 
council shall consist of— 

(A) the Secretary, the Director of NIH, the 
Director of the national research institute for 
which the council is established, the Under 
Secretary for Health of the Department of 
Veterans Affairs or the Chief Dental Director 
of the Department of Veterans Affairs, and the 
Assistant Secretary of Defense for Health Af-
fairs (or the designees of such officers), and 

(B) such additional officers or employees of 
the United States as the Secretary determines 
necessary for the advisory council to effec-
tively carry out its functions. 

(3) The members of an advisory council who 
are not ex officio members shall be appointed as 
follows: 

(A) Two-thirds of the members shall be ap-
pointed by the Secretary from among the lead-
ing representatives of the health and scientific 
disciplines (including not less than two indi-
viduals who are leaders in the fields of public 
health and the behavioral or social sciences) 
relevant to the activities of the national re-
search institute for which the advisory council 
is established. 

(B) One-third of the members shall be ap-
pointed by the Secretary from the general 

public and shall include leaders in fields of 
public policy, law, health policy, economics, 
and management. 

(4) Members of an advisory council who are of-
ficers or employees of the United States shall 
not receive any compensation for service on the 
advisory council. The other members of an advi-
sory council shall receive, for each day (includ-
ing traveltime) they are engaged in the perform-
ance of the functions of the advisory council, 
compensation at rates not to exceed the daily 
equivalent of the annual rate in effect for grade 
GS–18 of the General Schedule. 

(c) Term of office; reappointment; vacancy 

The term of office of an appointed member of 
an advisory council is four years, except that 
any member appointed to fill a vacancy for an 
unexpired term shall be appointed for the re-
mainder of such term and the Secretary shall 
make appointments to an advisory council in 
such a manner as to ensure that the terms of the 
members do not all expire in the same year. A 
member may serve after the expiration of the 
member’s term for 180 days after the date of 
such expiration. A member who has been ap-
pointed for a term of four years may not be re-
appointed to an advisory council before two 
years from the date of expiration of such term of 
office. If a vacancy occurs in the advisory coun-
cil among the appointed members, the Secretary 
shall make an appointment to fill the vacancy 
within 90 days from the date the vacancy occurs. 

(d) Chairman; term of office 

The chairman of an advisory council shall be 
selected by the Secretary from among the ap-
pointed members, except that the Secretary 
may select the Director of the national research 
institute for which the advisory council is estab-
lished to be the chairman of the advisory coun-
cil. The term of office of the chairman shall be 
two years. 

(e) Meetings 

The advisory council shall meet at the call of 
the chairman or upon the request of the Direc-
tor of the national research institute for which 
it was established, but at least three times each 
fiscal year. The location of the meetings of each 
advisory council is subject to the approval of 
the Director of the national research institute 
for which the advisory council was established. 

(f) Appointment of executive secretary; training 
and orientation for new members 

The Director of the national research institute 
for which an advisory council is established 
shall designate a member of the staff of the in-
stitute to serve as the executive secretary of the 
advisory council. The Director of such institute 
shall make available to the advisory council 
such staff, information, and other assistance as 
it may require to carry out its functions. The 
Director of such institute shall provide orienta-
tion and training for new members of the advi-
sory council to provide them with such informa-
tion and training as may be appropriate for 
their effective participation in the functions of 
the advisory council. 
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1 See References in Text note below. 

(g) Comments and recommendations for inclu-
sion in biennial report; additional reports 

Each advisory council may prepare, for inclu-
sion in the biennial report made under section 
284b 1 of this title, (1) comments respecting the 
activities of the advisory council in the fiscal 
years respecting which the report is prepared, 
(2) comments on the progress of the national re-
search institute for which it was established in 
meeting its objectives, and (3) recommendations 
respecting the future directions and program 
and policy emphasis of the institute. Each advi-
sory council may prepare such additional re-
ports as it may determine appropriate. 

(h) Advisory councils in existence; application of 
section to National Cancer Advisory Board 
and advisory council to National Heart, 
Lung, and Blood Institute 

(1) Except as provided in paragraph (2), this 
section does not terminate the membership of 
any advisory council for a national research in-
stitute which was in existence on November 20, 
1985. After November 20, 1985— 

(A) the Secretary shall make appointments 
to each such advisory council in such a man-
ner as to bring about as soon as practicable 
the composition for such council prescribed by 
this section; 

(B) each advisory council shall organize it-
self in accordance with this section and exer-
cise the functions prescribed by this section; 
and 

(C) the Director of each national research in-
stitute shall perform for such advisory council 
the functions prescribed by this section. 

(2)(A) The National Cancer Advisory Board 
shall be the advisory council for the National 
Cancer Institute. This section applies to the Na-
tional Cancer Advisory Board, except that— 

(i) appointments to such Board shall be 
made by the President; 

(ii) the term of office of an appointed mem-
ber shall be 6 years; 

(iii) of the members appointed to the Board 
not less than five members shall be individuals 
knowledgeable in environmental carcino-
genesis (including carcinogenesis involving oc-
cupational and dietary factors); 

(iv) the chairman of the Board shall be se-
lected by the President from the appointed 
members and shall serve as chairman for a 
term of two years; 

(v) the ex officio members of the Board shall 
be nonvoting members and shall be the Sec-
retary, the Director of the Office of Science 
and Technology Policy, the Director of NIH, 
the Under Secretary for Health of the Depart-
ment of Veterans Affairs, the Director of the 
National Institute for Occupational Safety 
and Health, the Director of the National Insti-
tute of Environmental Health Sciences, the 
Secretary of Labor, the Commissioner of the 
Food and Drug Administration, the Adminis-
trator of the Environmental Protection Agen-
cy, the Chairman of the Consumer Product 
Safety Commission, the Assistant Secretary of 
Defense for Health Affairs, and the Director of 

the Office of Science of the Department of En-
ergy (or the designees of such officers); and 

(vi) the Board shall meet at least four times 
each fiscal year. 

(B) This section applies to the advisory coun-
cil to the National Heart, Lung, and Blood Insti-
tute, except that the advisory council shall 
meet at least four times each fiscal year. 

(July 1, 1944, ch. 373, title IV, § 406, as added Pub. 
L. 99–158, § 2, Nov. 20, 1985, 99 Stat. 828; amended 
Pub. L. 100–607, title I, § 117, Nov. 4, 1988, 102 
Stat. 3053; Pub. L. 101–381, title I, § 102(1), Aug. 
18, 1990, 104 Stat. 585; Pub. L. 102–405, title III, 
§ 302(e)(1), Oct. 9, 1992, 106 Stat. 1985; Pub. L. 
103–43, title II, § 210(a), title XX, §§ 2008(b)(1), 
2010(b)(2), June 10, 1993, 107 Stat. 149, 210, 214; 
Pub. L. 105–245, title III, § 309(b)(2)(C), Oct. 7, 
1998, 112 Stat. 1853.) 

REFERENCES IN TEXT 

Section 284b of this title, referred to in subsec. (g), 
was repealed by Pub. L. 109–482, title I, § 104(b)(1)(C), 
Jan. 15, 2007, 120 Stat. 3693. 

AMENDMENTS 

1998—Subsec. (h)(2)(A)(v). Pub. L. 105–245 substituted 
‘‘Science of the Department of Energy’’ for ‘‘Energy 
Research of the Department of Energy’’. 

1993—Subsec. (a)(2). Pub. L. 103–43, § 2010(b)(2), sub-
stituted ‘‘section 238’’ for ‘‘section 300aaa’’. 

Subsec. (b)(2)(A). Pub. L. 103–43, § 2008(b)(1)(A), sub-
stituted ‘‘Department of Veterans Affairs’’ for ‘‘Veter-
ans’ Administration’’ in two places. 

Subsec. (c). Pub. L. 103–43, § 210(a), substituted ‘‘for 
180 days after the date of such expiration’’ for ‘‘until a 
successor has taken office’’. 

Subsec. (h)(2)(A)(v). Pub. L. 103–43, § 2008(b)(1)(B), sub-
stituted ‘‘Department of Veterans Affairs’’ for ‘‘Veter-
ans’ Administration’’. 

1992—Subsecs. (b)(2)(A), (h)(2)(A)(v). Pub. L. 102–405 
substituted ‘‘Under Secretary for Health’’ for ‘‘Chief 
Medical Director’’. 

1990—Subsec. (a)(2). Pub. L. 101–381 made technical 
amendment to reference to section 300aaa of this title 
to reflect renumbering of corresponding section of 
original act. 

1988—Subsec. (b)(1). Pub. L. 100–607, § 117(a), inserted 
at end ‘‘The ex officio members shall be nonvoting 
members.’’ 

Subsec. (b)(3)(A). Pub. L. 100–607, § 117(b), inserted 
‘‘not less than two individuals who are leaders in the 
fields of’’ after ‘‘(including’’. 

Subsec. (h)(2)(A)(v). Pub. L. 100–607, § 117(c), inserted 
‘‘shall be nonvoting members and’’ after ‘‘Board’’ and 
substituted ‘‘the Assistant Secretary of Defense for 
Health Affairs, and the Director of the Office of Energy 
Research of the Department of Energy’’ for ‘‘and the 
Assistant Secretary of Defense for Health Affairs’’. 

TERMINATION OF ADVISORY COUNCILS 

Advisory councils established after Jan. 5, 1973, to 
terminate not later than the expiration of the 2-year 
period beginning on the date of their establishment, 
unless, in the case of a council established by the Presi-
dent or an officer of the Federal Government, such 
council is renewed by appropriate action prior to the 
expiration of such 2-year period, or in the case of a 
council established by the Congress, its duration is 
otherwise provided by law. See sections 3(2) and 14 of 
Pub. L. 92–463, Oct. 6, 1972, 86 Stat. 770, 776, set out in 
the Appendix to Title 5, Government Organization and 
Employees. 

