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1 See References in Text note below. 

section] shall apply to plan years beginning after De-
cember 31, 1989.’’ 

EFFECTIVE DATE OF 1988 AMENDMENT 

Amendment by Pub. L. 100–647 applicable to taxable 
years beginning after Dec. 31, 1988, but not applicable 
to any plan for any plan year to which section 162(k) of 
Title 26, Internal Revenue Code (as in effect on the day 
before Nov. 10, 1988), did not apply by reason of section 
10001(e)(2) of Pub. L. 99–272, see section 3011(d) of Pub. 
L. 100–647, set out as a note under section 162 of Title 
26. 

SUBCHAPTER XXI—RESEARCH WITH RE-
SPECT TO ACQUIRED IMMUNE DEFI-
CIENCY SYNDROME 

PRIOR PROVISIONS 

A prior subchapter XXI (§ 300cc et seq.), comprised of 
title XXIII of the Public Health Service Act, act July 
1, 1944, ch. 373, 2301–2316, was renumbered title XXV, 
§§ 2501–2514, of the Public Health Service Act, and trans-
ferred to subchapter XXV (§ 300aaa et seq.) of this chap-
ter, renumbered title XXVI, §§ 2601–2614, of the Public 
Health Service Act, renumbered title XXVII, 
§§ 2701–2714, of the Public Health Service Act, and re-
numbered title II, part B, §§ 231–244, of the Public 
Health Service Act, and transferred to part B (§ 238 et 
seq.) of subchapter I of this chapter. 

PART A—ADMINISTRATION OF RESEARCH 
PROGRAMS 

§ 300cc. Repealed. Pub. L. 109–482, title I, 
§ 104(b)(2)(C), Jan. 15, 2007, 120 Stat. 3693 

Section, act July 1, 1944, ch. 373, title XXIII, § 2301, as 
added Pub. L. 100–607, title II, § 201(4), Nov. 4, 1988, 102 
Stat. 3063; amended Pub. L. 102–531, title III, § 312(d)(16), 
Oct. 27, 1992, 106 Stat. 3505, required an annual compre-
hensive report on all expenditures by Secretary with 
respect to AIDS. 

A prior section 300cc, act July 1, 1944, § 2301, was suc-
cessively renumbered by subsequent acts and trans-
ferred, see section 238 of this title. 

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. 

§ 300cc–1. Requirement of expediting awards of 
grants and contracts for research 

(a) In general 

The Secretary shall expedite the award of 
grants, contracts, and cooperative agreements 
for research projects relating to acquired im-
mune deficiency syndrome (including such re-
search projects initiated independently of any 
solicitation by the Secretary for proposals for 
such research projects). 

(b) Time limitations with respect to certain ap-
plications 

(1) With respect to programs of grants, con-
tracts, and cooperative agreements described in 
subsection (a) of this section, any application 
submitted in response to a solicitation by the 
Secretary for proposals pursuant to such a pro-
gram— 

(A) may not be approved if the application is 
submitted after the expiration of the 3-month 
period beginning on the date on which the so-
licitation is issued; and 

(B) shall be awarded, or otherwise finally 
acted upon, not later than the expiration of 
the 6-month period beginning on the expira-
tion of the period described in subparagraph 
(A). 

(2) If the Secretary makes a determination 
that it is not practicable to administer a pro-
gram referred to in paragraph (1) in accordance 
with the time limitations described in such 
paragraph, the Secretary may adjust the time 
limitations accordingly. 

(c) Requirements with respect to adjustments in 
time limitations 

With respect to any program for which a de-
termination described in subsection (b)(2) of this 
section is made, the Secretary shall— 

(1) if the determination is made before the 
Secretary issues a solicitation for proposals 
pursuant to the program, ensure that the so-
licitation describes the time limitations as ad-
justed by the determination; and 

(2) if the determination is made after the 
Secretary issues such a solicitation for propos-
als, issue a statement describing the time lim-
itations as adjusted by the determination and 
individually notify, with respect to the deter-
mination, each applicant whose application is 
submitted before the expiration of the 3- 
month period beginning on the date on which 
the solicitation was issued. 

(d) Annual reports to Congress 

Except as provided in subsection (e) of this 
section, the Secretary shall annually prepare, 
for inclusion in the comprehensive report re-
quired in section 300cc 1 of this title, a report— 

(A) summarizing programs for which the 
Secretary has made a determination described 
in subsection (b)(2) of this section, including a 
description of the time limitations as adjusted 
by the determination and including a sum-
mary of the solicitation issued by the Sec-
retary for proposals pursuant to the program; 
and 

(B) summarizing applications that— 
(i) were submitted pursuant to a program 

of grants, contracts, or cooperative agree-
ments referred to in paragraph (1) of sub-
section (b) of this section for which a deter-
mination described in paragraph (2) of such 
subsection has not been made; and 

(ii) were not processed in accordance with 
the time limitations described in such para-
graph (1). 

(e) Quarterly reports for fiscal year 1989 

For fiscal year 1989, the report required in sub-
section (d) of this section shall, not less than 
quarterly, be prepared and submitted to the 
Committee on Energy and Commerce of the 
House of Representatives and the Committee on 
Labor and Human Resources of the Senate. 

(July 1, 1944, ch. 373, title XXIII, § 2302, as added 
Pub. L. 100–607, title II, § 201(4), Nov. 4, 1988, 102 
Stat. 3063.) 

REFERENCES IN TEXT 

Section 300cc of this title, referred to in subsec. (d), 
was repealed by Pub. L. 109–482, title I, § 104(b)(2)(C), 
Jan. 15, 2007, 120 Stat. 3693. 
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PRIOR PROVISIONS 

A prior section 300cc–1, act July 1, 1944, § 2302, was 
successively renumbered by subsequent acts and trans-
ferred, see section 238a of this title. 

CHANGE OF NAME 

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. 

Committee on Energy and Commerce of House of 
Representatives treated as referring to Committee on 
Commerce of House of Representatives by section 1(a) 
of Pub. L. 104–14, set out as a note preceding section 21 
of Title 2, The Congress. Committee on Commerce of 
House of Representatives changed to Committee on En-
ergy and Commerce of House of Representatives, and 
jurisdiction over matters relating to securities and ex-
changes and insurance generally transferred to Com-
mittee on Financial Services of House of Representa-
tives by House Resolution No. 5, One Hundred Seventh 
Congress, Jan. 3, 2001. 

DEVELOPMENT OF RAPID HIV TEST 

Pub. L. 106–345, title V, § 502, Oct. 20, 2000, 114 Stat. 
1353, provided that: 

‘‘(a) EXPANSION, INTENSIFICATION, AND COORDINATION 
OF RESEARCH AND OTHER ACTIVITIES.— 

‘‘(1) IN GENERAL.—The Director of NIH shall expand, 
intensify, and coordinate research and other activi-
ties of the National Institutes of Health with respect 
to the development of reliable and affordable tests for 
HIV disease that can rapidly be administered and 
whose results can rapidly be obtained (in this section 
referred to as ‘rapid HIV test’). 

‘‘(2) REPORT TO CONGRESS.—The Director of NIH 
shall periodically submit to the appropriate commit-
tees of Congress a report describing the research and 
other activities conducted or supported under para-
graph (1). 

‘‘(3) AUTHORIZATION OF APPROPRIATIONS.—For the 
purpose of carrying out this subsection, there are au-
thorized to be appropriated such sums as may be nec-
essary for each of the fiscal years 2001 through 2005. 
‘‘(b) PREMARKET REVIEW OF RAPID HIV TESTS.— 

‘‘(1) IN GENERAL.—Not later than 90 days after the 
date of the enactment of this Act [Oct. 20, 2000], the 
Secretary, in consultation with the Director of the 
Centers for Disease Control and Prevention and the 
Commissioner of Food and Drugs, shall submit to the 
appropriate committees of the Congress a report de-
scribing the progress made towards, and barriers to, 
the premarket review and commercial distribution of 
rapid HIV tests. The report shall— 

‘‘(A) assess the public health need for and public 
health benefits of rapid HIV tests, including the 
minimization of false positive results through the 
availability of multiple rapid HIV tests; 

‘‘(B) make recommendations regarding the need 
for the expedited review of rapid HIV test applica-
tions submitted to the Center for Biologics Evalua-
tion and Research and, if such recommendations 
are favorable, specify criteria and procedures for 
such expedited review; and 

‘‘(C) specify whether the barriers to the pre-
market review of rapid HIV tests include the unnec-
essary application of requirements— 

‘‘(i) necessary to ensure the efficacy of devices 
for donor screening to rapid HIV tests intended 
for use in other screening situations; or 

‘‘(ii) for identifying antibodies to HIV subtypes 
of rare incidence in the United States to rapid 
HIV tests intended for use in screening situations 
other than donor screening. 

‘‘(c) GUIDELINES OF CENTERS FOR DISEASE CONTROL 
AND PREVENTION.—Promptly after commercial distribu-
tion of a rapid HIV test begins, the Secretary, acting 
through the Director of the Centers for Disease Control 
and Prevention, shall establish or update guidelines 

that include recommendations for States, hospitals, 
and other appropriate entities regarding the ready 
availability of such tests for administration to preg-
nant women who are in labor or in the late stage of 
pregnancy and whose HIV status is not known to the 
attending obstetrician.’’ 

LIMITATION ON EXPENDITURES FOR AIDS AND HIV 
ACTIVITIES 

Pub. L. 104–146, § 11, May 20, 1996, 110 Stat. 1373, pro-
vided that: ‘‘Notwithstanding any other provision of 
law, the total amounts of Federal funds expended in 
any fiscal year for AIDS and HIV activities may not ex-
ceed the total amounts expended in such fiscal year for 
activities related to cancer.’’ 

VACCINES FOR HUMAN IMMUNODEFICIENCY VIRUS 

Pub. L. 103–43, title XIX, § 1901(b), June 10, 1993, 107 
Stat. 200, provided that: 

‘‘(1) IN GENERAL.—The Secretary of Health and 
Human Services, acting through the National Insti-
tutes of Health, shall develop a plan for the appropriate 
inclusion of HIV-infected women, including pregnant 
women, HIV-infected infants, and HIV-infected children 
in studies conducted by or through the National Insti-
tutes of Health concerning the safety and efficacy of 
HIV vaccines for the treatment and prevention of HIV 
infection. Such plan shall ensure the full participation 
of other Federal agencies currently conducting HIV 
vaccine studies and require that such studies conform 
fully to the requirements of part 46 of title 45, Code of 
Federal Regulations. 

‘‘(2) REPORT.—Not later than 180 days after the date 
of the enactment of this Act [June 10, 1993], the Sec-
retary of Health and Human Services shall prepare and 
submit to the Committee on Energy and Commerce of 
the House of Representatives, and the Committee on 
Labor and Human Resources [now Committee on 
Health, Education, Labor, and Pensions] of the Senate, 
a report concerning the plan developed under paragraph 
(1). 

‘‘(3) IMPLEMENTATION.—Not later than 12 months after 
the date of the enactment of this Act, the Secretary of 
Health and Human Services shall implement the plan 
developed under paragraph (1), including measures for 
the full participation of other Federal agencies cur-
rently conducting HIV vaccine studies. 

‘‘(4) AUTHORIZATION OF APPROPRIATIONS.—For the pur-
pose of carrying out this subsection, there are author-
ized to be appropriated such sums as may be necessary 
for each of the fiscal years 1994 through 1996.’’ 

EX. ORD. NO. 12963. PRESIDENTIAL ADVISORY COUNCIL ON 
HIV/AIDS 

Ex. Ord. No. 12963, June 14, 1995, 60 F.R. 31905, as 
amended by Ex. Ord. No. 13009, June 14, 1996, 61 F.R. 
39799 [30799], provided: 

By the authority vested in me as President by the 
Constitution and the laws of the United States of 
America, I hereby direct the Secretary of Health and 
Human Services to exercise her discretion as follows: 

SECTION 1. Establishment. (a) The Secretary of Health 
and Human Services (the ‘‘Secretary’’) shall establish 
an HIV/AIDS Advisory Council (the ‘‘Advisory Council’’ 
or the ‘‘Council’’), to be known as the Presidential Ad-
visory Council on HIV/AIDS. The Advisory Council 
shall be composed of not more than 35 members to be 
appointed or designated by the Secretary. The Advisory 
Council shall comply with the Federal Advisory Com-
mittee Act, as amended (5 U.S.C. App.). 

(b) The Secretary shall designate a Chairperson from 
among the members of the Advisory Council. 

SEC. 2. Functions. The Advisory Council shall provide 
advice, information, and recommendations to the Sec-
retary regarding programs and policies intended to (a) 
promote effective prevention of HIV disease, (b) ad-
vance research on HIV and AIDS, and (c) promote qual-
ity services to persons living with HIV disease and 
AIDS. The functions of the Advisory Council shall be 
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solely advisory in nature. The Secretary shall provide 
the President with copies of all written reports pro-
vided to the Secretary by the Advisory Council. 

SEC. 3. Administration. (a) The heads of executive de-
partments and agencies shall, to the extent permitted 
by law, provide the Advisory Council with such infor-
mation as it may require for purposes of carrying out 
its functions. 

(b) Any members of the Advisory Council that receive 
compensation shall be compensated in accordance with 
Federal law. Committee members may be allowed trav-
el expenses, including per diem in lieu of subsistence, 
to the extent permitted by law for persons serving 
intermittently in the Government service (5 U.S.C. sec-
tion 5701–5707). 

(c) To the extent permitted by law, and subject to the 
availability of appropriations, the Department of 
Health and Human Services shall provide the Advisory 
Council with such funds and support as may be nec-
essary for the performance of its functions. 

SEC. 4. General Provisions. (a) Notwithstanding the 
provisions of any other Executive order, any functions 
of the President under the Federal Advisory Committee 
Act that are applicable to the Advisory Council, except 
that of reporting annually to the Congress, shall be 
performed by the Department of Health and Human 
Services, in accordance with the guidelines and proce-
dures established by the Administrator of General 
Services. 

(b) This order is intended only to improve the inter-
nal management of the executive branch, and it is not 
intended to create any right, benefit, or trust respon-
sibility, substantive or procedural, enforceable at law 
or equity by a party against the United States, its 
agencies, it officers, or any person. 

WILLIAM J. CLINTON. 

IMPLEMENTATION OF THE NATIONAL HIV/AIDS STRATEGY 

Memorandum of President of the United States, July 
13, 2010, 75 F.R. 41687, provided: 

Memorandum for the Heads of Executive Depart-
ments and Agencies 

As we approach 30 years from the onset of the HIV/ 
AIDS epidemic in the United States, new actions are 
needed to prevent HIV infection and better serve people 
living with HIV. The actions we take now will build 
upon a legacy of global leadership, national commit-
ment, and sustained efforts on the part of Americans 
from all parts of the country and all walks of life to 
end the HIV epidemic in the United States and around 
the world. I am committed to renewing national leader-
ship to fight HIV/AIDS here at home, as we continue 
our efforts to fight HIV/AIDS around the world. My Ad-
ministration has engaged in an extensive process to en-
gage Americans and listen to their ideas for improving 
our national response to HIV/AIDS. 

Today I am releasing a National HIV/AIDS Strategy 
for the United States (Strategy) and a National HIV/ 
AIDS Strategy Federal Implementation Plan (Federal 
Implementation Plan), which identifies specific actions 
to be taken by Federal agencies to implement the 
Strategy’s goals. While agencies already undertake 
many actions to address HIV/AIDS, successful imple-
mentation of the Strategy will require new levels of co-
ordination, collaboration, and accountability. This will 
require the Federal Government to work in new ways 
across agency lines, as well as in enhanced and innova-
tive partnerships with State, tribal, and local govern-
ments. Government cooperation at all levels, moreover, 
is not enough. Success will require the commitment of 
all parts of society, including businesses, faith commu-
nities, philanthropic organizations, scientific and medi-
cal communities, educational institutions, people liv-
ing with HIV, and others. It is also necessary to sustain 
public commitment to ending the epidemic, and this 
calls for regular communications between governments 
at all levels to identify the challenges we face and re-
port the progress we are making. To these ends, I here-
by direct the following: 

SECTION 1. Role of the White House Office of National 

AIDS Policy (ONAP). 

(a) The Director of the ONAP, in consultation with 
the Office of Management and Budget (OMB), shall be 
responsible for setting the Administration’s domestic 
HIV/AIDS priorities and monitoring the implementa-
tion of the Strategy. The Director of the ONAP shall 
convene regular meetings with representatives of exec-
utive departments and agencies (agencies) to coordi-
nate HIV/AIDS-related policies, programs, and activi-
ties. 

(b) The Director of the ONAP shall annually report to 
the President on the implementation of the Strategy, 
including progress in meeting key targets and taking 
key actions identified in the Strategy and the Federal 
Implementation Plan. 

SEC. 2. Lead Responsible Agencies. While the Strategy 
requires a Government-wide effort in order to succeed 
fully, certain agencies have primary responsibilities 
and competencies in implementing the Strategy. 

(a) Designation of Lead Agencies. Lead agencies for im-
plementing the Strategy shall be: 

(i) the Department of Health and Human Services; 
(ii) the Department of Justice; 
(iii) the Department of Labor; 
(iv) the Department of Housing and Urban Develop-

ment; 
(v) the Department of Veterans Affairs; and 
(vi) the Social Security Administration. 
(b) Lead Agency Implementation Plans. Within 150 days 

of the date of this memorandum, the head of each lead 
agency shall submit a report to the ONAP and the OMB 
on the agency’s operational plans for implementing the 
Strategy. The plans shall assign responsibilities to 
agency officials, designate reporting structures for ac-
tions identified in the Federal Implementation Plan, 
and identify other appropriate actions to advance the 
Strategy. The plans shall also include steps to 
strengthen coordination in planning, budgeting for, and 
evaluating domestic HIV/AIDS programs within and 
across agencies. Lead agencies are encouraged to con-
sider, and reflect in their plans, steps to streamline 
grantee reporting requirements and funding announce-
ments related to HIV/AIDS programs and activities. 

(c) Ongoing Responsibilities of Lead Agencies. The head 
of each lead agency shall: 

(i) designate an official responsible for coordinating 
the agency’s ongoing efforts to implement the Strat-
egy; 

(ii) develop a process for sharing progress reports, in-
cluding status updates on achieving specific quan-
titative targets established by the Strategy, with rel-
evant agencies and the ONAP on an annual basis, or at 
such other times as the ONAP requests; and 

(iii) in consultation with the OMB, use the budget de-
velopment process to prioritize programs and activities 
most critical to meeting the goals of the Strategy. 

SEC. 3. Role of the Secretary of Health and Human Serv-

ices. The Secretary of Health and Human Services (Sec-
retary), or the Secretary’s designee, shall be respon-
sible for improving coordination of domestic HIV/AIDS 
programs and activities across the Federal Govern-
ment. 

(a) Coordination within the Department of Health and 

Human Services. The Secretary, or the Secretary’s des-
ignee, shall develop and implement specific plans and 
procedures for improving intra-departmental coordina-
tion and collaboration on HIV/AIDS care, research, and 
prevention services. 

(b) Coordination with Other Agencies. The Secretary, or 
the Secretary’s designee, shall be responsible for con-
vening interagency efforts to improve coordination of 
HIV/AIDS programs and activities. This may include 
collaboration with governmental and nongovernmental 
entities to achieve the Federal Government’s imple-
mentation and research priorities in the areas of high-
est impact. 

(c) Presidential Advisory Council on HIV/AIDS 

(PACHA). PACHA, which was established by Executive 
Order 12963 of June 14, 1995 (Presidential Advisory 
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Council on HIV/AIDS), as amended, shall monitor the 
implementation of the Strategy and make recom-
mendations to the Secretary and to the Director of the 
ONAP, as appropriate, concerning implementation. 

SEC. 4. Responsibilities of Other Agencies. All agencies 
that support HIV/AIDS programs and activities shall 
ensure that, to the extent permitted by law, they are 
meeting the goals of the Strategy. 

(a) Department of Defense. Within 150 days of the date 
of this memorandum, the Secretary of Defense shall 
submit to the ONAP and the OMB a plan for aligning 
the health-care services provided by the Department of 
Defense with the Strategy, to the extent feasible and 
permitted by law. The plan shall address, in particular, 
HIV/AIDS prevention, care, and treatment. 

(b) Department of State. Within 150 days of the date of 
this memorandum, the Secretary of State shall submit 
to the ONAP and the OMB recommendations for im-
proving the Government-wide response to the domestic 
HIV/AIDS epidemic, based on lessons learned in imple-
menting the President’s Emergency Plan for AIDS Re-
lief (PEPFAR) program. 

(c) Equal Employment Opportunity Commission (Commis-

sion). Within 150 days of the date of this memorandum, 
the Chair of the Commission shall submit to the ONAP 
and the OMB recommendations for increasing employ-
ment opportunities for people living with HIV and a 
plan for addressing employment-related discrimination 
against people living with HIV, consistent with the 
Commission’s authorities and other applicable law. 

SEC. 5. General Provisions. 
(a) The heads of executive departments and agencies 

shall assist and provide information to the Director of 
the ONAP, consistent with applicable law, as may be 
necessary to implement the Strategy. Each agency 
shall bear its own expense for carrying out activities to 
implement the Strategy. 

(b) Nothing in this memorandum shall be construed 
to impair or otherwise affect: 

(i) authority granted by law to a department or agen-
cy or the head thereof, or to other executive branch of-
ficials; or 

(ii) functions of the Director of the OMB relating to 
budgetary, administrative, or legislative proposals. 

(c) This memorandum shall be implemented consist-
ent with applicable law and subject to the availability 
of appropriations. 

(d) This memorandum is not intended to, and does 
not, create any right or benefit, substantive or proce-
dural, enforceable at law or in equity by any party 
against the United States, its departments, agencies, or 
entities, its officers, employees, or agents, or any other 
person. 

SEC. 6. Publication. The Secretary is authorized and 
directed to publish this memorandum in the Federal 
Register. 

BARACK OBAMA. 

§ 300cc–2. Requirements with respect to process-
ing of requests for personnel and administra-
tive support 

(a) In general 

The Director of the Office of Personnel Man-
agement or the Administrator of General Serv-
ices, as the case may be, shall respond to any 
priority request made by the Administrator of 
the Substance Abuse and Mental Health Serv-
ices Administration, the Director of the Centers 
for Disease Control and Prevention, the Com-
missioner of Food and Drugs, or the Director of 
the National Institutes of Health, not later than 
21 days after the date on which such request is 
made. If the Director of the Office of Personnel 
Management or the Administrator of General 
Services, as the case may be, does not dis-
approve a priority request during the 21-day pe-
riod, the request shall be deemed to be approved. 

(b) Notice to Secretary and to Assistant Sec-
retary for Health 

The Administrator of the Substance Abuse and 
Mental Health Services Administration, the Di-
rector of the Centers for Disease Control and 
Prevention, the Commissioner of Food and 
Drugs, and the Director of the National Insti-
tutes of Health, shall, respectively, transmit to 
the Secretary and the Assistant Secretary for 
Health a copy of each priority request made 
under this section by the agency head involved. 
The copy shall be transmitted on the date on 
which the priority request involved is made. 

(c) ‘‘Priority request’’ defined 

For purposes of this section, the term ‘‘prior-
ity request’’ means any request that— 

(1) is designated as a priority request by the 
Administrator of the Substance Abuse and 
Mental Health Services Administration, the 
Director of the Centers for Disease Control 
and Prevention, the Commissioner of Food and 
Drugs, or the Director of the National Insti-
tutes of Health; and 

(2)(A) is made to the Director of the Office of 
Personnel Management for the allocation of 
personnel to carry out activities with respect 
to acquired immune deficiency syndrome; or 

(B) is made to the Administrator of General 
Services for administrative support or space in 
carrying out such activities. 

(July 1, 1944, ch. 373, title XXIII, § 2303, as added 
Pub. L. 100–607, title II, § 201(4), Nov. 4, 1988, 102 
Stat. 3064; amended Pub. L. 102–321, title I, §§ 161, 
163(b)(7), July 10, 1992, 106 Stat. 375, 376; Pub. L. 
102–531, title III, § 312(d)(17), Oct. 27, 1992, 106 
Stat. 3505.) 

PRIOR PROVISIONS 

A prior section 300cc–2, act July 1, 1944, § 2303, was 
successively renumbered by subsequent acts and trans-
ferred, see section 238b of this title. 

AMENDMENTS 

1992—Subsec. (a). Pub. L. 102–531 substituted ‘‘Centers 
for Disease Control and Prevention’’ for ‘‘Centers for 
Disease Control’’. 

Pub. L. 102–321, § 161, substituted ‘‘Administrator of 
the Substance Abuse and Mental Health Services Ad-
ministration’’ for ‘‘Administrator of the Alcohol, Drug 
Abuse, and Mental Health Administration’’. 

Subsec. (b). Pub. L. 102–531 substituted ‘‘Centers for 
Disease Control and Prevention’’ for ‘‘Centers for Dis-
ease Control’’. 

Pub. L. 102–321, § 163(b)(7)(A), substituted ‘‘Adminis-
trator of the Substance Abuse and Mental Health Serv-
ices Administration’’ for ‘‘Administrator of the Alco-
hol, Drug Abuse, and Mental Health Administration’’. 

Subsec. (c)(1). Pub. L. 102–531 substituted ‘‘Centers for 
Disease Control and Prevention’’ for ‘‘Centers for Dis-
ease Control’’. 

Pub. L. 102–321, § 163(b)(7)(B), substituted ‘‘Adminis-
trator of the Substance Abuse and Mental Health Serv-
ices Administration’’ for ‘‘Administrator of the Alco-
hol, Drug Abuse, and Mental Health Administration’’. 