Pub. L. 93–641, § 6, Jan. 4, 1975, 88 Stat. 2275, set out as 
a note under section 217a of this title, provided that an 
advisory committee established pursuant to the Public 
Health Service Act shall terminate at such time as 
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may be specifically prescribed by an Act of Congress 
enacted after Jan. 4, 1975. 

REFERENCES IN OTHER LAWS TO GS–16, 17, OR 18 PAY 
RATES 

References in laws to the rates of pay for GS–16, 17, 
or 18, or to maximum rates of pay under the General 
Schedule, to be considered references to rates payable 
under specified sections of Title 5, Government Organi-
zation and Employees, see section 529 [title I, § 101(c)(1)] 
of Pub. L. 101–509, set out in a note under section 5376 
of Title 5. 

§ 284b. Repealed. Pub. L. 109–482, title I, 
§ 104(b)(1)(C), Jan. 15, 2007, 120 Stat. 3693 

Section, act July 1, 1944, ch. 373, title IV, § 407, as 
added Pub. L. 99–158, § 2, Nov. 20, 1985, 99 Stat. 831, relat-
ed to biennial report and its contents. 

EFFECTIVE DATE OF REPEAL 

Repeal applicable only with respect to amounts ap-
propriated for fiscal year 2007 or subsequent fiscal 
years, see section 109 of Pub. L. 109–482, set out as an 
Effective Date of 2007 Amendment note under section 
281 of this title. 

§ 284c. Certain uses of funds 

(a)(1) Except as provided in paragraph (2), the 
sum of the amounts obligated in any fiscal year 
for administrative expenses of the National In-
stitutes of Health may not exceed an amount 
which is 5.5 percent of the total amount appro-
priated for such fiscal year for the National In-
stitutes of Health. 

(2) Paragraph (1) does not apply to the Na-
tional Library of Medicine, the National Center 
for Nursing Research, the John E. Fogarty 
International Center for Advanced Study in the 
Health Sciences, the Warren G. Magnuson Clini-
cal Center, and the Office of Medical Applica-
tions of Research. 

(3) For purposes of paragraph (1), the term 
‘‘administrative expenses’’ means expenses in-
curred for the support of activities relevant to 
the award of grants, contracts, and cooperative 
agreements and expenses incurred for general 
administration of the scientific programs and 
activities of the National Institutes of Health. 

(b) For fiscal year 1989 and subsequent fiscal 
years, amounts made available to the National 
Institutes of Health shall be available for pay-
ment of nurses and allied health professionals in 
accordance with payment authorities, schedul-
ing options, benefits, and other authorities pro-
vided under chapter 73 of title 38 for nurses of 
the Department of Veterans Affairs. 

(July 1, 1944, ch. 373, title IV, § 408, as added Pub. 
L. 99–158, § 2, Nov. 20, 1985, 99 Stat. 831; amended 
Pub. L. 100–607, title I, § 118, Nov. 4, 1988, 102 
Stat. 3053; Pub. L. 100–690, title II, § 2613(d), Nov. 
18, 1988, 102 Stat. 4239; Pub. L. 103–43, title IV, 
§ 403(b)(1), title XX, § 2008(b)(2), June 10, 1993, 107 
Stat. 158, 211; Pub. L. 104–316, title I, § 122(a), Oct. 
19, 1996, 110 Stat. 3836; Pub. L. 105–362, title VI, 
§ 601(a)(1)(B), Nov. 10, 1998, 112 Stat. 3285.) 

AMENDMENTS 

1998—Subsec. (a)(4). Pub. L. 105–362 struck out par. (4) 
which read as follows: ‘‘Not later than December 31, 
1987, and December 31 of each succeeding year, the Sec-
retary shall report to the Congress the amount obli-
gated in the fiscal year preceding such date for admin-

istrative expenses of the National Institutes of Health 
and the total amount appropriated for the National In-
stitutes of Health for such fiscal year. The Secretary 
shall consult with the Comptroller General of the 
United States in preparing each report.’’ 

1996—Subsec. (a)(3). Pub. L. 104–316 struck out at end 
‘‘In identifying expenses incurred for such support and 
administration the Secretary shall consult with the 
Comptroller General of the United States.’’ 

1993—Pub. L. 103–43 amended section catchline gener-
ally, redesignated subsec. (b) as (a) and par. (5) of sub-
sec. (a) as (b), struck out former subsec. (a) which au-
thorized appropriations in addition to amounts other-
wise appropriated under this subchapter for the Na-
tional Cancer Institute for programs other than under 
section 285a–1 of this title and for its program under 
section 285a–1 of this title and for the National Heart, 
Lung, and Blood Institute for programs other than 
under section 285b–1 of this title and for its program 
under section 285b–1 of this title, and substituted ‘‘De-
partment of Veterans Affairs’’ for ‘‘Veterans’ Adminis-
tration’’ in subsec. (b). 

1988—Subsec. (a)(1), (2). Pub. L. 100–607, § 118(a), 
amended pars. (1) and (2) generally. Prior to amend-
ment, pars. (1) and (2) read as follows: 

‘‘(1)(A) For the National Cancer Institute (other than 
its programs under section 285a–1 of this title), there 
are authorized to be appropriated $1,194,000,000 for fiscal 
year 1986, $1,270,000,000 for fiscal year 1987, and 
$1,344,000,000 for fiscal year 1988. 

‘‘(B) For the programs under section 285a–1 of this 
title, there are authorized to be appropriated $68,000,000 
for fiscal year 1986, $74,000,000 for fiscal year 1987, and 
$80,000,000 for fiscal year 1988. 

‘‘(2)(A) For the National Heart, Lung, and Blood In-
stitute (other than its programs under section 285b–1 of 
this title), there are authorized to be appropriated 
$809,000,000 for fiscal year 1986, $871,000,000 for fiscal 
year 1987, and $927,000,000 for fiscal year 1988. Of the 
amount appropriated under this subsection for such fis-
cal year, not less than 15 percent of such amount shall 
be reserved for programs respecting diseases of the lung 
and not less than 15 percent of such amount shall be re-
served for programs respecting blood diseases and blood 
resources. 

‘‘(B) For the programs under section 285b–1 of this 
title, there are authorized to be appropriated $82,000,000 
for fiscal year 1986, $90,000,000 for fiscal year 1987, and 
$98,000,000 for fiscal year 1988.’’ 

Subsec. (a)(2)(B). Pub. L. 100–690 inserted a comma 
after ‘‘section 285b–1 of this title’’. 

Subsec. (b)(5). Pub. L. 100–607, § 118(b), added par. (5). 

CHANGE OF NAME 

National Center for Nursing Research changed to Na-
tional Institute of Nursing Research by Pub. L. 103–43, 
title XV, § 1511, June 10, 1993, 107 Stat. 178. 

EFFECTIVE DATE OF 1988 AMENDMENT 

Amendment by Pub. L. 100–690 effective immediately 
after enactment of Pub. L. 100–607, which was approved 
Nov. 4, 1988, see section 2600 of Pub. L. 100–690, set out 
as a note under section 242m of this title. 

WARREN G. MAGNUSON CLINICAL CENTER; AVAILABILITY 
OF FUNDS FOR PAYMENT OF NURSES; RATE OF PAY 
AND OPTIONS AND BENEFITS 

Pub. L. 99–349, title I, July 2, 1986, 100 Stat. 738, pro-
vided that: ‘‘Funds made available for fiscal year 1986 
and hereafter to the Warren G. Magnuson Clinical Cen-
ter of the National Institutes of Health shall be avail-
able for payment of nurses at the rates of pay and with 
schedule options and benefits authorized for the Veter-
ans Administration pursuant to 38 U.S.C. 4107.’’ 

§ 284d. Definitions 

(a) Health service research 

For purposes of this subchapter, the term 
‘‘health services research’’ means research en-
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deavors that study the impact of the organiza-
tion, financing and management of health serv-
ices on the quality, cost, access to and outcomes 
of care. Such term does not include research on 
the efficacy of services to prevent, diagnose, or 
treat medical conditions. 

(b) Clinical research 

As used in this subchapter, the term ‘‘clinical 
research’’ means patient oriented clinical re-
search conducted with human subjects, or re-
search on the causes and consequences of disease 
in human populations involving material of 
human origin (such as tissue specimens and cog-
nitive phenomena) for which an investigator or 
colleague directly interacts with human sub-
jects in an outpatient or inpatient setting to 
clarify a problem in human physiology, 
pathophysiology or disease, or epidemiologic or 
behavioral studies, outcomes research or health 
services research, or developing new tech-
nologies, therapeutic interventions, or clinical 
trials. 

(July 1, 1944, ch. 373, title IV, § 409, as added Pub. 
L. 102–321, title I, § 121(b), July 10, 1992, 106 Stat. 
358; amended Pub. L. 103–43, title XX, § 2016(a), 
June 10, 1993, 107 Stat. 218; Pub. L. 106–505, title 
II, § 206, Nov. 13, 2000, 114 Stat. 2329.) 

AMENDMENTS 

2000—Pub. L. 106–505 designated existing provisions as 
subsec. (a), inserted heading, and added subsec. (b). 

1993—Pub. L. 103–43 inserted at end ‘‘Such term does 
not include research on the efficacy of services to pre-
vent, diagnose, or treat medical conditions.’’ 

EFFECTIVE DATE 

Section effective Oct. 1, 1992, with provision for pro-
grams providing financial assistance, see section 801(c), 
(d) of Pub. L. 102–321, set out as an Effective Date of 
1992 Amendment note under section 236 of this title. 