EFFECTIVE DATE OF 1992 AMENDMENT 

Amendment by Pub. L. 102–321 effective Oct. 1, 1992, 
see section 801(c) of Pub. L. 102–321, set out as a note 
under section 236 of this title. 
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§ 300cc–3. Establishment of Research Advisory 
Committee 

(a) In general 

After consultation with the Commissioner of 
Food and Drugs, the Secretary, acting through 
the Director of the National Institute of Allergy 
and Infectious Diseases, shall establish within 
such Institute an advisory committee to be 
known as the AIDS Research Advisory Commit-
tee (hereafter in this section referred to as the 
‘‘Committee’’). 

(b) Composition 

The Committee shall be composed of physi-
cians whose clinical practice includes a signifi-
cant number of patients with acquired immune 
deficiency syndrome. 

(c) Duties 

The Committee shall— 
(1) advise the Director of such Institute (and 

may provide advice to the Directors of other 
agencies of the National Institutes of Health, 
as appropriate) on appropriate research activi-
ties to be undertaken with respect to clinical 
treatment of such syndrome, including advice 
with respect to— 

(A) research on drugs for preventing or 
minimizing the development of symptoms or 
conditions arising from infection with the 
etiologic agent for such syndrome, including 
recommendations on the projects of research 
with respect to diagnosing immune defi-
ciency and with respect to predicting, diag-
nosing, preventing, and treating opportun-
istic cancers and infectious diseases; and 

(B) research on the effectiveness of treat-
ing such symptoms or conditions with drugs 
that— 

(i) are not approved by the Commis-
sioner of Food and Drugs for the purpose of 
treating such symptoms or conditions; and 

(ii) are being utilized for such purpose by 
individuals infected with such etiologic 
agent; 

(2)(A) review ongoing publicly and privately 
supported research on clinical treatment for 
acquired immune deficiency syndrome, includ-
ing research on drugs described in paragraph 
(1); and 

(B) periodically issue, and make available to 
health care professionals, reports describing 
and evaluating such research; 

(3) conduct studies and convene meetings for 
the purpose of determining the recommenda-
tions among physicians in clinical practice on 
clinical treatment of acquired immune defi-
ciency syndrome, including treatment with 
the drugs described in paragraph (1); and 

(4) conduct a study for the purpose of devel-
oping, with respect to individuals infected 
with the etiologic agent for acquired immune 
deficiency syndrome, a consensus among 
health care professionals on clinical treat-
ments for preventing or minimizing the devel-
opment of symptoms or conditions arising 
from infection with such etiologic agent. 

(July 1, 1944, ch. 373, title XXIII, § 2304, as added 
Pub. L. 100–607, title II, § 201(4), Nov. 4, 1988, 102 
Stat. 3065; amended Pub. L. 100–690, title II, 

§ 2617(a), Nov. 18, 1988, 102 Stat. 4240; Pub. L. 
103–43, title XVIII, § 1811(1), title XX, § 2008(d)(1), 
June 10, 1993, 107 Stat. 199, 212.) 

PRIOR PROVISIONS 

A prior section 300cc–3, acts July 1, 1944, ch. 373, title 
XXIII, § 2304, formerly title V, § 504, 58 Stat. 710; June 
25, 1948, ch. 654, § 6, 62 Stat. 1018; 1953 Reorg. Plan No. 
1, §§ 5, 8, eff. Apr. 11, 1953, 18 F.R. 2053, 67 Stat. 631; re-
numbered title XXI, § 2104, Apr. 26, 1983, Pub. L. 98–24, 
§ 2(a)(1), 97 Stat. 176; renumbered title XXIII, § 2304, 
Nov. 14, 1986, Pub. L. 99–660, title III, § 311(a), 100 Stat. 
3755, related to care of Service patients at Saint Eliza-
beths Hospital, prior to repeal by Pub. L. 98–621, § 10(s), 
Nov. 8, 1984, 98 Stat. 3381, effective Oct. 1, 1987. Subse-
quent to repeal, section 2104 of title XXI of act July 1, 
1944, was renumbered section 2304 of title XXIII of that 
act by section 311(a) of Pub. L. 99–660. 

A prior section 300cc–4, acts July 1, 1944, ch. 373, title 
XXI, § 2105, formerly title V, § 505, 58 Stat. 710; 1953 
Reorg. Plan No. 1, §§ 5, 8, eff. Apr. 11, 1953, 18 F.R. 2053, 
67 Stat. 631; renumbered title XXI, § 2105, Apr. 26, 1983, 
Pub. L. 98–24, § 2(a)(1), 97 Stat. 176, provided procedures 
under which the Secretary could settle claims for dam-
ages from collisions or incident to the operation of ves-
sels within a year of the accrual of such claims and not 
to exceed $3,000, prior to repeal by Pub. L. 99–117, § 12(f), 
Oct. 7, 1985, 99 Stat. 495. Subsequent to repeal, section 
2105 of title XXI of act July 1, 1944, was renumbered sec-
tion 2305 of title XXIII of that act by Pub. L. 99–660, 
title III, § 311(a), Nov. 14, 1986, 100 Stat. 3755. 

Prior sections 300cc–5 to 300cc–10, act July 1, 1944, 
§§ 2306 to 2311, respectively, were successively renum-
bered by subsequent acts and transferred, see sections 
238c to 238h of this title. 

AMENDMENTS 

1993—Pub. L. 103–43, § 2008(d)(1)(A), substituted ‘‘Re-
search Advisory Committee’’ for ‘‘Clinical Research 
Review Committee’’ in section catchline. 

Subsec. (a). Pub. L. 103–43, § 2008(d)(1)(B), substituted 
‘‘AIDS Research Advisory Committee’’ for ‘‘AIDS Clini-
cal Research Review Committee’’. 

Subsec. (c)(1). Pub. L. 103–43, § 1811(1), in introductory 
provisions inserted ‘‘(and may provide advice to the Di-
rectors of other agencies of the National Institutes of 
Health, as appropriate)’’ after ‘‘Director of such Insti-
tute’’ and in subpar. (A) inserted before semicolon at 
end ‘‘, including recommendations on the projects of 
research with respect to diagnosing immune deficiency 
and with respect to predicting, diagnosing, preventing, 
and treating opportunistic cancers and infectious dis-
eases’’. 

1988—Subsec. (c)(2)(B). Pub. L. 100–690 substituted 
semicolon for period. 

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. 

TERMINATION OF ADVISORY COMMITTEES 

Advisory committees 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 committee established by the 
President or an officer of the Federal Government, such 
committee is renewed by appropriate action prior to 
the expiration of such 2-year period, or in the case of 
a committee established by the Congress, its duration 
is otherwise provided by law. See section 14 of Pub. L. 
92–463, Oct. 6, 1972, 86 Stat. 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. 

PART B—RESEARCH AUTHORITY 

§ 300cc–11. Clinical evaluation units at National 
Institutes of Health 

(a) In general 

The Secretary, acting through the Director of 
the National Cancer Institute and the Director 
of the National Institute of Allergy and Infec-
tious Diseases, shall for each such Institute es-
tablish a clinical evaluation unit at the Clinical 
Center at the National Institutes of Health. 
Each of the clinical evaluation units— 

(1) shall conduct clinical evaluations of 
experimental treatments for acquired immune 
deficiency syndrome developed within the pre-
clinical drug development program, including 
evaluations of methods of diagnosing immune 
deficiency and evaluations of methods of pre-
dicting, diagnosing, preventing, and treating 
opportunistic cancers and infectious diseases; 
and 

(2) may conduct clinical evaluations of 
experimental treatments for such syndrome 
that are developed by any other national re-
search institute of the National Institutes of 
Health or by any other entity. 

(b) Personnel and administrative support 

(1) For the purposes described in subsection (a) 
of this section, the Secretary, acting through 
the Director of the National Institutes of 
Health, shall provide each of the clinical evalua-
tion units required in such subsection— 

(A)(i) with not less than 50 beds; or 
(ii) with an outpatient clinical capacity 

equal to not less than twice the outpatient 
clinical capacity, with respect to acquired im-
mune deficiency syndrome, possessed by the 
Clinical Center of the National Institutes of 
Health on June 1, 1988; and 

(B) with such personnel, such administrative 
support, and such other support services as 
may be necessary. 

(2) Facilities, personnel, administrative sup-
port, and other support services provided pursu-
ant to paragraph (1) shall be in addition to the 
number or level of facilities, personnel, adminis-
trative support, and other support services that 
otherwise would be available at the Clinical 
Center at the National Institutes of Health for 
the provision of clinical care for individuals 
with diseases or disorders. 

(c) Authorization of appropriations 

For the purpose of carrying out this section, 
there are authorized to be appropriated such 
sums as may be necessary. 

(July 1, 1944, ch. 373, title XXIII, § 2311, as added 
Pub. L. 100–607, title II, § 201(4), Nov. 4, 1988, 102 
Stat. 3066; amended Pub. L. 103–43, title XVIII, 
§ 1811(2), June 10, 1993,107 Stat. 199.) 

PRIOR PROVISIONS 

A prior section 300cc–11, act July 1, 1944, § 2312, was 
successively renumbered by subsequent acts and trans-
ferred, see section 238i of this title. 

AMENDMENTS 

1993—Subsec. (a)(1). Pub. L. 103–43 inserted before 
semicolon at end ‘‘, including evaluations of methods 

of diagnosing immune deficiency and evaluations of 
methods of predicting, diagnosing, preventing, and 
treating opportunistic cancers and infectious diseases’’. 

§ 300cc–12. Use of investigational new drugs with 
respect to acquired immune deficiency syn-
drome 

(a) Encouragement of applications with respect 
to clinical trials 

(1) If, in the determination of the Secretary, 
there is preliminary evidence that a new drug 
has effectiveness in humans with respect to the 
prevention or treatment of acquired immune de-
ficiency syndrome, the Secretary shall, through 
statements published in the Federal Register— 

(A) announce the fact of such determination; 
and 

(B) with respect to the new drug involved, 
encourage an application for an exemption for 
investigational use of the new drug under reg-
ulations issued under section 355(i) of title 21. 

(2)(A) The AIDS Research Advisory Committee 
established pursuant to section 300cc–3 of this 
title shall make recommendations to the Sec-
retary with respect to new drugs appropriate for 
determinations described in paragraph (1). 

(B) The Secretary shall, as soon as is prac-
ticable, determine the merits of recommenda-
tions received by the Secretary pursuant to sub-
paragraph (A). 

(b) Encouragement of applications with respect 
to treatment use in circumstances other than 
clinical trials 

(1) In the case of a new drug with respect to 
which the Secretary has made a determination 
described in subsection (a) of this section and 
with respect to which an exemption is in effect 
for purposes of section 355(i) of title 21, the Sec-
retary shall— 

(A) as appropriate, encourage the sponsor of 
the investigation of the new drug to submit to 
the Secretary, in accordance with regulations 
issued under such section, an application to 
use the drug in the treatment of individuals— 

(i) who are infected with the etiologic 
agent for acquired immune deficiency syn-
drome; and 

(ii) who are not participating in the clini-
cal trials conducted pursuant to such exemp-
tion; and 

(B) if such an application is approved, en-
courage, as appropriate, licensed medical prac-
titioners to obtain, in accordance with such 
regulations, the new drug from such sponsor 
for the purpose of treating such individuals. 

(2) If the sponsor of the investigation of a new 
drug described in paragraph (1) does not submit 
to the Secretary an application described in 
such paragraph (relating to treatment use), the 
Secretary shall, through statements published 
in the Federal Register, encourage, as appro-
priate, licensed medical practitioners to submit 
to the Secretary such applications in accordance 
with regulations described in such paragraph. 

(c) Technical assistance with respect to treat-
ment use 

In the case of a new drug with respect to 
which the Secretary has made a determination 
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1 So in original. 

described in subsection (a) of this section, the 
Secretary may, directly or through grants or 
contracts, provide technical assistance with re-
spect to the process of— 

(1) submitting to the Secretary applications 
for exemptions described in paragraph (1)(B) of 
such subsection; 

(2) submitting to the Secretary applications 
described in subsection (b) of this section; and 

(3) with respect to sponsors of investigations 
of new drugs, facilitating the transfer of new 
drugs from such sponsors to licensed medical 
practitioners. 

(d) ‘‘New drug’’ defined 

For purposes of this section, the term ‘‘new 
drug’’ has the meaning given such term in sec-
tion 321 of title 21. 

(July 1, 1944, ch. 373, title XXIII, § 2312, as added 
Pub. L. 100–607, title II, § 201(4), Nov. 4, 1988, 102 
Stat. 3066; amended Pub. L. 103–43, title XX, 
§ 2008(d)(2), June 10, 1993, 107 Stat. 212.) 