§ 284e. Research on osteoporosis, Paget’s disease, 
and related bone disorders 

(a) Establishment 

The Directors of the National Institute of Ar-
thritis and Musculoskeletal and Skin Diseases, 
the National Institute on Aging, the National 
Institute of Dental Research, and the National 
Institute of Diabetes and Digestive and Kidney 
Diseases, shall expand and intensify the pro-
grams of such Institutes with respect to re-
search and related activities concerning osteo-
porosis, Paget’s disease, and related bone dis-
orders. 

(b) Coordination 

The Directors referred to in subsection (a) of 
this section shall jointly coordinate the pro-
grams referred to in such subsection and consult 
with the Arthritis and Musculoskeletal Diseases 
Interagency Coordinating Committee and the 
Interagency Task Force on Aging Research. 

(c) Information clearinghouse 

(1) In general 

In order to assist in carrying out the purpose 
described in subsection (a) of this section, the 
Director of NIH shall provide for the establish-
ment of an information clearinghouse on 
osteoporosis and related bone disorders to fa-
cilitate and enhance knowledge and under-

standing on the part of health professionals, 
patients, and the public through the effective 
dissemination of information. 

(2) Establishment through grant or contract 

For the purpose of carrying out paragraph 
(1), the Director of NIH shall enter into a 
grant, cooperative agreement, or contract 
with a nonprofit private entity involved in ac-
tivities regarding the prevention and control 
of osteoporosis and related bone disorders. 

(July 1, 1944, ch. 373, title IV, § 409A, as added 
Pub. L. 103–43, title III, § 302, June 10, 1993, 107 
Stat. 151; amended Pub. L. 105–340, title I, § 102, 
Oct. 31, 1998, 112 Stat. 3192; Pub. L. 109–482, title 
I, § 103(b)(7), Jan. 15, 2007, 120 Stat. 3687.) 

AMENDMENTS 

2007—Subsec. (d). Pub. L. 109–482 struck out heading 
and text of subsec. (d). Text read as follows: ‘‘For the 
purpose of carrying out this section, there are author-
ized to be appropriated $40,000,000 for fiscal year 1994, 
and such sums as may be necessary for each of the fis-
cal years 1995 through 2003.’’ 

1998—Subsec. (d). Pub. L. 105–340 substituted 
‘‘through 2003’’ for ‘‘and 1996’’. 

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. 
109–482, set out as a note under section 281 of this title. 

§ 284f. Parkinson’s disease 

(a) In general 

The Director of NIH shall establish a program 
for the conduct and support of research and 
training with respect to Parkinson’s disease 
(subject to the extent of amounts appropriated 
to carry out this section). 

(b) Inter-institute coordination 

(1) In general 

The Director of NIH shall provide for the co-
ordination of the program established under 
subsection (a) of this section among all of the 
national research institutes conducting Par-
kinson’s disease research. 

(2) Conference 

Coordination under paragraph (1) shall in-
clude the convening of a research planning 
conference not less frequently than once every 
2 years. Each such conference shall prepare 
and submit to the Committee on Appropria-
tions and the Committee on Labor and Human 
Resources of the Senate and the Committee on 
Appropriations and the Committee on Com-
merce of the House of Representatives a report 
concerning the conference. 

(c) Morris K. Udall research centers 

(1) In general 

The Director of NIH is authorized to award 
Core Center Grants to encourage the develop-
ment of innovative multidisciplinary research 
and provide training concerning Parkinson’s 
disease. The Director is authorized to award 
not more than 10 Core Center Grants and des-
ignate each center funded under such grants as 
a Morris K. Udall Center for Research on Par-
kinson’s Disease. 
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1 So in original. Probably should be ‘‘pathogenesis,’’. 

(2) Requirements 

(A) In general 

With respect to Parkinson’s disease, each 
center assisted under this subsection shall— 

(i) use the facilities of a single institu-
tion or a consortium of cooperating insti-
tutions, and meet such qualifications as 
may be prescribed by the Director of the 
NIH; and 

(ii) conduct basic and clinical research. 

(B) Discretionary requirements 

With respect to Parkinson’s disease, each 
center assisted under this subsection may— 

(i) conduct training programs for sci-
entists and health professionals; 

(ii) conduct programs to provide infor-
mation and continuing education to health 
professionals; 

(iii) conduct programs for the dissemina-
tion of information to the public; 

(iv) separately or in collaboration with 
other centers, establish a nationwide data 
system derived from patient populations 
with Parkinson’s disease, and where pos-
sible, comparing relevant data involving 
general populations; 

(v) separately or in collaboration with 
other centers, establish a Parkinson’s Dis-
ease Information Clearinghouse to facili-
tate and enhance knowledge and under-
standing of Parkinson’s disease; and 

(vi) separately or in collaboration with 
other centers, establish a national edu-
cation program that fosters a national 
focus on Parkinson’s disease and the care 
of those with Parkinson’s disease. 

(3) Stipends regarding training programs 

A center may use funds provided under para-
graph (1) to provide stipends for scientists and 
health professionals enrolled in training pro-
grams under paragraph (2)(B). 

(4) Duration of support 

Support of a center under this subsection 
may be for a period not exceeding five years. 
Such period may be extended by the Director 
of NIH for one or more additional periods of 
not more than five years if the operations of 
such center have been reviewed by an appro-
priate technical and scientific peer review 
group established by the Director and if such 
group has recommended to the Director that 
such period should be extended. 

(d) Morris K. Udall Awards for Excellence in Par-
kinson’s Disease Research 

The Director of NIH is authorized to establish 
a grant program to support investigators with a 
proven record of excellence and innovation in 
Parkinson’s disease research and who dem-
onstrate potential for significant future break-
throughs in the understanding of the 
pathogensis,1 diagnosis, and treatment of Par-
kinson’s disease. Grants under this subsection 
shall be available for a period of not to exceed 5 
years. 

(July 1, 1944, ch. 373, title IV, § 409B, as added 
Pub. L. 105–78, title VI, § 603(c), Nov. 13, 1997, 111 

Stat. 1520; amended Pub. L. 109–482, title I, 
§ 103(b)(8), Jan. 15, 2007, 120 Stat. 3687.) 

AMENDMENTS 

2007—Subsec. (a). Pub. L. 109–482, § 103(b)(8)(A), sub-
stituted ‘‘to carry out this section’’ for ‘‘under sub-
section (e) of this section’’. 

Subsec. (e). Pub. L. 109–482, § 103(b)(8)(B), struck out 
heading and text of subsec. (e). Text read as follows: 
‘‘For the purpose of carrying out this section and sec-
tion 241 of this title and this subchapter with respect to 
research focused on Parkinson’s disease, there are au-
thorized to be appropriated up to $100,000,000 for fiscal 
year 1998, and such sums as may be necessary for each 
of the fiscal years 1999 and 2000.’’ 

CHANGE OF NAME 

Committee on Commerce of House of Representatives 
changed to Committee on Energy and Commerce of 
House of Representatives, and jurisdiction over matters 
relating to securities and exchanges and insurance gen-
erally transferred to Committee on Financial Services 
of House of Representatives by House Resolution No. 5, 
One Hundred Seventh Congress, Jan. 3, 2001. 

Committee on Labor and Human Resources of Senate 
changed to Committee on Health, Education, Labor, 
and Pensions of Senate by Senate Resolution No. 20, 
One Hundred Sixth Congress, Jan. 19, 1999. 

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. 
109–482, set out as a note under section 281 of this title. 

ADDITIONAL GRANTS 

Pub. L. 108–199, div. E, title II, § 217, Jan. 23, 2004, 118 
Stat. 255, provided that: ‘‘Notwithstanding section 
409B(c) of the Public Health Service Act [subsec. (c) of 
this section] regarding a limitation on the number of 
such grants, funds appropriated in this Act [div. E of 
Pub. L. 108–199, see Tables for classification] and Acts 
in fiscal years thereafter may be expended by the Di-
rector of the National Institutes of Health to award 
Core Center Grants to encourage the development of in-
novative multidisciplinary research and provide train-
ing concerning Parkinson’s disease. Each center funded 
under such grants shall be designated as a Morris K. 
Udall Center for Research on Parkinson’s Disease.’’ 

Similar provisions were contained in Pub. L. 108–7, 
div. G, title II, § 218, Feb. 20, 2003, 117 Stat. 326. 

FINDING AND PURPOSE 

Section 603(b) of Pub. L. 105–78 provided that: 
‘‘(1) FINDING.—Congress finds that to take full advan-

tage of the tremendous potential for finding a cure or 
effective treatment, the Federal investment in Parkin-
son’s disease must be expanded, as well as the coordina-
tion strengthened among the National Institutes of 
Health research institutes. 

‘‘(2) PURPOSE.—It is the purpose of this section [en-
acting this section] to provide for the expansion and co-
ordination of research regarding Parkinson’s disease, 
and to improve care and assistance for afflicted individ-
uals and their family caregivers.’’ 

§ 284g. Expansion, intensification, and coordina-
tion of activities of National Institutes of 
Health with respect to research on autism 
spectrum disorder 

(a) In general 

(1) Expansion of activities 

The Director of NIH (in this section referred 
to as the ‘‘Director’’) shall, subject to the 
availability of appropriations, expand, inten-
sify, and coordinate the activities of the Na-
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tional Institutes of Health with respect to re-
search on autism spectrum disorder, including 
basic and clinical research in fields including 
pathology, developmental neurobiology, ge-
netics, epigenetics, pharmacology, nutrition, 
immunology, neuroimmunology, 
neurobehavioral development, endocrinology, 
gastroenterology, and toxicology. Such re-
search shall investigate the cause (including 
possible environmental causes), diagnosis or 
rule out, early detection, prevention, services, 
supports, intervention, and treatment of au-
tism spectrum disorder. 

(2) Consolidation 

The Director may consolidate program ac-
tivities under this section if such consolida-
tion would improve program efficiencies and 
outcomes. 

(3) Administration of program; collaboration 
among agencies 

The Director shall carry out this section 
acting through the Director of the National 
Institute of Mental Health and in collabora-
tion with any other agencies that the Director 
determines appropriate. 

(b) Centers of excellence 

(1) In general 

The Director shall under subsection (a)(1) of 
this section make awards of grants and con-
tracts to public or nonprofit private entities 
to pay all or part of the cost of planning, es-
tablishing, improving, and providing basic op-
erating support for centers of excellence re-
garding research on autism spectrum disorder. 

(2) Research 

Each center under paragraph (1) shall con-
duct basic and clinical research into autism 
spectrum disorder. Such research should in-
clude investigations into the cause, diagnosis, 
early detection, prevention, control, and 
treatment of autism spectrum disorder. The 
centers, as a group, shall conduct research in-
cluding the fields of developmental 
neurobiology, genetics, and 
psychopharmacology. 

(3) Services for patients 

(A) In general 

A center under paragraph (1) may expend 
amounts provided under such paragraph to 
carry out a program to make individuals 
aware of opportunities to participate as sub-
jects in research conducted by the centers. 

(B) Referrals and costs 

A program under subparagraph (A) may, in 
accordance with such criteria as the Direc-
tor may establish, provide to the subjects 
described in such subparagraph, referrals for 
health and other services, and such patient 
care costs as are required for research. 

(C) Availability and access 

The extent to which a center can dem-
onstrate availability and access to clinical 
services shall be considered by the Director 
in decisions about awarding grants to appli-
cants which meet the scientific criteria for 
funding under this section. 

(4) Organization of centers 

Each center under paragraph (1) shall use 
the facilities of a single institution, or be 
formed from a consortium of cooperating in-
stitutions, meeting such requirements as may 
be prescribed by the Director. 

(5) Number of centers; duration of support 

(A) In general 

The Director shall provide for the estab-
lishment of not less than five centers under 
paragraph (1). 

(B) Duration 

Support for a center established under 
paragraph (1) may be provided under this 
section for a period of not to exceed 5 years. 
Such period may be extended for one or 
more additional periods not exceeding 5 
years if the operations of such center have 
been reviewed by an appropriate technical 
and scientific peer review group established 
by the Director and if such group has rec-
ommended to the Director that such period 
should be extended. 

(c) Facilitation of research 

The Director shall under subsection (a)(1) of 
this section provide for a program under which 
samples of tissues and genetic materials that 
are of use in research on autism spectrum dis-
order are donated, collected, preserved, and 
made available for such research. The program 
shall be carried out in accordance with accepted 
scientific and medical standards for the dona-
tion, collection, and preservation of such sam-
ples. 

(d) Public input 

The Director shall under subsection (a)(1) of 
this section provide for means through which 
the public can obtain information on the exist-
ing and planned programs and activities of the 
National Institutes of Health with respect to au-
tism spectrum disorder and through which the 
Director can receive comments from the public 
regarding such programs and activities. 

(July 1, 1944, ch. 373, title IV, § 409C, as added 
Pub. L. 106–310, div. A, title I, § 101, Oct. 17, 2000, 
114 Stat. 1105; amended Pub. L. 109–416, §§ 2(a), 
4(b), Dec. 19, 2006, 120 Stat. 2821, 2830; Pub. L. 
109–482, title I, §§ 103(b)(9), 104(b)(1)(D), Jan. 15, 
2007, 120 Stat. 3687, 3693.) 

PRIOR PROVISIONS 

Another section 409C of act July 1, 1944, was renum-
bered section 409G and is classified to section 284k of 
this title. 

AMENDMENTS 

2007—Subsec. (b)(4) to (6). Pub. L. 109–482, 
§ 104(b)(1)(D), redesignated pars. (5) and (6) as (4) and (5), 
respectively, and struck out heading and text of former 
par. (4). Text read as follows: ‘‘The Director shall, as 
appropriate, provide for the coordination of informa-
tion among centers under paragraph (1) and ensure reg-
ular communication between such centers, and may re-
quire the periodic preparation of reports on the activi-
ties of the centers and the submission of the reports to 
the Director.’’ 

Subsec. (e). Pub. L. 109–482, § 103(b)(9), which directed 
the striking of subsec. (e), could not be executed be-
cause of prior amendment by Pub. L. 109–416. See 2006 
Amendment note below. 
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1 So in original. Probably should be ‘‘pathogenesis’’. 

2006—Pub. L. 109–416, § 2(a)(1), substituted ‘‘autism 
spectrum disorder’’ for ‘‘autism’’ in section catchline. 

Subsec. (a). Pub. L. 109–416, § 2(a)(3), added pars. (1) 
and (2), redesignated former par. (2) as (3), and struck 
out heading and text of former par. (1). Text read as fol-
lows: ‘‘The Director of NIH (in this section referred to 
as the ‘Director’) shall expand, intensify, and coordi-
nate the activities of the National Institutes of Health 
with respect to research on autism.’’ 

Subsec. (b)(1), (2). Pub. L. 109–416, § 2(a)(2), substituted 
‘‘autism spectrum disorder’’ for ‘‘autism’’ in par. (1) 
and in two places in par. (2). 

Subsecs. (c), (d). Pub. L. 109–416, § 2(a)(2), substituted 
‘‘autism spectrum disorder’’ for ‘‘autism’’. 

Subsec. (e). Pub. L. 109–416, § 4(b), struck out heading 
and text of subsec. (e). Text read as follows: ‘‘There are 
authorized to be appropriated such sums as may be nec-
essary to carry out this section. Amounts appropriated 
under this subsection are in addition to any other 
amounts appropriated for such purpose.’’ 

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. 
109–482, set out as a note under section 281 of this title. 

§ 284h. Pediatric Research Initiative 

(a) Establishment 

The Secretary shall establish within the Office 
of the Director of NIH a Pediatric Research Ini-
tiative (referred to in this section as the ‘‘Initia-
tive’’) to conduct and support research that is 
directly related to diseases, disorders, and other 
conditions in children. The Initiative shall be 
headed by the Director of NIH. 

(b) Purpose 

The purpose of the Initiative is to provide 
funds to enable the Director of NIH— 

(1) to increase support for pediatric bio-
medical research within the National Insti-
tutes of Health to realize the expanding oppor-
tunities for advancement in scientific inves-
tigations and care for children; 

(2) to enhance collaborative efforts among 
the Institutes to conduct and support multi-
disciplinary research in the areas that the Di-
rector deems most promising; and 

(3) in coordination with the Food and Drug 
Administration, to increase the development 
of adequate pediatric clinical trials and pedi-
atric use information to promote the safer and 
more effective use of prescription drugs in the 
pediatric population. 

(c) Duties 

In carrying out subsection (b) of this section, 
the Director of NIH shall— 

(1) consult with the Director of the Eunice 
Kennedy Shriver National Institute of Child 
Health and Human Development and the other 
national research institutes, in considering 
their requests for new or expanded pediatric 
research efforts, and consult with the Admin-
istrator of the Health Resources and Services 
Administration and other advisors as the Di-
rector determines to be appropriate; 

(2) have broad discretion in the allocation of 
any Initiative assistance among the Insti-
tutes, among types of grants, and between 
basic and clinical research so long as the as-
sistance is directly related to the illnesses and 
conditions of children; and 

(3) be responsible for the oversight of any 
newly appropriated Initiative funds and annu-
ally report to Congress and the public on the 
extent of the total funds obligated to conduct 
or support pediatric research across the Na-
tional Institutes of Health, including the spe-
cific support and research awards allocated 
through the Initiative. 

(d) Transfer of funds 

The Director of NIH may transfer amounts ap-
propriated under this section to any of the Insti-
tutes for a fiscal year to carry out the purposes 
of the Initiative under this section. 

(July 1, 1944, ch. 373, title IV, § 409D, as added 
Pub. L. 106–310, div. A, title X, § 1001, Oct. 17, 
2000, 114 Stat. 1127; amended Pub. L. 109–482, title 
I, § 103(b)(10), Jan. 15, 2007, 120 Stat. 3687; Pub. L. 
110–154, § 1(b)(4), Dec. 21, 2007, 121 Stat. 1827.) 

CODIFICATION 

Another section 409D of act July 1, 1944, was renum-
bered section 409H and is classified to section 284l of 
this title. 

AMENDMENTS 

2007—Subsec. (c)(1). Pub. L. 110–154 substituted ‘‘Eu-
nice Kennedy Shriver National Institute of Child 
Health and Human Development’’ for ‘‘National Insti-
tute of Child Health and Human Development’’. 

Subsecs. (d), (e). Pub. L. 109–482 redesignated subsec. 
(e) as (d) and struck out heading and text of former 
subsec. (d). Text read as follows: ‘‘For the purpose of 
carrying out this section, there are authorized to be ap-
propriated $50,000,000 for fiscal year 2001, and such sums 
as may be necessary for each of the fiscal years 2002 
through 2005.’’ 

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. 
109–482, set out as a note under section 281 of this title. 

§ 284i. Autoimmune diseases 

(a) Expansion, intensification, and coordination 
of activities 

(1) In general 

The Director of NIH shall expand, intensify, 
and coordinate research and other activities of 
the National Institutes of Health with respect 
to autoimmune diseases. 