PRIOR PROVISIONS 

A prior section 300cc–12, act July 1, 1944, § 2313, was 
successively renumbered by subsequent acts and trans-
ferred, see section 238j of this title. 

AMENDMENTS 

1993—Subsec. (a)(2)(A). Pub. L. 103–43 substituted 
‘‘AIDS Research Advisory Committee’’ for ‘‘AIDS Clini-
cal Research Review Committee’’. 

§ 300cc–13. Terry Beirn Community-Based AIDS 
Research Initiative 

(a) In general 

After consultation with the Commissioner of 
Food and Drugs, the Director of the National In-
stitutes of Health, acting through the Director 
of the National Institute of Allergy and Infec-
tious Diseases, may make grants to public enti-
ties and nonprofit private entities concerned 
with acquired immune deficiency syndrome, and 
may enter into contracts with public and pri-
vate such 1 entities, for the purpose of planning 
and conducting, in the community involved, 
clinical trials of experimental treatments for in-
fection with the etiologic agent for such syn-
drome that are approved by the Commissioner of 
Food and Drugs for investigational use under 
regulations issued under section 355 of title 21. 

(b) Requirement of certain projects 

(1) Financial assistance under subsection (a) of 
this section shall include such assistance to 
community-based organizations and community 
health centers for the purpose of— 

(A) retaining appropriate medical super-
vision; 

(B) assisting with administration, data col-
lection and record management; and 

(C) conducting training of community physi-
cians, nurse practitioners, physicians’ assist-
ants and other health professionals for the 
purpose of conducting clinical trials. 

(2)(A) Financial assistance under subsection 
(a) of this section shall include such assistance 
for demonstration projects designed to imple-
ment and conduct community-based clinical 

trials in order to provide access to the entire 
scope of communities affected by infections 
with the etiologic agent for acquired immune 
deficiency syndrome, including minorities, he-
mophiliacs and transfusion-exposed individuals, 
women, children, users of intravenous drugs, and 
individuals who are asymptomatic with respect 
to such infection. 

(B) The Director of the National Institutes of 
Health may not provide financial assistance 
under this paragraph unless the application for 
such assistance is approved— 

(i) by the Commissioner of Food and Drugs; 
(ii) by a duly constituted Institutional Re-

view Board that meets the requirements of 
part 56 of title 21, Code of Federal Regulations; 
and 

(iii) by the Director of the National Insti-
tute of Allergy and Infectious Diseases. 

(c) Participation of private industry, schools of 
medicine and primary providers 

Programs carried out with financial assistance 
provided under subsection (a) of this section 
shall be designed to encourage private industry 
and schools of medicine, osteopathic medicine, 
and existing consortia of primary care providers 
organized to conduct clinical research concern-
ing acquired immune deficiency syndrome to 
participate in, and to support, the clinical trials 
conducted pursuant to the programs. 

(d) Requirement of application 

The Secretary may not provide financial as-
sistance under subsection (a) of this section un-
less— 

(1) an application for the assistance is sub-
mitted to the Secretary; 

(2) with respect to carrying out the purpose 
for which the assistance is to be made, the ap-
plication provides assurances of compliance 
satisfactory to the Secretary; and 

(3) the application otherwise is in such form, 
is made in such manner, and contains such 
agreements, assurances, and information as 
the Secretary determines to be necessary to 
carry out this section. 

(e) Authorization of appropriations 

(1) For the purpose of carrying out subsection 
(b)(1) of this section, there are authorized to be 
appropriated such sums as may be necessary for 
each of the fiscal years 1989 through 1996. 

(2) For the purpose of carrying out subsection 
(b)(2) of this section, there are authorized to be 
appropriated such sums as may be necessary for 
each of the fiscal years 1989 through 1996. 

(July 1, 1944, ch. 373, title XXIII, § 2313, as added 
Pub. L. 100–607, title II, § 201(4), Nov. 4, 1988, 102 
Stat. 3068; amended Pub. L. 100–690, title II, 
§ 2617(b), Nov. 18, 1988, 102 Stat. 4240; Pub. L. 
101–93, § 6, Aug. 16, 1989, 103 Stat. 615; Pub. L. 
102–96, § 3, Aug. 14, 1991, 105 Stat. 481.) 

PRIOR PROVISIONS 

A prior section 300cc–13, act July 1, 1944, § 2314, was 
successively renumbered by subsequent acts and trans-
ferred, see section 238k of this title. 

AMENDMENTS 

1991—Pub. L. 102–96, § 3(1), substituted ‘‘Terry Beirn 
Community-Based AIDS Research Initiative’’ for 
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‘‘Community-based evaluations of experimental thera-
pies’’ in section catchline. 

Subsec. (c). Pub. L. 102–96, § 3(2), substituted 
‘‘, schools of medicine and primary providers’’ for ‘‘and 
schools of medicine’’ in heading and substituted 
‘‘schools of medicine, osteopathic medicine, and exist-
ing consortia of primary care providers organized to 
conduct clinical research concerning acquired immune 
deficiency syndrome’’ for ‘‘schools of medicine and os-
teopathic medicine’’. 

Subsec. (e). Pub. L. 102–96, § 3(3), substituted ‘‘1996’’ 
for ‘‘1991’’ in pars. (1) and (2). 

1989—Subsec. (c). Pub. L. 101–93 inserted ‘‘and osteo-
pathic medicine’’ after ‘‘schools of medicine’’. 

1988—Subsec. (a). Pub. L. 100–690, § 2617(b)(1), which di-
rected substitution of ‘‘through the Director of the Na-
tional Institute of Allergy’’ for ‘‘through the National 
Institutes of Allergy’’, was executed by making substi-
tution for ‘‘through the National Institute of Allergy’’ 
as the probable intent of Congress. 

Subsec. (b)(2)(B)(iii). Pub. L. 100–690, § 2617(b)(2), 
which directed substitution of ‘‘Institute’’ for ‘‘Insti-
tutes’’, could not be executed because ‘‘Institute’’ was 
singular in original. 

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. 

REFERENCE TO COMMUNITY, MIGRANT, PUBLIC HOUSING, 
OR HOMELESS HEALTH CENTER CONSIDERED REF-
ERENCE TO HEALTH CENTER 

Reference to community health center, migrant 
health center, public housing health center, or home-
less health center considered reference to health cen-
ter, see section 4(c) of Pub. L. 104–299, set out as a note 
under section 254b of this title. 

FINDINGS AND SENSE OF CONGRESS 

Section 2 of Pub. L. 102–96 provided that: 
‘‘(a) FINDINGS.—Congress finds that— 

‘‘(1) community-based clinical trials complement 
the National Institute of Allergy and Infectious Dis-
eases’ university-based research in order to provide 
increased access to experimental therapies; 

‘‘(2) community-based clinical trials provide an effi-
cient and cost-effective means to develop new HIV-re-
lated treatments, benefiting all people living with 
HIV disease and other illnesses; and 

‘‘(3) because the community-based clinical trials 
model has a proven ability to conduct rapid trials 
that meet the very highest standards of scientific in-
quiry, this program should be reauthorized and sig-
nificantly expanded. 
‘‘(b) SENSE OF CONGRESS.—It is the sense of Congress 

that, because of Terry Beirn’s tireless efforts to foster 
a partnership among all parties invested in AIDS re-
search (including the National Institutes of Health uni-
versity-based research system, primary care physicians 
practicing in the community, and patients), the com-
munity-based clinical trials program should be re-
named as the ‘Terry Beirn Community-Based AIDS Re-
search Initiative’ in his honor.’’ 

§ 300cc–14. Evaluation of certain treatments 

(a) Establishment of program 

(1) After consultation with the AIDS Research 
Advisory Committee established pursuant to 
section 300cc–3 of this title, the Secretary shall 
establish a program for the evaluation of drugs 
that— 

(A) are not approved by the Commissioner of 
Food and Drugs for the purpose of treatments 
with respect to acquired immune deficiency 
syndrome; and 

(B) are being utilized for such purpose by in-
dividuals infected with the etiologic agent for 
such syndrome. 

(2) The program established under paragraph 
(1) shall include evaluations of the effectiveness 
and the risks of the treatment involved, includ-
ing the risks of foregoing treatments with re-
spect to acquired immune deficiency syndrome 
that are approved by the Commissioner of Food 
and Drugs. 

(b) Authority with respect to grants and con-
tracts 

(1) For the purpose of conducting evaluations 
required in subsection (a) of this section, the 
Secretary may make grants to, and enter into 
cooperative agreements and contracts with, pub-
lic and nonprofit private entities. 

(2) Nonprofit private entities under paragraph 
(1) may include nonprofit private organizations 
that— 

(A) are established for the purpose of evalu-
ating treatments with respect to acquired im-
mune deficiency syndrome; and 

(B) consist primarily of individuals infected 
with the etiologic agent for such syndrome. 

(c) Scientific and ethical guidelines 

(1) The Secretary shall establish appropriate 
scientific and ethical guidelines for the conduct 
of evaluations carried out pursuant to this sec-
tion. The Secretary may not provide financial 
assistance under subsection (b)(1) of this section 
unless the applicant for such assistance agrees 
to comply with such guidelines. 

(2) The Secretary may establish the guidelines 
described in paragraph (1) only after consulting 
with— 

(A) physicians whose clinical practice in-
cludes a significant number of individuals 
with acquired immune deficiency syndrome; 

(B) individuals who are infected with the 
etiologic agent for such syndrome; and 

(C) other individuals with appropriate exper-
tise or experience. 

(d) Authorization of appropriations 

For the purpose of carrying out this section, 
there are authorized to be appropriated such 
sums as may be necessary. 

(July 1, 1944, ch. 373, title XXIII, § 2314, as added 
Pub. L. 100–607, title II, § 201(4), Nov. 4, 1988, 102 
Stat. 3069; amended Pub. L. 103–43, title XX, 
§ 2008(d)(3), June 10, 1993, 107 Stat. 212.) 

PRIOR PROVISIONS 

A prior section 300cc–14, act July 1, 1944, § 2315, was 
successively renumbered by subsequent acts and trans-
ferred, see section 238l of this title. 

AMENDMENTS 

1993—Subsec. (a)(1). Pub. L. 103–43 substituted ‘‘AIDS 
Research Advisory Committee’’ for ‘‘Clinical Research 
Review Committee’’ in introductory provisions. 

§ 300cc–15. Support of international efforts 

(a) Grants and contracts for research 

(1) Under section 242l of this title, the Sec-
retary, acting through the Director of the Na-
tional Institutes of Health— 

(A) shall, for the purpose described in para-
graph (2), make grants to, enter into coopera-
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tive agreements and contracts with, and pro-
vide technical assistance to, international or-
ganizations concerned with public health; and 

(B) may, for such purpose, provide technical 
assistance to foreign governments. 

(2) The purpose referred to in paragraph (1) is 
promoting and expediting international research 
and training concerning the natural history and 
pathogenesis of the human immunodeficiency 
virus and the development and evaluation of 
vaccines and treatments for acquired immune 
deficiency syndrome and opportunistic infec-
tions. 

(b) Grants and contracts for additional purposes 

After consultation with the Administrator of 
the Agency for International Development, the 
Secretary, acting through the Director of the 
Centers for Disease Control and Prevention, 
shall under section 242l of this title make grants 
to, enter into contracts with, and provide tech-
nical assistance to, international organizations 
concerned with public health and may provide 
technical assistance to foreign governments, in 
order to support— 

(1) projects for training individuals with re-
spect to developing skills and technical exper-
tise for use in the prevention, diagnosis, and 
treatment of acquired immune deficiency syn-
drome; and 

(2) epidemiological research relating to ac-
quired immune deficiency syndrome. 

(c) Special Programme of World Health Organi-
zation 

Support provided by the Secretary pursuant to 
this section shall be in furtherance of the global 
strategy of the World Health Organization Spe-
cial Programme on Acquired Immunodeficiency 
Syndrome. 

(d) Preferences 

In providing grants, cooperative agreements, 
contracts, and technical assistance under sub-
sections (a) and (b) of this section, the Secretary 
shall— 

(1) give preference to activities under such 
subsections conducted by, or in cooperation 
with, the World Health Organization; and 

(2) with respect to activities carried out 
under such subsections in the Western Hemi-
sphere, give preference to activities conducted 
by, or in cooperation with, the Pan American 
Health Organization or the World Health Or-
ganization. 

(e) Requirement of application 

The Secretary may not make a grant or enter 
into a cooperative agreement or contract under 
this section unless— 

(1) an application for such assistance is sub-
mitted to the Secretary; 

(2) with respect to carrying out the purpose 
for which such assistance is to be provided, the 
application provides assurances of compliance 
satisfactory to the Secretary; and 

(3) the application otherwise is in such form, 
is made in such manner, and contains such 
agreements, assurances, and information as 
the Secretary determines to be necessary to 
carry out this section. 

(f) Authorization of appropriations 

For the purpose of carrying out this section, 
there are authorized to be appropriated such 
sums as may be necessary for each fiscal year. 