(2) Allocations by Director of NIH 

With respect to amounts appropriated to 
carry out this section for a fiscal year, the Di-
rector of NIH shall allocate the amounts 
among the national research institutes that 
are carrying out paragraph (1). 

(3) Definition 

The term ‘‘autoimmune disease’’ includes, 
for purposes of this section such diseases or 
disorders with evidence of autoimmune 
pathogensis 1 as the Secretary determines to 
be appropriate. 

(b) Coordinating Committee 

(1) In general 

The Secretary shall ensure that the Auto-
immune Diseases Coordinating Committee (re-
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ferred to in this section as the ‘‘Coordinating 
Committee’’) coordinates activities across the 
National Institutes and with other Federal 
health programs and activities relating to 
such diseases. 

(2) Composition 

The Coordinating Committee shall be com-
posed of the directors or their designees of 
each of the national research institutes in-
volved in research with respect to auto-
immune diseases and representatives of all 
other Federal departments and agencies whose 
programs involve health functions or respon-
sibilities relevant to such diseases, including 
the Centers for Disease Control and Preven-
tion and the Food and Drug Administration. 

(3) Chair 

(A) In general 

With respect to autoimmune diseases, the 
Chair of the Committee shall serve as the 
principal advisor to the Secretary, the As-
sistant Secretary for Health, and the Direc-
tor of NIH, and shall provide advice to the 
Director of the Centers for Disease Control 
and Prevention, the Commissioner of Food 
and Drugs, and other relevant agencies. 

(B) Director of NIH 

The Chair of the Committee shall be di-
rectly responsible to the Director of NIH. 

(c) Plan for NIH activities 

(1) In general 

Not later than 1 year after October 17, 2000, 
the Coordinating Committee shall develop a 
plan for conducting and supporting research 
and education on autoimmune diseases 
through the national research institutes and 
shall periodically review and revise the plan. 
The plan shall— 

(A) provide for a broad range of research 
and education activities relating to bio-
medical, psychosocial, and rehabilitative is-
sues, including studies of the disproportion-
ate impact of such diseases on women; 

(B) identify priorities among the programs 
and activities of the National Institutes of 
Health regarding such diseases; and 

(C) reflect input from a broad range of sci-
entists, patients, and advocacy groups. 

(2) Certain elements of plan 

The plan under paragraph (1) shall, with re-
spect to autoimmune diseases, provide for the 
following as appropriate: 

(A) Research to determine the reasons un-
derlying the incidence and prevalence of the 
diseases. 

(B) Basic research concerning the etiology 
and causes of the diseases. 

(C) Epidemiological studies to address the 
frequency and natural history of the dis-
eases, including any differences among the 
sexes and among racial and ethnic groups. 

(D) The development of improved screen-
ing techniques. 

(E) Clinical research for the development 
and evaluation of new treatments, including 
new biological agents. 

(F) Information and education programs 
for health care professionals and the public. 

(3) Implementation of plan 

The Director of NIH shall ensure that pro-
grams and activities of the National Institutes 
of Health regarding autoimmune diseases are 
implemented in accordance with the plan 
under paragraph (1). 

(July 1, 1944, ch. 373, title IV, § 409E, as added 
Pub. L. 106–310, div. A, title XIX, § 1901, Oct. 17, 
2000, 114 Stat. 1153; amended Pub. L. 109–482, title 
I, §§ 103(b)(11), 104(b)(1)(E), Jan. 15, 2007, 120 Stat. 
3687, 3693.) 

AMENDMENTS 

2007—Subsec. (d). Pub. L. 109–482, § 104(b)(1)(E), struck 
out heading and text of subsec. (d). Text read as fol-
lows: ‘‘The Coordinating Committee under subsection 
(b)(1) of this section shall biennially submit to the 
Committee on Commerce of the House of Representa-
tives, and the Committee on Health, Education, Labor 
and Pensions of the Senate, a report that describes the 
research, education, and other activities on auto-
immune diseases being conducted or supported through 
the national research institutes, and that in addition 
includes the following: 

‘‘(1) The plan under subsection (c)(1) of this section 
(or revisions to the plan, as the case may be). 

‘‘(2) Provisions specifying the amounts expended by 
the National Institutes of Health with respect to each 
of the autoimmune diseases included in the plan. 

‘‘(3) Provisions identifying particular projects or 
types of projects that should in the future be consid-
ered by the national research institutes or other enti-
ties in the field of research on autoimmune diseases.’’ 
Subsec. (e). Pub. L. 109–482, § 103(b)(11), struck out 

heading and text of subsec. (e). Text read as follows: 
‘‘For the purpose of carrying out this section, there are 
authorized to be appropriated such sums as may be nec-
essary for each of the fiscal years 2001 through 2005. The 
authorization of appropriations established in the pre-
ceding sentence is in addition to any other authoriza-
tion of appropriations that is available for conducting 
or supporting through the National Institutes of Health 
research and other activities with respect to auto-
immune diseases.’’ 

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. 
109–482, set out as a note under section 281 of this title. 

§ 284j. Muscular dystrophy research 

(a) Coordination of activities 

The Director of NIH shall expand and increase 
coordination in the activities of the National In-
stitutes of Health with respect to research on 
muscular dystrophies, including Duchenne mus-
cular dystrophy. 

(b) Administration of program; collaboration 
among agencies 

The Director of NIH shall carry out this sec-
tion through the appropriate institutes, includ-
ing the National Institute of Neurological Dis-
orders and Stroke and in collaboration with any 
other agencies that the Director determines ap-
propriate. 

(July 1, 1944, ch. 373, title IV, § 409F, as added 
Pub. L. 106–310, div. A, title XXII, § 2201, Oct. 17, 
2000, 114 Stat. 1157; amended Pub. L. 109–482, title 
I, § 103(b)(12), Jan. 15, 2007, 120 Stat. 3687.) 

AMENDMENTS 

2007—Subsec. (c). Pub. L. 109–482 struck out heading 
and text of subsec. (c). Text read as follows: ‘‘There are 
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authorized to be appropriated such sums as may be nec-
essary to carry out this section for each of the fiscal 
years 2001 through 2005. Amounts appropriated under 
this subsection shall be in addition to any other 
amounts appropriated for such purpose.’’ 

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. 
109–482, set out as a note under section 281 of this title. 

§ 284k. Clinical research 

(a) In general 

The Director of National Institutes of Health 
shall undertake activities to support and expand 
the involvement of the National Institutes of 
Health in clinical research. 

(b) Requirements 

In carrying out subsection (a) of this section, 
the Director of National Institutes of Health 
shall— 

(1) consider the recommendations of the Di-
vision of Research Grants Clinical Research 
Study Group and other recommendations for 
enhancing clinical research; and 

(2) establish intramural and extramural clin-
ical research fellowship programs directed spe-
cifically at medical and dental students and a 
continuing education clinical research train-
ing program at the National Institutes of 
Health. 

(c) Support for the diverse needs of clinical re-
search 

The Director of National Institutes of Health, 
in cooperation with the Directors of the Insti-
tutes, Centers, and Divisions of the National In-
stitutes of Health, shall support and expand the 
resources available for the diverse needs of the 
clinical research community, including inpa-
tient, outpatient, and critical care clinical re-
search. 

(d) Peer review 

The Director of National Institutes of Health 
shall establish peer review mechanisms to evalu-
ate applications for the awards and fellowships 
provided for in subsection (b)(2) of this section 
and section 284l of this title. Such review mecha-
nisms shall include individuals who are excep-
tionally qualified to appraise the merits of po-
tential clinical research training and research 
grant proposals. 

(July 1, 1944, ch. 373, title IV, § 409G, formerly 
§ 409C, as added Pub. L. 106–505, title II, § 203, 
Nov. 13, 2000, 114 Stat. 2326; renumbered § 409G, 
Pub. L. 107–109, § 3(1), Jan. 4, 2002, 115 Stat. 1408.) 

REFERENCES IN TEXT 

Section 284l of this title, referred to in subsec. (d), 
was in the original ‘‘section 409D’’, and was translated 
as meaning section 409D of act July 1, 1944, ch. 373, as 
added by section 204(b) of Pub. L. 106–505. Such section 
409D was renumbered section 409H of act July 1, 1944, 
ch. 373, by Pub. L. 107–109, § 3(2), Jan. 4, 2002, 115 Stat. 
1408. Another section 409D of act July 1, 1944, ch. 373, as 
added by section 1001 of Pub. L. 106–310, is classified to 
section 284h of this title. 

FINDINGS AND PURPOSE 

Pub. L. 106–505, title II, § 202, Nov. 13, 2000, 114 Stat. 
2325, provided that: 

‘‘(a) FINDINGS.—Congress makes the following find-
ings: 

‘‘(1) Clinical research is critical to the advancement 
of scientific knowledge and to the development of 
cures and improved treatment for disease. 

‘‘(2) Tremendous advances in biology are opening 
doors to new insights into human physiology, 
pathophysiology and disease, creating extraordinary 
opportunities for clinical research. 

‘‘(3) Clinical research includes translational re-
search which is an integral part of the research proc-
ess leading to general human applications. It is the 
bridge between the laboratory and new methods of di-
agnosis, treatment, and prevention and is thus essen-
tial to progress against cancer and other diseases. 

‘‘(4) The United States will spend more than 
$1,200,000,000,000 on health care in 1999, but the Fed-
eral budget for health research at the National Insti-
tutes of Health was $15,600,000,000 only 1 percent of 
that total. 

‘‘(5) Studies at the Institute of Medicine, the Na-
tional Research Council, and the National Academy 
of Sciences have all addressed the current problems 
in clinical research. 