(July 1, 1944, ch. 373, title XXIII, § 2315, as added 
Pub. L. 100–607, title II, § 201(4), Nov. 4, 1988, 102 
Stat. 3070; amended Pub. L. 102–531, title III, 
§ 312(d)(18), Oct. 27, 1992, 106 Stat. 3505; Pub. L. 
103–43, title XVIII, § 1811(3), June 10, 1993, 107 
Stat. 199.) 

PRIOR PROVISIONS 

A prior section 300cc–15, act July 1, 1944, § 2316, was 
successively renumbered by subsequent acts and trans-
ferred, see section 238m of this title. 

AMENDMENTS 

1993—Subsec. (a)(2). Pub. L. 103–43, § 1811(3)(A), sub-
stituted ‘‘international research and training concern-
ing the natural history and pathogenesis of the human 
immunodeficiency virus and the development and eval-
uation of vaccines and treatments for acquired immune 
deficiency syndrome and opportunistic infections’’ for 
‘‘international research concerning the development 
and evaluation of vaccines and treatments for acquired 
immune deficiency syndrome’’. 

Subsec. (f). Pub. L. 103–43, § 1811(3)(B), substituted 
‘‘such sums as may be necessary for each fiscal year’’ 
for ‘‘there are authorized to be appropriated $40,000,000 
for fiscal year 1989 and such sums as may be necessary 
for each of the fiscal years 1990 and 1991’’. 

1992—Subsec. (b). Pub. L. 102–531 substituted ‘‘Centers 
for Disease Control and Prevention’’ for ‘‘Centers for 
Disease Control’’. 

§ 300cc–16. Research centers 

(a) In general 

(1) The Secretary, acting through the Director 
of the National Institute of Allergy and Infec-
tious Diseases, may make grants to, and enter 
into contracts with, public and nonprofit private 
entities to assist such entities in planning, es-
tablishing, or strengthening, and providing basic 
operating support for, centers for basic and clin-
ical research into, and training in, advanced di-
agnostic, prevention, and treatment methods for 
acquired immune deficiency syndrome. 

(2) A grant or contract under paragraph (1) 
shall be provided in accordance with policies es-
tablished by the Secretary, acting through the 
Director of the National Institutes of Health, 
and after consultation with the advisory council 
for the National Institute of Allergy and Infec-
tious Diseases. 

(3) The Secretary shall ensure that, as appro-
priate, clinical research programs carried out 
under paragraph (1) include as research subjects 
women, children, hemophiliacs, and minorities. 

(b) Use of financial assistance 

(1) Financial assistance under subsection (a) of 
this section may be expended for— 

(A) the renovation or leasing of space; 
(B) staffing and other basic operating costs, 

including such patient care costs as are re-
quired for clinical research; 

(C) clinical training with respect to acquired 
immune deficiency syndrome (including such 
training for allied health professionals); and 

(D) demonstration purposes, including 
projects in the long-term monitoring and out-
patient treatment of individuals infected with 
the etiologic agent for such syndrome. 
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(2) Financial assistance under subsection (a) of 
this section may not be expended to provide re-
search training for which Ruth L. Kirschstein 
National Research Service Awards may be pro-
vided under section 288 of this title. 

(c) Duration of support 

Support of a center under subsection (a) of 
this section may be for not more than five years. 
Such period may be extended by the Director for 
additional periods of not more than five years 
each if the operations of such center have been 
reviewed by an appropriate technical and sci-
entific peer review group established by the Di-
rector and if such group has recommended to 
the Director that such period should be ex-
tended. 

(d) Authorization of appropriations 

For the purpose of carrying out this section, 
there are authorized to be appropriated such 
sums as may be necessary. 

(July 1, 1944, ch. 373, title XXIII, § 2316, as added 
Pub. L. 100–607, title II, § 201(4), Nov. 4, 1988, 102 
Stat. 3071; amended Pub. L. 107–206, title I, 
§ 804(c), Aug. 2, 2002, 116 Stat. 874.) 

AMENDMENTS 

2002—Subsec. (b)(2). Pub. L. 107–206 substituted ‘‘Ruth 
L. Kirschstein National Research Service Awards’’ for 
‘‘National Research Service Awards’’. 

§ 300cc–17. Information services 

(a) Establishment of program 

The Secretary shall establish, maintain, and 
operate a program with respect to information 
on research, treatment, and prevention activi-
ties relating to infection with the etiologic 
agent for acquired immune deficiency syndrome. 
The program shall, with respect to the agencies 
of the Department of Health and Human Serv-
ices, be integrated and coordinated. 

(b) Toll-free telephone communications for 
health care entities 

(1) After consultation with the Director of the 
Office of AIDS Research, the Administrator of 
the Health Resources and Services Administra-
tion, and the Director of the Centers for Disease 
Control and Prevention, the Secretary shall pro-
vide for toll-free telephone communications to 
provide medical and technical information with 
respect to acquired immune deficiency syn-
drome to health care professionals, allied health 
care providers, and to professionals providing 
emergency health services. 

(2) Information provided pursuant to para-
graph (1) shall include— 

(A) information on prevention of exposure 
to, and the transmission of, the etiologic 
agent for acquired immune deficiency syn-
drome; and 

(B) information contained in the data banks 
established in subsections (c) and (d) of this 
section. 

(c) Data bank on research information 

(1) After consultation with the Director of the 
Office of AIDS Research, the Director of the 
Centers for Disease Control and Prevention, and 
the National Library of Medicine, the Secretary 
shall establish a data bank of information on 

the results of research with respect to acquired 
immune deficiency syndrome conducted in the 
United States and other countries. 

(2) In carrying out paragraph (1), the Sec-
retary shall collect, catalog, store, and dissemi-
nate the information described in such para-
graph. To the extent practicable, the Secretary 
shall make such information available to re-
searchers, physicians, and other appropriate in-
dividuals, of countries other than the United 
States. 

(d) Data bank on clinical trials and treatments 

(1) After consultation with the Commissioner 
of Food and Drugs, the AIDS Research Advisory 
Committee established under section 300cc–3 of 
this title, and the Director of the Office of AIDS 
Research, the Secretary shall, in carrying out 
subsection (a) of this section, establish a data 
bank of information on clinical trials and treat-
ments with respect to infection with the etio-
logic agent for acquired immune deficiency syn-
drome (hereafter in this section referred to as 
the ‘‘Data Bank’’). 

(2) In carrying out paragraph (1), the Sec-
retary shall collect, catalog, store, and dissemi-
nate the information described in such para-
graph. The Secretary shall disseminate such in-
formation through information systems avail-
able to individuals infected with the etiologic 
agent for acquired immune deficiency syndrome, 
to other members of the public, to health care 
providers, and to researchers. 

(e) Requirements with respect to data bank on 
clinical trials and treatments 

The Data Bank shall include the following: 
(1) A registry of clinical trials of experi-

mental treatments for acquired immune defi-
ciency syndrome and related illnesses con-
ducted under regulations promulgated pursu-
ant to section 355 of title 21 that provides a de-
scription of the purpose of each experimental 
drug protocol either with the consent of the 
protocol sponsor, or when a trial to test effi-
cacy begins. Information provided shall in-
clude eligibility criteria and the location of 
trial sites, and must be forwarded to the Data 
Bank by the sponsor of the trial not later than 
21 days after the approval by the Food and 
Drug Administration. 

(2) Information pertaining to experimental 
treatments for acquired immune deficiency 
syndrome that may be available under a treat-
ment investigational new drug application 
that has been submitted to the Food and Drug 
Administration pursuant to part 312 of title 21, 
Code of Federal Regulations. The Data Bank 
shall also include information pertaining to 
the results of clinical trials of such treat-
ments, with the consent of the sponsor, of 
such experimental treatments, including in-
formation concerning potential toxicities or 
adverse effects associated with the use or ad-
ministration of such experimental treatment. 

(July 1, 1944, ch. 373, title XXIII, § 2317, as added 
Pub. L. 100–607, title II, § 201(4), Nov. 4, 1988, 102 
Stat. 3071; amended Pub. L. 100–690, title II, 
§ 2617(c), Nov. 18, 1988, 102 Stat. 4240; Pub. L. 
102–531, title III, § 312(d)(19), Oct. 27, 1992, 106 
Stat. 3505; Pub. L. 103–43, title XX, § 2008(d)(4), 
June 10, 1993, 107 Stat. 212.) 
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AMENDMENTS 

1993—Subsec. (d)(1). Pub. L. 103–43 substituted ‘‘AIDS 
Research Advisory Committee established under sec-
tion 300cc–3 of this title’’ for ‘‘Clinical Research Review 
Committee’’. 

1992—Subsecs. (b)(1), (c)(1). Pub. L. 102–531 substituted 
‘‘Centers for Disease Control and Prevention’’ for ‘‘Cen-
ters for Disease Control’’. 

1988—Subsec. (e). Pub. L. 100–690 substituted ‘‘data 
bank on clinical trials and treatments’’ for ‘‘data 
bank’’ in heading. 

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. 

§ 300cc–18. Development of model protocols for 
clinical care of infected individuals 

(a) In general 

(1) The Secretary, acting through the Director 
of the National Institutes of Health and after 
consultation with the Director of the Agency for 
Healthcare Research and Quality, may make 
grants to public and nonprofit private entities 
for the establishment of projects to develop 
model protocols for the clinical care of individ-
uals infected with the etiologic agent for ac-
quired immune deficiency syndrome, including 
treatment and prevention of HIV infection and 
related conditions among women. 

(2) The Secretary may not make a grant under 
paragraph (1) unless— 

(A) the applicant for the grant is a provider 
of comprehensive primary care; or 

(B) the applicant for the grant agrees, with 
respect to the project carried out pursuant to 
paragraph (1), to enter into a cooperative ar-
rangement with an entity that is a provider of 
comprehensive primary care. 

(b) Requirement of provision of certain services 

The Secretary may not make a grant under 
subsection (a) of this section unless the appli-
cant for the grant agrees that, with respect to 
patients participating in the project carried out 
with the grant, services provided pursuant to 
the grant will include— 

(1) monitoring, in clinical laboratories, of 
the condition of such patients; 

(2) clinical intervention for infection with 
the etiologic agent for acquired immune defi-
ciency syndrome, including measures for the 
prevention of conditions arising from the in-
fection; 

(3) information and counseling on the avail-
ability of treatments for such infection ap-
proved by the Commissioner of Food and 
Drugs, on the availability of treatments for 
such infection not yet approved by the Com-
missioner, and on the reports issued by the 
AIDS Research Advisory Committee under 
section 300cc–3(c)(2)(B) of this title; 

(4) support groups; and 
(5) information on, and referrals to, entities 

providing appropriate social support services. 

(c) Limitation on imposition of charges for serv-
ices 

The Secretary may not make a grant under 
subsection (a) of this section unless the appli-

cant for the grant agrees that, if the applicant 
will routinely impose a charge for providing 
services pursuant to the grant, the applicant 
will not impose the charge on any individual 
seeking such services who is unable to pay the 
charge. 

(d) Evaluation and reports 

(1) The Secretary may not make a grant under 
subsection (a) of this section unless the appli-
cant for the grant agrees, with respect to the 
project carried out pursuant to subsection (a) of 
this section, to submit to the Secretary— 

(A) information sufficient to assist in the 
replication of the model protocol developed 
pursuant to the project; and 

(B) such reports as the Secretary may re-
quire. 

(2) The Secretary shall provide for evaluations 
of projects carried out pursuant to subsection 
(a) of this section and shall annually submit to 
the Congress a report describing such projects. 
The report shall include the findings made as a 
result of such evaluations and may include any 
recommendations of the Secretary for appro-
priate administrative and legislative initiatives 
with respect to the program established in this 
section. 

(e) Authorization of appropriations 

For the purpose of carrying out this section, 
there are authorized to be appropriated such 
sums as may be necessary for each of the fiscal 
years 1989 through 1991, and such sums as may 
be necessary for each of the fiscal years 1994 
through 1996. 

(July 1, 1944, ch. 373, title XXIII, § 2318, as added 
Pub. L. 100–607, title II, § 201(4), Nov. 4, 1988, 102 
Stat. 3073; amended Pub. L. 103–43, title XVIII, 
§ 1811(4), title XX, § 2008(d)(5), June 10, 1993, 107 
Stat. 199, 212; Pub. L. 106–129, § 2(b)(2), Dec. 6, 
1999, 113 Stat. 1670.) 

AMENDMENTS 

1999—Subsec. (a)(1). Pub. L. 106–129 substituted ‘‘Di-
rector of the Agency for Healthcare Research and Qual-
ity’’ for ‘‘Administrator for Health Care Policy and Re-
search’’. 

1993—Subsec. (a)(1). Pub. L. 103–43, § 1811(4)(A), in-
serted ‘‘, acting through the Director of the National 
Institutes of Health and after consultation with the 
Administrator for Health Care Policy and Research,’’ 
after ‘‘The Secretary’’ and ‘‘, including treatment and 
prevention of HIV infection and related conditions 
among women’’ after ‘‘syndrome’’. 