‘‘(6) The Director of the National Institutes of 
Health has recognized the current problems in clini-
cal research and appointed a special panel, which rec-
ommended expanded support for existing National In-
stitutes of Health clinical research programs and the 
creation of new initiatives to recruit and retain clini-
cal investigators. 

‘‘(7) The current level of training and support for 
health professionals in clinical research is frag-
mented, undervalued, and underfunded. 

‘‘(8) Young investigators are not only apprentices 
for future positions but a crucial source of energy, 
enthusiasm, and ideas in the day-to-day research that 
constitutes the scientific enterprise. Serious ques-
tions about the future of life-science research are 
raised by the following: 

‘‘(A) The number of young investigators applying 
for grants dropped by 54 percent between 1985 and 
1993. 

‘‘(B) The number of physicians applying for first- 
time National Institutes of Health research project 
grants fell from 1226 in 1994 to 963 in 1998, a 21 per-
cent reduction. 

‘‘(C) Newly independent life-scientists are ex-
pected to raise funds to support their new research 
programs and a substantial proportion of their own 
salaries. 
‘‘(9) The following have been cited as reasons for 

the decline in the number of active clinical research-
ers, and those choosing this career path: 

‘‘(A) A medical school graduate incurs an average 
debt of $85,619, as reported in the Medical School 
Graduation Questionnaire by the Association of 
American Medical Colleges (AAMC). 

‘‘(B) The prolonged period of clinical training re-
quired increases the accumulated debt burden. 

‘‘(C) The decreasing number of mentors and role 
models. 

‘‘(D) The perceived instability of funding from the 
National Institutes of Health and other Federal 
agencies. 

‘‘(E) The almost complete absence of clinical re-
search training in the curriculum of training grant 
awardees. 

‘‘(F) Academic Medical Centers are experiencing 
difficulties in maintaining a proper environment 
for research in a highly competitive health care 
marketplace, which are compounded by the de-
creased willingness of third party payers to cover 
health care costs for patients engaged in research 
studies and research procedures. 
‘‘(10) In 1960, general clinical research centers were 

established under the Office of the Director of the Na-
tional Institutes of Health with an initial appropria-
tion of $3,000,000. 

‘‘(11) Appropriations for general clinical research 
centers in fiscal year 1999 equaled $200,500,000. 
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‘‘(12) Since the late 1960s, spending for general clini-
cal research centers has declined from approximately 
3 percent to 1 percent of the National Institutes of 
Health budget. 

‘‘(13) In fiscal year 1999, there were 77 general clini-
cal research centers in operation, supplying patients 
in the areas in which such centers operate with ac-
cess to the most modern clinical research and clinical 
research facilities and technologies. 
‘‘(b) PURPOSE.—It is the purpose of this title [see 

Short Title of 2000 Amendments note set out under sec-
tion 201 of this title] to provide additional support for 
and to expand clinical research programs.’’ 

OVERSIGHT BY GAO 

Pub. L. 106–505, title II, § 207, Nov. 13, 2000, 114 Stat. 
2330, provided that, not later than 18 months after Nov. 
13, 2000, the Comptroller General was to submit to Con-
gress a report describing the extent to which the Na-
tional Institutes of Health had complied with the 
amendments made by title II of Pub. L. 106–505. 

§ 284l. Enhancement awards 

(a) Mentored Patient-Oriented Research Career 
Development Awards 

(1) Grants 

(A) In general 

The Director of the National Institutes of 
Health shall make grants (to be referred to 
as ‘‘Mentored Patient-Oriented Research Ca-
reer Development Awards’’) to support indi-
vidual careers in clinical research at general 
clinical research centers or at other institu-
tions that have the infrastructure and re-
sources deemed appropriate for conducting 
patient-oriented clinical research. 

(B) Use 

Grants under subparagraph (A) shall be 
used to support clinical investigators in the 
early phases of their independent careers by 
providing salary and such other support for 
a period of supervised study. 

(2) Applications 

An application for a grant under this sub-
section shall be submitted by an individual 
scientist at such time as the Director may re-
quire. 

(b) Mid-Career Investigator Awards in Patient- 
Oriented Research 

(1) Grants 

(A) In general 

The Director of the National Institutes of 
Health shall make grants (to be referred to 
as ‘‘Mid-Career Investigator Awards in Pa-
tient-Oriented Research’’) to support indi-
vidual clinical research projects at general 
clinical research centers or at other institu-
tions that have the infrastructure and re-
sources deemed appropriate for conducting 
patient-oriented clinical research. 

(B) Use 

Grants under subparagraph (A) shall be 
used to provide support for mid-career level 
clinicians to allow such clinicians to devote 
time to clinical research and to act as men-
tors for beginning clinical investigators. 

(2) Applications 

An application for a grant under this sub-
section shall be submitted by an individual 
scientist at such time as the Director requires. 

(c) Graduate Training in Clinical Investigation 
Award 

(1) In general 

The Director of the National Institutes of 
Health shall make grants (to be referred to as 
‘‘Graduate Training in Clinical Investigation 
Awards’’) to support individuals pursuing mas-
ter’s or doctoral degrees in clinical investiga-
tion. 

(2) Applications 

An application for a grant under this sub-
section shall be submitted by an individual 
scientist at such time as the Director may re-
quire. 

(3) Limitations 

Grants under this subsection shall be for 
terms of 2 years or more and shall provide sti-
pend, tuition, and institutional support for in-
dividual advanced degree programs in clinical 
investigation. 

(4) Definition 

As used in this subsection, the term ‘‘ad-
vanced degree programs in clinical investiga-
tion’’ means programs that award a master’s 
or Ph.D. degree in clinical investigation after 
2 or more years of training in areas such as 
the following: 

(A) Analytical methods, biostatistics, and 
study design. 

(B) Principles of clinical pharmacology 
and pharmacokinetics. 

(C) Clinical epidemiology. 
(D) Computer data management and medi-

cal informatics. 
(E) Ethical and regulatory issues. 
(F) Biomedical writing. 

(d) Clinical Research Curriculum Awards 

(1) In general 

The Director of the National Institutes of 
Health shall make grants (to be referred to as 
‘‘Clinical Research Curriculum Awards’’) to 
institutions for the development and support 
of programs of core curricula for training clin-
ical investigators, including medical students. 
Such core curricula may include training in 
areas such as the following: 

(A) Analytical methods, biostatistics, and 
study design. 

(B) Principles of clinical pharmacology 
and pharmacokinetics. 

(C) Clinical epidemiology. 
(D) Computer data management and medi-

cal informatics. 
(E) Ethical and regulatory issues. 
(F) Biomedical writing. 

(2) Applications 

An application for a grant under this sub-
section shall be submitted by an individual in-
stitution or a consortium of institutions at 
such time as the Director may require. An in-
stitution may submit only one such applica-
tion. 

(3) Limitations 

Grants under this subsection shall be for 
terms of up to 5 years and may be renewable. 

(July 1, 1944, ch. 373, title IV, § 409H, formerly 
§ 409D, as added Pub. L. 106–505, title II, § 204(b), 
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Nov. 13, 2000, 114 Stat. 2327; renumbered § 409H, 
Pub. L. 107–109, § 3(2), Jan. 4, 2002, 115 Stat. 1408; 
Pub. L. 109–482, title I, § 103(b)(13), Jan. 15, 2007, 
120 Stat. 3687.) 

AMENDMENTS 

2007—Subsec. (a)(3). Pub. L. 109–482, § 103(b)(13)(A), 
struck out heading and text of par. (3). Text read as fol-
lows: ‘‘For the purpose of carrying out this subsection, 
there are authorized to be appropriated such sums as 
may be necessary for each fiscal year.’’ 

Subsec. (b)(3). Pub. L. 109–482, § 103(b)(13)(B), struck 
out heading and text of par. (3). Text read as follows: 
‘‘For the purpose of carrying out this subsection, there 
are authorized to be appropriated such sums as may be 
necessary for each fiscal year.’’ 

Subsec. (c)(5). Pub. L. 109–482, § 103(b)(13)(C), struck 
out heading and text of par. (5). Text read as follows: 
‘‘For the purpose of carrying out this subsection, there 
are authorized to be appropriated such sums as may be 
necessary for each fiscal year.’’ 

Subsec. (d)(4). Pub. L. 109–482, § 103(b)(13)(D), struck 
out heading and text of par. (4). Text read as follows: 
‘‘For the purpose of carrying out this subsection, there 
are authorized to be appropriated such sums as may be 
necessary for each fiscal year.’’ 

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. 
109–482, set out as a note under section 281 of this title. 

§ 284m. Program for pediatric studies of drugs 

(a) List of priority issues in pediatric thera-
peutics 

(1) In general 

Not later than one year after September 27, 
2007, the Secretary, acting through the Direc-
tor of the National Institutes of Health and in 
consultation with the Commissioner of Food 
and Drugs and experts in pediatric research, 
shall develop and publish a priority list of 
needs in pediatric therapeutics, including 
drugs or indications that require study. The 
list shall be revised every three years. 

(2) Consideration of available information 

In developing and prioritizing the list under 
paragraph (1), the Secretary shall consider— 

(A) therapeutic gaps in pediatrics that 
may include developmental pharmacology, 
pharmacogenetic determinants of drug re-
sponse, metabolism of drugs and biologics in 
children, and pediatric clinical trials; 

(B) particular pediatric diseases, disorders 
or conditions where more complete knowl-
edge and testing of therapeutics, including 
drugs and biologics, may be beneficial in pe-
diatric populations; and 

(C) the adequacy of necessary infrastruc-
ture to conduct pediatric pharmacological 
research, including research networks and 
trained pediatric investigators. 

(b) Pediatric studies and research 

The Secretary, acting through the National 
Institutes of Health, shall award funds to enti-
ties that have the expertise to conduct pediatric 
clinical trials or other research (including quali-
fied universities, hospitals, laboratories, con-
tract research organizations, practice groups, 
federally funded programs such as pediatric 

pharmacology research units, other public or 
private institutions, or individuals) to enable 
the entities to conduct the drug studies or other 
research on the issues described in subsection 
(a). The Secretary may use contracts, grants, or 
other appropriate funding mechanisms to award 
funds under this subsection. 

(c) Process for proposed pediatric study requests 
and labeling changes 

(1) Submission of proposed pediatric study re-
quest 

The Director of the National Institutes of 
Health shall, as appropriate, submit proposed 
pediatric study requests for consideration by 
the Commissioner of Food and Drugs for pedi-
atric studies of a specific pediatric indication 
identified under subsection (a). Such a pro-
posed pediatric study request shall be made in 
a manner equivalent to a written request 
made under subsection (b) or (c) of section 
505A of the Federal Food, Drug, and Cosmetic 
Act [21 U.S.C. 355a], including with respect to 
the information provided on the pediatric 
studies to be conducted pursuant to the re-
quest. The Director of the National Institutes 
of Health may submit a proposed pediatric 
study request for a drug for which— 

(A)(i) there is an approved application 
under section 505(j) of the Federal Food, 
Drug, and Cosmetic Act [21 U.S.C. 355(j)]; or 

(ii) there is a submitted application that 
could be approved under the criteria of such 
section; and 

(B) there is no patent protection or market 
exclusivity protection for at least one form 
of the drug under the Federal Food, Drug, 
and Cosmetic Act [21 U.S.C. 301 et seq.]; and 

(C) additional studies are needed to assess 
the safety and effectiveness of the use of the 
drug in the pediatric population. 

(2) Written request to holders of approved ap-
plications for drugs lacking exclusivity 

The Commissioner of Food and Drugs, in 
consultation with the Director of the National 
Institutes of Health, may issue a written re-
quest based on the proposed pediatric study 
request for the indication or indications sub-
mitted pursuant to paragraph (1) (which shall 
include a timeframe for negotiations for an 
agreement) for pediatric studies concerning a 
drug identified under subsection (a) to all 
holders of an approved application for the drug 
under section 505 of the Federal Food, Drug, 
and Cosmetic Act [21 U.S.C. 355]. Such a writ-
ten request shall be made in a manner equiva-
lent to the manner in which a written request 
is made under subsection (b) or (c) of section 
505A of such Act [21 U.S.C. 355a], including 
with respect to information provided on the 
pediatric studies to be conducted pursuant to 
the request and using appropriate formula-
tions for each age group for which the study is 
requested. 

(3) Requests for proposals 

If the Commissioner of Food and Drugs does 
not receive a response to a written request is-
sued under paragraph (2) not later than 30 days 
after the date on which a request was issued, 
the Secretary, acting through the Director of 
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the National Institutes of Health and in con-
sultation with the Commissioner of Food and 
Drugs, shall publish a request for proposals to 
conduct the pediatric studies described in the 
written request in accordance with subsection 
(b). 

(4) Disqualification 

A holder that receives a first right of refusal 
shall not be entitled to respond to a request 
for proposals under paragraph (3). 

(5) Contracts, grants, or other funding mecha-
nisms 

A contract, grant, or other funding may be 
awarded under this section only if a proposal 
is submitted to the Secretary in such form and 
manner, and containing such agreements, as-
surances, and information as the Secretary de-
termines to be necessary to carry out this sec-
tion. 

(6) Reporting of studies 

(A) In general 

On completion of a pediatric study in ac-
cordance with an award under this section, a 
report concerning the study shall be submit-
ted to the Director of the National Insti-
tutes of Health and the Commissioner of 
Food and Drugs. The report shall include all 
data generated in connection with the study, 
including a written request if issued. 

(B) Availability of reports 

Each report submitted under subparagraph 
(A) shall be considered to be in the public 
domain (subject to section 505A(d)(4) of the 
Federal Food, Drug, and Cosmetic Act [21 
U.S.C. 355a(d)(4)]) and shall be assigned a 
docket number by the Commissioner of Food 
and Drugs. An interested person may submit 
written comments concerning such pediatric 
studies to the Commissioner of Food and 
Drugs, and the written comments shall be-
come part of the docket file with respect to 
each of the drugs. 

(C) Action by Commissioner 

The Commissioner of Food and Drugs shall 
take appropriate action in response to the 
reports submitted under subparagraph (A) in 
accordance with paragraph (7). 

(7) Requests for labeling change 

During the 180-day period after the date on 
which a report is submitted under paragraph 
(6)(A), the Commissioner of Food and Drugs 
shall— 

(A) review the report and such other data 
as are available concerning the safe and ef-
fective use in the pediatric population of the 
drug studied; 

(B) negotiate with the holders of approved 
applications for the drug studied for any la-
beling changes that the Commissioner of 
Food and Drugs determines to be appro-
priate and requests the holders to make; and 

(C)(i) place in the public docket file a copy 
of the report and of any requested labeling 
changes; and 

(ii) publish in the Federal Register and 
through a posting on the Web site of the 
Food and Drug Administration a summary 

of the report and a copy of any requested la-
beling changes. 

(8) Dispute resolution 

(A) Referral to Pediatric Advisory Committee 

If, not later than the end of the 180-day pe-
riod specified in paragraph (7), the holder of 
an approved application for the drug in-
volved does not agree to any labeling change 
requested by the Commissioner of Food and 
Drugs under that paragraph, the Commis-
sioner of Food and Drugs shall refer the re-
quest to the Pediatric Advisory Committee. 

(B) Action by the Pediatric Advisory Commit-
tee 

Not later than 90 days after receiving a re-
ferral under subparagraph (A), the Pediatric 
Advisory Committee shall— 

(i) review the available information on 
the safe and effective use of the drug in 
the pediatric population, including study 
reports submitted under this section; and 

(ii) make a recommendation to the Com-
missioner of Food and Drugs as to appro-
priate labeling changes, if any. 

(9) FDA determination 

Not later than 30 days after receiving a rec-
ommendation from the Pediatric Advisory 
Committee under paragraph (8)(B)(ii) with re-
spect to a drug, the Commissioner of Food and 
Drugs shall consider the recommendation and, 
if appropriate, make a request to the holders 
of approved applications for the drug to make 
any labeling change that the Commissioner of 
Food and Drugs determines to be appropriate. 

(10) Failure to agree 

If a holder of an approved application for a 
drug, within 30 days after receiving a request 
to make a labeling change under paragraph 
(9), does not agree to make a requested label-
ing change, the Commissioner of Food and 
Drugs may deem the drug to be misbranded 
under the Federal Food, Drug, and Cosmetic 
Act [21 U.S.C. 301 et seq.]. 

(11) No effect on authority 

Nothing in this subsection limits the author-
ity of the United States to bring an enforce-
ment action under the Federal Food, Drug, 
and Cosmetic Act [21 U.S.C. 301 et seq.] when 
a drug lacks appropriate pediatric labeling. 
Neither course of action (the Pediatric Advi-
sory Committee process or an enforcement ac-
tion referred to in the preceding sentence) 
shall preclude, delay, or serve as the basis to 
stay the other course of action. 

(d) Dissemination of pediatric information 

Not later than one year after September 27, 
2007, the Secretary, acting through the Director 
of the National Institutes of Health, shall study 
the feasibility of establishing a compilation of 
information on pediatric drug use and report the 
findings to Congress. 

(e) Authorization of appropriations 

(1) In general 

There are authorized to be appropriated to 
carry out this section— 

(A) $200,000,000 for fiscal year 2008; and 
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(B) such sums as are necessary for each of 
the four succeeding fiscal years. 

(2) Availability 

Any amount appropriated under paragraph 
(1) shall remain available to carry out this 
section until expended. 

(July 1, 1944, ch. 373, title IV, § 409I, as added 
Pub. L. 107–109, § 3(3), Jan. 4, 2002, 115 Stat. 1408; 
amended Pub. L. 108–155, § 3(b)(6), Dec. 3, 2003, 117 
Stat. 1942; Pub. L. 109–482, title I, § 103(b)(14), 
Jan. 15, 2007, 120 Stat. 3687; Pub. L. 110–85, title 
V, § 502(b), Sept. 27, 2007, 121 Stat. 886.) 

REFERENCES IN TEXT 

The Federal Food, Drug, and Cosmetic Act, referred 
to in subsec. (c)(1)(B), (10), (11), is act June 25, 1938, ch. 
675, 52 Stat. 1040, which is classified generally to chap-
ter 9 (§ 301 et seq.) of Title 21, Food and Drugs. For com-
plete classification of this Act to the Code, see section 
301 of Title 21 and Tables. 

AMENDMENTS 

2007—Pub. L. 110–85 amended section generally. Prior 
to amendment, section related to development of list of 
drugs for which pediatric studies are needed, award of 
contracts for pediatric studies, process for requesting 
contract proposals to conduct certain pediatric studies, 
reporting of completed studies, requests for labeling 
changes and dispute resolution, and recommendation 
by the Secretary for formulation changes. 

Subsec. (d). Pub. L. 109–482 struck out subsec. (d) 
which related to authorization and availability of ap-
propriations. 

2003—Subsec. (c)(8), (9), (11). Pub. L. 108–155 struck out 
‘‘Advisory Subcommittee of the Anti-Infective Drugs’’ 
before ‘‘Advisory Committee’’ wherever appearing. 