Subsec. (b)(3). Pub. L. 103–43, § 2008(d)(5), substituted 
‘‘AIDS Research Advisory Committee’’ for ‘‘Clinical 
Research Review Committee’’. 

Subsec. (e). Pub. L. 103–43, § 1811(4)(B), inserted before 
period at end ‘‘, and such sums as may be necessary for 
each of the fiscal years 1994 through 1996’’. 

TERMINATION OF REPORTING REQUIREMENTS 

For termination, effective May 15, 2000, of provisions 
in subsec. (d)(2) of this section relating to annual sub-
mission to Congress of reports describing projects car-
ried out pursuant to subsec. (a) of this section, see sec-
tion 3003 of Pub. L. 104–66, as amended, set out as a note 
under section 1113 of Title 31, Money and Finance, and 
page 94 of House Document No. 103–7. 

§ 300cc–19. National blood resource education 
program 

After consultation with the Director of the 
National Heart, Lung, and Blood Institute and 
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1 So in original. 

the Commissioner of Food and Drugs, the Sec-
retary shall establish a program of research and 
education regarding blood donations and trans-
fusions to maintain and improve the safety of 
the blood supply. Education programs shall be 
directed at health professionals, patients, and 
the community to— 

(1) in the case of the public and patients un-
dergoing treatment— 

(A) increase awareness that the process of 
donating blood is safe; 

(B) promote the concept that blood donors 
are contributors to a national need to main-
tain an adequate and safe blood supply; 

(C) encourage blood donors to donate more 
than once a year; and 

(D) encourage repeat blood donors to re-
cruit new donors; 

(2) in the case of health professionals— 
(A) improve knowledge, attitudes, and 

skills of health professionals in the appro-
priate use of blood and blood components; 

(B) increase the awareness and understand-
ing of health professionals regarding the 
risks versus benefits of blood transfusion; 
and 

(C) encourage health professionals to con-
sider alternatives to the administration of 
blood or blood components for their pa-
tients; and 

(3) in the case of the community, increase 
coordination, communication, and collabora-
tion among community, professional, indus-
try, and government organizations regarding 
blood donation and transfusion issues. 

(July 1, 1944, ch. 373, title XXIII, § 2319, as added 
Pub. L. 100–607, title II, § 201(4), Nov. 4, 1988, 102 
Stat. 3074.) 

§ 300cc–20. Additional authority with respect to 
research 

(a) Data collection with respect to national prev-
alence 

(1) The Secretary, acting through the Director 
of the Centers for Disease Control and Preven-
tion, may, through representative sampling and 
other appropriate methodologies, provide for the 
continuous collection of data on the incidence in 
the United States of cases of acquired immune 
deficiency syndrome and of cases of infection 
with the etiologic agent for such syndrome. The 
Secretary may carry out the program of data 
collection directly or through cooperative 
agreements and contracts with public and non-
profit private entities. 

(2) The Secretary shall encourage each State 
to enter into a cooperative agreement or con-
tract under paragraph (1) with the Secretary in 
order to facilitate the prompt collection of the 
most recent accurate data on the incidence of 
cases described in such paragraph. 

(3) The Secretary shall ensure that data col-
lected under paragraph (1) includes data on the 
demographic characteristics of the population of 
individuals with cases described in paragraph 
(1), including data on specific subpopulations at 
risk of infection with the etiologic agent for ac-
quired immune deficiency syndrome. 

(4) In carrying out this subsection, the Sec-
retary shall, for the purpose of assuring the util-

ity of data collected under this section, request 
entities with expertise in the methodologies of 
data collection to provide, as soon as is prac-
ticable, assistance to the Secretary and to the 
States with respect to the development and uti-
lization of uniform methodologies of data collec-
tion. 

(5) The Secretary shall provide for the dis-
semination of data collected pursuant to this 
subsection. In carrying out this paragraph, the 
Secretary may publish such data as frequently 
as the Secretary determines to be appropriate 
with respect to the protection of the public 
health. The Secretary shall publish such data 
not less than once each year. 

(b) Epidemiological and demographic data 

(1) The Secretary, acting through the Director 
of the Centers for Disease Control and Preven-
tion, shall develop an epidemiological data base 
and shall provide for long-term studies for the 
purposes of— 

(A) collecting information on the demo-
graphic characteristics of the population of in-
dividuals infected with the etiologic agent for 
acquired immune deficiency syndrome and the 
natural history of such infection; and 

(B) developing models demonstrating the 
long-term domestic and international patterns 
of the transmission of such etiologic agent. 

(2) The Secretary may carry out paragraph (1) 
directly or through grants to, or cooperative 
agreeements 1 or contracts with, public and non-
profit private entities, including Federal agen-
cies. 

(c) Long-term research 

The Secretary may make grants to public and 
nonprofit private entities for the purpose of as-
sisting grantees in conducting long-term re-
search into treatments for acquired immune de-
ficiency syndrome developed from knowledge of 
the genetic nature of the etiologic agent for 
such syndrome. 

(d) Social sciences research 

The Secretary, acting through the Director of 
the National Institute of Mental Health, may 
make grants to public and nonprofit private en-
tities for the purpose of assisting grantees in 
conducting scientific research into the psycho-
logical and social sciences as such sciences re-
late to acquired immune deficiency syndrome. 

(e) Authorization of appropriations 

(1) For the purpose of carrying out this sec-
tion, there are authorized to be appropriated 
such sums as may be necessary for each fiscal 
year. 

(2) Amounts appropriated pursuant to para-
graph (1) to carry out subsection (c) of this sec-
tion shall remain available until expended. 

(July 1, 1944, ch. 373, title XXIII, § 2320, as added 
Pub. L. 100–607, title II, § 201(4), Nov. 4, 1988, 102 
Stat. 3074; amended Pub. L. 100–690, title II, 
§ 2617(d), Nov. 18, 1988, 102 Stat. 4240; Pub. L. 
102–531, title III, § 312(d)(20), Oct. 27, 1992, 106 
Stat. 3505; Pub. L. 103–43, title XVIII, § 1811(5), 
(6), June 10, 1993, 107 Stat. 200.) 



Page 1186 TITLE 42—THE PUBLIC HEALTH AND WELFARE § 300cc–31 

AMENDMENTS 

1993—Subsec. (b)(1)(A). Pub. L. 103–43, § 1811(5), in-
serted ‘‘and the natural history of such infection’’ after 
‘‘syndrome’’. 

Subsec. (e)(1). Pub. L. 103–43, § 1811(6), substituted 
‘‘fiscal year’’ for ‘‘of the fiscal years 1989 through 1991’’. 

1992—Subsecs. (a)(1), (b)(1). Pub. L. 102–531 substituted 
‘‘Centers for Disease Control and Prevention’’ for ‘‘Cen-
ters for Disease Control’’. 

1988—Subsec. (a)(5). Pub. L. 100–690 substituted ‘‘sub-
section’’ for ‘‘section’’. 

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. 

PART C—RESEARCH TRAINING 

§ 300cc–31. Fellowships and training 

(a) In general 

The Secretary, acting through the Director of 
the Centers for Disease Control and Prevention, 
shall establish fellowship and training programs 
to be conducted by the Centers for Disease Con-
trol and Prevention to train individuals to de-
velop skills in epidemiology, surveillance, test-
ing, counseling, education, information, and lab-
oratory analysis relating to acquired immune 
deficiency syndrome. Such programs shall be de-
signed to enable health professionals and health 
personnel trained under such programs to work, 
after receiving such training, in national and 
international efforts toward the prevention, di-
agnosis, and treatment of acquired immune defi-
ciency syndrome. 

(b) Programs conducted by National Institute of 
Mental Health 

The Secretary, acting through the Director of 
the National Institute of Mental Health, shall 
conduct or support fellowship and training pro-
grams for individuals pursuing graduate or post-
graduate study in order to train such individuals 
to conduct scientific research into the psycho-
logical and social sciences as such sciences re-
late to acquired immune deficiency syndrome. 

(c) Relationship to limitation on number of em-
ployees 

Any individual receiving a fellowship or re-
ceiving training under subsection (a) or (b) of 
this section shall not be included in any deter-
mination of the number of full-time equivalent 
employees of the Department of Health and 
Human Services for the purpose of any limita-
tion on the number of such employees estab-
lished by law prior to, on, or after November 4, 
1988. 

(d) Authorization of appropriations 

For the purpose of carrying out this section, 
there are authorized to be appropriated such 
sums as may be necessary for each fiscal year. 

(July 1, 1944, ch. 373, title XXIII, § 2341, as added 
Pub. L. 100–607, title II, § 201(4), Nov. 4, 1988, 102 
Stat. 3076; amended Pub. L. 100–690, title II, 
§ 2617(e), Nov. 18, 1988, 102 Stat. 4240; Pub. L. 
102–531, title III, § 312(d)(21), Oct. 27, 1992, 106 
Stat. 3505; Pub. L. 103–43, title XVIII, § 1811(7), 
June 10, 1993, 107 Stat. 200.) 

AMENDMENTS 

1993—Subsec. (d). Pub. L. 103–43 substituted ‘‘fiscal 
year’’ for ‘‘of the fiscal years 1989 through 1991’’. 

1992—Subsec. (a). Pub. L. 102–531, which directed the 
substitution of ‘‘Centers for Disease Control and Pre-
vention’’ for ‘‘Centers for Disease Control’’, was exe-
cuted by making the substitution in two places to re-
flect the probable intent of Congress. 

1988—Subsec. (c). Pub. L. 100–690 substituted ‘‘date of 
the enactment of the AIDS Amendments of 1988’’ for 
‘‘date of the enactment of the AIDS Federal Policy Act 
of 1988’’ which for purposes of codification was trans-
lated as ‘‘November 4, 1988’’. 

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. 

PART D—OFFICE OF AIDS RESEARCH 

SUBPART I—INTERAGENCY COORDINATION OF 
ACTIVITIES 

AMENDMENTS 

1993—Pub. L. 103–43, title XVIII, § 1801(a)(1), (3), June 
10, 1993, 107 Stat. 192, added part D designation and 
heading and subpart I heading and struck out former 
part D designation and heading ‘‘Special Authorities of 
the Director of the National Institutes of Health’’. 

§ 300cc–40. Establishment of Office 

(a) In general 

There is established within the National Insti-
tutes of Health an office to be known as the Of-
fice of AIDS Research. The Office shall be head-
ed by a director, who shall be appointed by the 
Secretary. 

(b) Duties 

(1) Interagency coordination of AIDS activities 

With respect to acquired immune deficiency 
syndrome, the Director of the Office shall 
plan, coordinate, and evaluate research and 
other activities conducted or supported by the 
agencies of the National Institutes of Health. 
In carrying out the preceding sentence, the Di-
rector of the Office shall evaluate the AIDS 
activities of each of such agencies and shall 
provide for the periodic reevaluation of such 
activities. 

(2) Consultations 

The Director of the Office shall carry out 
this subpart (including developing and revis-
ing the plan required in section 300cc–40c of 
this title) in consultation with the heads of 
the agencies of the National Institutes of 
Health, with the advisory councils of the agen-
cies, and with the advisory council established 
under section 300cc–40b of this title. 

(3) Coordination 

The Director of the Office shall act as the 
primary Federal official with responsibility 
for overseeing all AIDS research conducted or 
supported by the National Institutes of 
Health, and 

(A) shall serve to represent the National 
Institutes of Health AIDS Research Program 
at all relevant Executive branch task forces 
and committees; and 
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(B) shall maintain communications with 
all relevant Public Health Service agencies 
and with various other departments of the 
Federal Government, to ensure the timely 
transmission of information concerning ad-
vances in AIDS research and the clinical 
treatment of acquired immune deficiency 
syndrome and its related conditions, be-
tween these various agencies for dissemina-
tion to affected communities and health 
care providers. 

(July 1, 1944, ch. 373, title XXIII, § 2351, as added 
Pub. L. 103–43, title XVIII, § 1801(a)(3), June 10, 
1993, 107 Stat. 192.) 

§ 300cc–40a. Microbicide research 

(a) Federal strategic plan 

The Director of the Office shall— 
(1) expedite the implementation of the Fed-

eral strategic plans required by section 283(a) 
of this title regarding the conduct and support 
of research on, and development of, a 
microbicide to prevent the transmission of the 
human immunodeficiency virus; and 

(2) review and, as appropriate, revise such 
plan to prioritize funding and activities rel-
ative to their scientific urgency and potential 
market readiness. 

(b) Coordination 

In implementing, reviewing, and prioritizing 
elements of the plan described in subsection (a), 
the Director of the Office shall consult, as ap-
propriate, with— 

(1) representatives of other Federal agencies 
involved in microbicide research, including 
the Coordinator of United States Government 
Activities to Combat HIV/AIDS Globally, the 
Director of the Centers for Disease Control 
and Prevention, and the Administrator of the 
United States Agency for International Devel-
opment; 

(2) the microbicide research and develop-
ment community; and 

(3) health advocates. 