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. 
109–482, set out as a note under section 281 of this title. 

EFFECTIVE DATE OF 2003 AMENDMENT 

Amendment by Pub. L. 108–155 effective Dec. 3, 2003, 
except as otherwise provided, see section 4 of Pub. L. 
108–155, set out as an Effective Date note under section 
355c of Title 21, Food and Drugs. 

PEDIATRIC ADVISORY COMMITTEE 

Pub. L. 107–109, § 14, Jan. 4, 2002, 115 Stat. 1419, as 
amended by Pub. L. 108–155, § 3(b)(2), Dec. 3, 2003, 117 
Stat. 1941; Pub. L. 110–85, title III, § 306(b), title V, 
§ 502(d), Sept. 27, 2007, 121 Stat. 865, 889, provided that: 

‘‘(a) IN GENERAL.—The Secretary of Health and 
Human Services shall, under section 222 of the Public 
Health Service Act (42 U.S.C. 217a) or other appropriate 
authority, convene and consult an advisory committee 
on pediatric therapeutics (including drugs and biologi-
cal products) and medical devices (referred to in this 
section as the ‘advisory committee’). 

‘‘(b) PURPOSE.— 
‘‘(1) IN GENERAL.—The advisory committee shall ad-

vise and make recommendations to the Secretary, 
through the Commissioner of Food and Drugs, on 
matters relating to pediatric therapeutics (including 
drugs and biological products) and medical devices. 

‘‘(2) MATTERS INCLUDED.—The matters referred to in 
paragraph (1) include— 

‘‘(A) pediatric research conducted under sections 
351, 409I, and 499 of the Public Health Service Act 
[42 U.S.C. 262, 284m, and 290b] and sections 501, 502, 
505, 505A, 505B, 510(k), 515, and 520(m) of the Federal 
Food, Drug, and Cosmetic Act [21 U.S.C. 351, 352, 
355, 355a, 355c, 360(k), 360e, and 360j(m)]; 

‘‘(B) identification of research priorities related 
to therapeutics (including drugs and biological 

products) and medical devices for pediatric popu-
lations and the need for additional diagnostics and 
treatments for specific pediatric diseases or condi-
tions; [and] 

‘‘(C) the ethics, design, and analysis of clinical 
trials related to pediatric therapeutics (including 
drugs and biological products) and medical devices. 

‘‘(c) COMPOSITION.—The advisory committee shall in-
clude representatives of pediatric health organizations, 
pediatric researchers, relevant patient and patient- 
family organizations, and other experts selected by the 
Secretary. 

‘‘(d) CONTINUATION OF OPERATION OF COMMITTEE.— 
Notwithstanding section 14 of the Federal Advisory 
Committee Act [5 U.S.C. App.], the advisory committee 
shall continue to operate during the five-year period 
beginning on the date of the enactment of the Best 
Pharmaceuticals for Children Act of 2007 [Sept. 27, 
2007].’’ 

§ 284n. Certain demonstration projects 

(a) Bridging the sciences 

(1) In general 

From amounts to be appropriated under sec-
tion 282a(b) of this title, the Secretary of 
Health and Human Services, acting through 
the Director of NIH, (in this subsection re-
ferred to as the ‘‘Secretary’’) in consultation 
with the Director of the National Science 
Foundation, the Secretary of Energy, and 
other agency heads when necessary, may allo-
cate funds for the national research institutes 
and national centers to make grants for the 
purpose of improving the public health 
through demonstration projects for biomedical 
research at the interface between the biologi-
cal, behavioral, and social sciences and the 
physical, chemical, mathematical, and com-
putational sciences. 

(2) Goals, priorities, and methods; interagency 
collaboration 

The Secretary shall establish goals, prior-
ities, and methods of evaluation for research 
under paragraph (1), and shall provide for 
interagency collaboration with respect to such 
research. In developing such goals, priorities, 
and methods, the Secretary shall ensure 
that— 

(A) the research reflects the vision of inno-
vation and higher risk with long-term pay-
offs; and 

(B) the research includes a wide spectrum 
of projects, funded at various levels, with 
varying timeframes. 

(3) Peer review 

A grant may be made under paragraph (1) 
only if the application for the grant has under-
gone technical and scientific peer review 
under section 289a of this title and has been re-
viewed by the advisory council under section 
282(k) of this title or has been reviewed by an 
advisory council composed of representatives 
from appropriate scientific disciplines who can 
fully evaluate the applicant. 

(b) High-risk, high-reward research 

(1) In general 

From amounts to be appropriated under sec-
tion 282a(b) of this title, the Secretary, acting 
through the Director of NIH, may allocate 
funds for the national research institutes and 
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national centers to make awards of grants or 
contracts or to engage in other transactions 
for demonstration projects for high-impact, 
cutting-edge research that fosters scientific 
creativity and increases fundamental biologi-
cal understanding leading to the prevention, 
diagnosis, and treatment of diseases and dis-
orders. The head of a national research insti-
tute or national center may conduct or sup-
port such high-impact, cutting-edge research 
(with funds allocated under the preceding sen-
tence or otherwise available for such purpose) 
if the institute or center gives notice to the 
Director of NIH beforehand and submits a re-
port to the Director of NIH on an annual basis 
on the activities of the institute or center re-
lating to such research. 

(2) Special consideration 

In carrying out the program under para-
graph (1), the Director of NIH shall give spe-
cial consideration to coordinating activities 
with national research institutes whose budg-
ets are substantial relative to a majority of 
the other institutes. 

(3) Administration of program 

Activities relating to research described in 
paragraph (1) shall be designed by the Director 
of NIH or the head of a national research insti-
tute or national center, as applicable, to en-
able such research to be carried out with max-
imum flexibility and speed. 

(4) Public-private partnerships 

In providing for research described in para-
graph (1), the Director of NIH or the head of a 
national research institute or national center, 
as applicable, shall seek to facilitate partner-
ships between public and private entities and 
shall coordinate when appropriate with the 
Foundation for the National Institutes of 
Health. 

(5) Peer review 

A grant for research described in paragraph 
(1) may be made only if the application for the 
grant has undergone technical and scientific 
peer review under section 289a of this title and 
has been reviewed by the advisory council 
under section 282(k) of this title. 

(c) Report to Congress 

Not later than the end of fiscal year 2009, the 
Secretary, acting through the Director of NIH, 
shall conduct an evaluation of the activities 
under this section and submit a report to the 
Congress on the results of such evaluation. 

(d) Definitions 

For purposes of this section, the terms ‘‘Direc-
tor of NIH’’, ‘‘national research institute’’, and 
‘‘national center’’ have the meanings given such 
terms in section 281 of this title. 

(Pub. L. 109–482, title I, § 105, Jan. 15, 2007, 120 
Stat. 3694.) 

CODIFICATION 

Section was enacted as part of the National Insti-
tutes of Health Reform Act of 2006, and not as part of 
the Public Health Service Act which comprises this 
chapter. 

EFFECTIVE DATE 

Section applicable only with respect to amounts ap-
propriated for fiscal year 2007 or subsequent fiscal 

years, see section 109 of Pub. L. 109–482, set out as an 
Effective Date of 2007 Amendment note under section 
281 of this title. 

PART C—SPECIFIC PROVISIONS RESPECTING 
NATIONAL RESEARCH INSTITUTES 

SUBPART 1—NATIONAL CANCER INSTITUTE 

§ 285. Purpose of Institute 

The general purpose of the National Cancer In-
stitute (hereafter in this subpart referred to as 
the ‘‘Institute’’) is the conduct and support of 
research, training, health information dissemi-
nation, and other programs with respect to the 
cause, diagnosis, prevention, and treatment of 
cancer, rehabilitation from cancer, and the con-
tinuing care of cancer patients and the families 
of cancer patients. 

(July 1, 1944, ch. 373, title IV, § 410, as added Pub. 
L. 99–158, § 2, Nov. 20, 1985, 99 Stat. 832; amended 
Pub. L. 100–607, title I, § 121, Nov. 4, 1988, 102 
Stat. 3054.) 

AMENDMENTS 

1988—Pub. L. 100–607 inserted ‘‘, rehabilitation from 
cancer,’’ after ‘‘treatment of cancer’’. 

§ 285a. National Cancer Program 

The National Cancer Program shall consist of 
(1) an expanded, intensified, and coordinated 
cancer research program encompassing the re-
search programs conducted and supported by the 
Institute and the related research programs of 
the other national research institutes, including 
an expanded and intensified research program 
for the prevention of cancer caused by occupa-
tional or environmental exposure to carcino-
gens, and (2) the other programs and activities 
of the Institute. 

(July 1, 1944, ch. 373, title IV, § 411, as added Pub. 
L. 99–158, § 2, Nov. 20, 1985, 99 Stat. 832.) 

§ 285a–1. Cancer control programs 

The Director of the Institute shall establish 
and support demonstration, education, and 
other programs for the detection, diagnosis, pre-
vention, and treatment of cancer and for reha-
bilitation and counseling respecting cancer. Pro-
grams established and supported under this sec-
tion shall include— 

(1) locally initiated education and dem-
onstration programs (and regional networks of 
such programs) to transmit research results 
and to disseminate information respecting— 

(A) the detection, diagnosis, prevention, 
and treatment of cancer, 

(B) the continuing care of cancer patients 
and the families of cancer patients, and 

(C) rehabilitation and counseling respect-
ing cancer, 

to physicians and other health professionals 
who provide care to individuals who have can-
cer; 

(2) the demonstration of and the education 
of students of the health professions and 
health professionals in— 

(A) effective methods for the prevention 
and early detection of cancer and the identi-
fication of individuals with a high risk of de-
veloping cancer, and 
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