(July 1, 1944, ch. 373, title XXIII, § 2351A, as 
added Pub. L. 110–293, title II, § 203(b), July 30, 
2008, 122 Stat. 2940.) 

PRIOR PROVISIONS 

A prior section 300cc–40a, act July 1, 1944, ch. 373, 
title XXIII, § 2352, as added Pub. L. 103–43, title XVIII, 
§ 1801(a)(3), June 10, 1993, 107 Stat. 193, which required 
the establishment of an advisory council and coordi-
nating committees, was transferred to section 300cc–40b 
of this title. 

SENSE OF CONGRESS 

Pub. L. 110–293, title II, § 203(a), July 30, 2008, 122 Stat. 
2940, provided that: ‘‘Congress recognizes the need and 
urgency to expand the range of interventions for pre-
venting the transmission of human immunodeficiency 
virus (HIV), including nonvaccine prevention methods 
that can be controlled by women.’’ 

§ 300cc–40b. Advisory Council; coordinating com-
mittees 

(a) Advisory Council 

(1) In general 

The Secretary shall establish an advisory 
council for the purpose of providing advice to 

the Director of the Office on carrying out this 
part. (Such council is referred to in this sub-
section as the ‘‘Advisory Council’’.) 

(2) Composition, compensation, terms, chair, 
etc. 

Subsections (b) through (g) of section 284a of 
this title apply to the Advisory Council to the 
same extent and in the same manner as such 
subsections apply to advisory councils for the 
national research institutes, except that— 

(A) in addition to the ex officio members 
specified in section 284a(b)(2) of this title, 
there shall serve as such members of the Ad-
visory Council a representative from the ad-
visory council of each of the National Can-
cer Institute and the National Institute on 
Allergy and Infectious Diseases; and 

(B) with respect to the other national re-
search institutes, there shall serve as ex offi-
cio members of such Council, in addition to 
such members specified in subparagraph (A), 
a representative from the advisory council 
of each of the 2 institutes that receive the 
greatest funding for AIDS activities. 

(b) Individual coordinating committees regard-
ing research disciplines 

(1) In general 

The Director of the Office shall establish, for 
each research discipline in which any activity 
under the plan required in section 300cc–40c of 
this title is carried out, a committee for the 
purpose of providing advice to the Director of 
the Office on carrying out this part with re-
spect to such discipline. (Each such committee 
is referred to in this subsection as a ‘‘coordi-
nating committee’’.) 

(2) Composition 

Each coordinating committee shall be com-
posed of representatives of the agencies of the 
National Institutes of Health with significant 
responsibilities regarding the research dis-
cipline involved. 

(July 1, 1944, ch. 373, title XXIII, § 2352, as added 
Pub. L. 103–43, title XVIII, § 1801(a)(3), June 10, 
1993, 107 Stat. 193.) 

CODIFICATION 

Section was formerly classified to section 300cc–40a of 
this title. 

PRIOR PROVISIONS 

A prior section 300cc–40b, act July 1, 1944, ch. 373, 
title XXIII, § 2353, as added Pub. L. 103–43, title XVIII, 
§ 1801(a)(3), June 10, 1993, 107 Stat. 194, which required 
the establishment of a comprehensive plan, was trans-
ferred to section 300cc–40c of this title. 

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 Congress, its duration is other-
wise 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 Ap-
pendix to Title 5, Government Organization and Em-
ployees. 
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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 
may be specifically prescribed by an Act of Congress 
enacted after Jan. 4, 1975. 

§ 300cc–40c. Comprehensive plan for expenditure 
of appropriations 

(a) In general 

Subject to the provisions of this section and 
other applicable law, the Director of the Office, 
in carrying out section 300cc–40 of this title, 
shall— 

(1) establish a comprehensive plan for the 
conduct and support of all AIDS activities of 
the agencies of the National Institutes of 
Health (which plan shall be first established 
under this paragraph not later than 12 months 
after June 10, 1993); 

(2) ensure that the Plan establishes prior-
ities among the AIDS activities that such 
agencies are authorized to carry out; 

(3) ensure that the Plan establishes objec-
tives regarding such activities, describes the 
means for achieving the objectives, and des-
ignates the date by which the objectives are 
expected to be achieved; 

(4) ensure that all amounts appropriated for 
such activities are expended in accordance 
with the Plan; 

(5) review the Plan not less than annually, 
and revise the Plan as appropriate; and 

(6) ensure that the Plan serves as a broad, 
binding statement of policies regarding AIDS 
activities of the agencies, but does not remove 
the responsibility of the heads of the agencies 
for the approval of specific programs or 
projects, or for other details of the daily ad-
ministration of such activities, in accordance 
with the Plan. 

(b) Certain components of Plan 

With respect to AIDS activities of the agen-
cies of the National Institutes of Health, the Di-
rector of the Office shall ensure that the Plan— 

(1) provides for basic research; 
(2) provides for applied research; 
(3) provides for research that is conducted by 

the agencies; 
(4) provides for research that is supported by 

the agencies; 
(5) provides for proposals developed pursuant 

to solicitations by the agencies and for propos-
als developed independently of such solicita-
tions; and 

(6) provides for behavioral research and so-
cial sciences research. 

(c) Budget estimates 

(1) Full-funding budget 

(A) With respect to a fiscal year, the Direc-
tor of the Office shall prepare and submit di-
rectly to the President, for review and trans-
mittal to the Congress, a budget estimate for 
carrying out the Plan for the fiscal year, after 
reasonable opportunity for comment (but 
without change) by the Secretary, the Direc-
tor of the National Institutes of Health, and 
the advisory council established under section 
300cc–40b of this title. The budget estimate 

shall include an estimate of the number and 
type of personnel needs for the Office. 

(B) The budget estimate submitted under 
subparagraph (A) shall estimate the amounts 
necessary for the agencies of the National In-
stitutes of Health to carry out all AIDS activi-
ties determined by the Director of the Office 
to be appropriate, without regard to the prob-
ability that such amounts will be appro-
priated. 

(2) Alternative budgets 

(A) With respect to a fiscal year, the Direc-
tor of the Office shall prepare and submit to 
the Secretary and the Director of the National 
Institutes of Health the budget estimates de-
scribed in subparagraph (B) for carrying out 
the Plan for the fiscal year. The Secretary and 
such Director shall consider each of such esti-
mates in making recommendations to the 
President regarding a budget for the Plan for 
such year. 

(B) With respect to the fiscal year involved, 
the budget estimates referred to in subpara-
graph (A) for the Plan are as follows: 

(i) The budget estimate submitted under 
paragraph (1). 

(ii) A budget estimate developed on the as-
sumption that the amounts appropriated 
will be sufficient only for— 

(I) continuing the conduct by the agen-
cies of the National Institutes of Health of 
existing AIDS activities (if approved for 
continuation), and continuing the support 
of such activities by the agencies in the 
case of projects or programs for which the 
agencies have made a commitment of con-
tinued support; and 

(II) carrying out, of activities that are in 
addition to activities specified in sub-
clause (I), only such activities for which 
the Director determines there is the most 
substantial need. 

(iii) Such other budget estimates as the 
Director of the Office determines to be ap-
propriate. 

(d) Funding 

(1) Authorization of appropriations 

For the purpose of carrying out AIDS activi-
ties under the Plan, there are authorized to be 
appropriated such sums as may be necessary 
for each of the fiscal years 1994 through 1996. 

(2) Receipt of funds 

For the first fiscal year beginning after the 
date on which the Plan first established under 
subsection (a)(1) of this section has been in ef-
fect for 12 months, and for each subsequent fis-
cal year, the Director of the Office shall re-
ceive directly from the President and the Di-
rector of the Office of Management and Budget 
all funds available for AIDS activities of the 
National Institutes of Health. 

(3) Allocations for agencies 

(A) Each fiscal year the Director of the Of-
fice shall, from the amounts received under 
paragraph (2) for the fiscal year, allocate to 
the agencies of the National Institutes of 
Health (in accordance with the Plan) all 
amounts available for such year for carrying 
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out the AIDS activities specified in subsection 
(c)(2)(B)(ii)(I) of this section for such year. 
Such allocation shall, to the extent prac-
ticable, be made not later than 15 days after 
the date on which the Director receives 
amounts under paragraph (2). 

(B) Each fiscal year the Director of the Of-
fice shall, from the amounts received under 
paragraph (2) for the fiscal year, allocate to 
the agencies of the National Institutes of 
Health (in accordance with the Plan) all 
amounts available for such year for carrying 
out AIDS activities that are not referred to in 
subparagraph (A). Such allocation shall, to the 
extent practicable, be made not later than 30 
days after the date on which the Director re-
ceives amounts under paragraph (2). 

(July 1, 1944, ch. 373, title XXIII, § 2353, as added 
Pub. L. 103–43, title XVIII, § 1801(a)(3), June 10, 
1993, 107 Stat. 194.) 

CODIFICATION 

Section was formerly classified to section 300cc–40b of 
this title. 

§ 300cc–41. Additional authorities 

(a) In general 

In carrying out AIDS research, the Director of 
the Office— 

(1) shall develop and expand clinical trials of 
treatments and therapies for infection with 
the etiologic agent for acquired immune defi-
ciency syndrome, including such clinical trials 
for women, infants, children, hemophiliacs, 
and minorities; 

(2) may establish or support the large-scale 
development and preclinical screening, pro-
duction, or distribution of specialized biologi-
cal materials and other therapeutic sub-
stances for AIDS research and set standards of 
safety and care for persons using such mate-
rials; 

(3) may support— 
(A) AIDS research conducted outside the 

United States by qualified foreign profes-
sionals if such research can reasonably be 
expected to benefit the people of the United 
States; 

(B) collaborative research involving Amer-
ican and foreign participants; and 

(C) the training of American scientists 
abroad and foreign scientists in the United 
States; 

(4) may encourage and coordinate AIDS re-
search conducted by any industrial concern 
that evidences a particular capability for the 
conduct of such research; 

(5)(A) may acquire, improve, repair, operate, 
and maintain laboratories, other research fa-
cilities, equipment, and such other real or per-
sonal property as the Director of the Office de-
termines necessary; 

(B) may make grants for the construction or 
renovation of facilities; and 

(C) may acquire, without regard to section 
8141 of title 40 by lease or otherwise through 
the Administrator of General Services, build-
ings or parts of buildings in the District of Co-
lumbia or communities located adjacent to 
the District of Columbia for the use of the Na-

tional Institutes of Health for a period not to 
exceed ten years; and 

(6) subject to section 284(b)(2) of this title 
and without regard to section 3324 of title 31 
and section 6101 of title 41, may enter into 
such contracts and cooperative agreements 
with any public agency, or with any person, 
firm, association, corporation, or educational 
institution, as may be necessary to expedite 
and coordinate research relating to acquired 
immune deficiency syndrome. 

(b) Projects for cooperation among public and 
private health entities 

In carrying out subsection (a) of this section, 
the Director of the Office shall establish 
projects to promote cooperation among Federal 
agencies, State, local, and regional public health 
agencies, and private entities, in research con-
cerning the diagnosis, prevention, and treat-
ment of acquired immune deficiency syndrome. 

(July 1, 1944, ch. 373, title XXIII, § 2354, formerly 
§ 2351, as added Pub. L. 100–607, title II, § 201(4), 
Nov. 4, 1988, 102 Stat. 3076; renumbered § 2354 and 
amended Pub. L. 103–43, title XVIII, § 1801(a)(2), 
(b), June 10, 1993, 107 Stat. 192, 196; Pub. L. 
109–482, title I, § 104(b)(2)(D), Jan. 15, 2007, 120 
Stat. 3693.) 

CODIFICATION 

In subsec. (a)(5)(C), ‘‘section 8141 of title 40’’ sub-
stituted for ‘‘the Act of March 3, 1877 (40 U.S.C. 34)’’ on 
authority of Pub. L. 107–217, § 5(c), Aug. 21, 2002, 116 
Stat. 1303, the first section of which enacted Title 40, 
Public Buildings, Property, and Works. 

In subsec. (a)(6), ‘‘section 6101 of title 41’’ substituted 
for ‘‘section 3709 of the Revised Statutes (41 U.S.C. 5)’’ 
on authority of Pub. L. 111–350, § 6(c), Jan. 4, 2011, 124 
Stat. 3854, which Act enacted Title 41, Public Con-
tracts. 

AMENDMENTS 

2007—Subsecs. (b), (c). Pub. L. 109–482 redesignated 
subsec. (c) as (b) and struck out former subsec. (b). Sub-
sec. (b) text read as follows: ‘‘The Director of the Office 
shall each fiscal year prepare and submit to the Sec-
retary, for inclusion in the comprehensive report re-
quired in section 300cc(a) of this title, a report— 

‘‘(1) describing and evaluating the progress made in 
such fiscal year in research, treatment, and training 
with respect to acquired immune deficiency syn-
drome conducted or supported by the Institutes; 

‘‘(2) summarizing and analyzing expenditures made 
in such fiscal year for activities with respect to ac-
quired immune deficiency syndrome conducted or 
supported by the National Institutes of Health; and 

‘‘(3) containing such recommendations as the Direc-
tor considers appropriate.’’ 
1993—Pub. L. 103–43, § 1801(b)(1), substituted ‘‘Addi-

tional’’ for ‘‘Establishment of’’ in section catchline. 
Subsec. (a). Pub. L. 103–43, § 1801(b)(2)(A), in introduc-

tory provisions substituted ‘‘AIDS research, the Direc-
tor of the Office’’ for ‘‘research with respect to acquired 
immune deficiency syndrome, the Secretary, acting 
through the Director of the National Institutes of 
Health’’. 

Subsec. (a)(1). Pub. L. 103–43, § 1801(b)(2)(B), redesig-
nated par. (3) as (1) and struck out former par. (1) which 
read as follows: 

‘‘(A) shall establish an office to be known as the Of-
fice of AIDS Research, which Office shall be headed by 
a Director appointed by the Director of the National 
Institutes of Health; and 

‘‘(B) shall provide administrative support and support 
services to the Director of such Office;’’. 

Subsec. (a)(2). Pub. L. 103–43, § 1801(b)(2)(B), (E), redes-
ignated par. (4) as (2), substituted ‘‘AIDS research’’ for 
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‘‘research relating to acquired immune deficiency syn-
drome’’, and struck out former par. (2) which read as 
follows: ‘‘shall coordinate activities relating to ac-
quired immune deficiency syndrome conducted by the 
national research institutes and the agencies of the Na-
tional Institutes of Health;’’. 

Subsec. (a)(3). Pub. L. 103–43, § 1801(b)(2)(B), (C), (E), 
redesignated par. (5) as (3), struck out ‘‘, in consulta-
tion with the advisory council for the appropriate na-
tional research institute of the National Institutes of 
Health,’’ after ‘‘may’’ in introductory provisions, and 
substituted ‘‘AIDS research’’ for ‘‘research relating to 
acquired immune deficiency syndrome’’ in subpar. (A). 
Former par. (3) redesignated (1). 

Subsec. (a)(4). Pub. L. 103–43, § 1801(b)(2)(B), (E), redes-
ignated par. (6) as (4) and substituted ‘‘AIDS research’’ 
for ‘‘research relating to acquired immune deficiency 
syndrome’’. Former par. (4) redesignated (2). 

Subsec. (a)(5). Pub. L. 103–43, § 1801(b)(2)(B), (D), redes-
ignated par. (7) as (5), in subpar. (A) struck out ‘‘, in 
consultation with such advisory council,’’ after ‘‘may’’ 
and substituted ‘‘Director of the Office determines’’ for 
‘‘Director of the National Institutes of Health deter-
mines’’, and in subpars. (B) and (C) struck out ‘‘, in 
consultation with such advisory council,’’ after ‘‘may’’. 
Former par. (5) redesignated (3). 

Subsec. (a)(6) to (8). Pub. L. 103–43, § 1801(b)(2)(B), re-
designated pars. (6) to (8) as (4) to (6), respectively. 

Subsec. (b). Pub. L. 103–43, § 1801(b)(3), substituted 
‘‘The Director of the Office shall’’ for ‘‘The Director of 
the National Institutes of Health, acting through the 
Director of the Office of AIDS Research, shall’’. 

Subsec. (c). Pub. L. 103–43, § 1801(b)(4), substituted 
‘‘the Director of the Office shall’’ for ‘‘the Director of 
the National Institutes of Health shall’’. 

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. 

SUBPART II—EMERGENCY DISCRETIONARY FUND 

§ 300cc–43. Emergency Discretionary Fund 

(a) In general 

(1) Establishment 

There is established a fund consisting of 
such amounts as may be appropriated under 
subsection (g) of this section. Subject to the 
provisions of this section, the Director of the 
Office, after consultation with the advisory 
council established under section 300cc–40b of 
this title, may expend amounts in the Fund 
for the purpose of conducting and supporting 
such AIDS activities, including projects of 
AIDS research, as may be authorized in this 
chapter for the National Institutes of Health. 

(2) Preconditions to use of Fund 

Amounts in the Fund may be expended only 
if— 

(A) the Director identifies the particular 
set of AIDS activities for which such 
amounts are to be expended; 

(B) the set of activities so identified con-
stitutes either a new project or additional 
AIDS activities for an existing project; 

(C) the Director of the Office has made a 
determination that there is a significant 
need for such set of activities; and 

(D) as of June 30 of the fiscal year preced-
ing the fiscal year in which the determina-
tion is made, such need was not provided for 
in any appropriations Act passed by the 

House of Representatives to make appropria-
tions for the Departments of Labor, Health 
and Human Services (including the National 
Institutes of Health), Education, and related 
agencies for the fiscal year in which the de-
termination is made. 

(3) Two-year use of Fund for project involved 

In the case of an identified set of AIDS ac-
tivities, obligations of amounts in the Fund 
may not be made for such set of activities 
after the expiration of the 2-year period begin-
ning on the date on which the initial obliga-
tion of such amounts is made for such set. 

(b) Peer review 

With respect to an identified set of AIDS ac-
tivities carried out with amounts in the Fund, 
this section may not be construed as waiving ap-
plicable requirements for peer review. 

(c) Limitations on use of Fund 

(1) Construction of facilities 

Amounts in the Fund may not be used for 
the construction, renovation, or relocation of 
facilities, or for the acquisition of land. 

(2) Congressional disapproval of projects 

(A) Amounts in the Fund may not be ex-
pended for the fiscal year involved for an iden-
tified set of AIDS activities, or a category of 
AIDS activities, for which— 

(i)(I) amounts were made available in an 
appropriations Act for the preceding fiscal 
year; and 

(II) amounts are not made available in any 
appropriations Act for the fiscal year in-
volved; or 

(ii) amounts are by law prohibited from 
being expended. 

(B) A determination under subparagraph 
(A)(i) of whether amounts have been made 
available in appropriations Acts for a fiscal 
year shall be made without regard to whether 
such Acts make available amounts for the 
Fund. 

(3) Investment of Fund amounts 

Amounts in the Fund may not be invested. 

(d) Applicability of limitation regarding number 
of employees 

The purposes for which amounts in the Fund 
may be expended include the employment of in-
dividuals necessary to carry out identified sets 
of AIDS activities approved under subsection (a) 
of this section. Any individual employed under 
the preceding sentence may not be included in 
any determination of the number of full-time 
equivalent employees for the Department of 
Health and Human Services for the purpose of 
any limitation on the number of such employees 
established by law prior to, on, or after June 10, 
1993. 

(e) Definitions 

For purposes of this section: 
(1) The term ‘‘Fund’’ means the fund estab-

lished in subsection (a) of this section. 
(2) The term ‘‘identified set of AIDS activi-

ties’’ means a particular set of AIDS activities 
identified under subsection (a)(2)(A) of this 
section. 



Page 1191 TITLE 42—THE PUBLIC HEALTH AND WELFARE §§ 300dd to 300dd–14 

(f) Funding 

(1) Authorization of appropriations 

For the purpose of providing amounts for the 
Fund, there is authorized to be appropriated 
$100,000,000 for each of the fiscal years 1994 
through 1996. 

(2) Availability 

Amounts appropriated for the Fund are 
available until expended. 

(July 1, 1944, ch. 373, title XXIII, § 2356, as added 
Pub. L. 103–43, title XVIII, § 1802, June 10, 1993, 
107 Stat. 196; amended Pub. L. 109–482, title I, 
§ 104(b)(2)(E), Jan. 15, 2007, 120 Stat. 3693.) 

AMENDMENTS 

2007—Subsecs. (e) to (g). Pub. L. 109–482 redesignated 
subsecs. (f) and (g) as (e) and (f), respectively, and 
struck out heading and text of former subsec. (e). Text 
read as follows: ‘‘Not later than February 1 of each fis-
cal year, the Director of the Office shall submit to the 
Committee on Energy and Commerce of the House of 
Representatives, and to the Committee on Labor and 
Human Resources of the Senate, a report on the identi-
fied sets of AIDS activities carried out during the pre-
ceding fiscal year with amounts in the Fund. The re-
port shall provide a description of each such set of ac-
tivities and an explanation of the reasons underlying 
the use of the Fund for the set.’’ 

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. 

SUBPART III—GENERAL PROVISIONS 

§ 300cc–45. General provisions regarding Office 

(a) Administrative support for Office 

The Secretary, acting through the Director of 
the National Institutes of Health, shall provide 
administrative support and support services to 
the Director of the Office and shall ensure that 
such support takes maximum advantage of ex-
isting administrative structures at the agencies 
of the National Institutes of Health. 

(b) Evaluation 

Not later than 5 years after June 10, 1993, the 
Secretary shall conduct an evaluation to— 

(1) determine the effect of this section on 
the planning and coordination of the AIDS re-
search programs at the institutes, centers and 
divisions of the National Institutes of Health; 

(2) evaluate the extent to which this part 
has eliminated the duplication of administra-
tive resources among such Institutes, centers 
and divisions; and 

(3) provide recommendations concerning fu-
ture alterations with respect to this part. 

(c) Definitions 

For purposes of this part: 
(1) The term ‘‘AIDS activities’’ means AIDS 

research and other activities that relate to ac-
quired immune deficiency syndrome. 

(2) The term ‘‘AIDS research’’ means re-
search with respect to acquired immune defi-
ciency syndrome. 

(3) The term ‘‘Office’’ means the Office of 
AIDS Research. 

(4) The term ‘‘Plan’’ means the plan required 
in section 300cc–40c(a)(1) of this title. 

(July 1, 1944, ch. 373, title XXIII, § 2359, as added 
Pub. L. 103–43, title XVIII, § 1803, June 10, 1993, 
107 Stat. 198; amended Pub. L. 109–482, title I, 
§ 104(b)(2)(F), Jan. 15, 2007, 120 Stat. 3693.) 

AMENDMENTS 

2007—Subsec. (b). Pub. L. 109–482 substituted ‘‘Evalua-
tion’’ for ‘‘Evaluation and report’’ in heading, struck 
out par. (1) designation before ‘‘Not later than’’, redes-
ignated subpars. (A) to (C) as pars. (1) to (3), respec-
tively, and struck out heading and text of former par. 
(2). Text read as follows: ‘‘Not later than 1 year after 
the date on which the evaluation is commenced under 
paragraph (1), the Secretary shall prepare and submit 
to the Committee on Labor and Human Resources of 
the Senate, and the Committee on Energy and Com-
merce of the House of Representatives, a report con-
cerning the results of such evaluation.’’ 

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. 

PART E—GENERAL PROVISIONS 

§ 300cc–51. Definitions 

For purposes of this subchapter: 
(1) The term ‘‘infection’’, with respect to the 

etiologic agent for acquired immune defi-
ciency syndrome, includes opportunistic can-
cers and infectious diseases and any other con-
ditions arising from infection with such etio-
logic agent. 

(2) The term ‘‘treatment’’, with respect to 
the etiologic agent for acquired immune defi-
ciency syndrome, includes primary and sec-
ondary prophylaxis. 

(July 1, 1944, ch. 373, title XXIII, § 2361, as added 
Pub. L. 100–607, title II, § 201(4), Nov. 4, 1988, 102 
Stat. 3078; amended Pub. L. 103–43, title XVIII, 
§ 1811(8), June 10, 1993, 107 Stat. 200.) 

AMENDMENTS 

1993—Pub. L. 103–43 substituted provisions defining 
‘‘infection’’ and ‘‘treatment’’ for former provisions 
which read as follows: ‘‘For purposes of this sub-
chapter, the term ‘infection with the etiologic agent 
for acquired immune deficiency syndrome’ includes any 
condition arising from infection with such etiologic 
agent’’. 

SUBCHAPTER XXII—HEALTH SERVICES 
WITH RESPECT TO ACQUIRED IMMUNE 
DEFICIENCY SYNDROME 

PART A—FORMULA GRANTS TO STATES FOR 
HOME AND COMMUNITY-BASED HEALTH SERVICES 

§§ 300dd to 300dd–14. Repealed. July 1, 1944, ch. 
373, title XXIV, § 2415, as added Nov. 4, 1988, 
Pub. L. 100–607, title II, § 211, 102 Stat. 3088; 
amended Nov. 18, 1988, Pub. L. 100–690, title 
II, § 2618(g), 102 Stat. 4241 

Section 300dd, act July 1, 1944, ch. 373, title XXIV, 
§ 2401, as added Nov. 4, 1988, Pub. L. 100–607, title II, 
§ 211, 102 Stat. 3079, established program of formula 
grants for home and community-based health services. 

Section 300dd–1, act July 1, 1944, ch. 373, title XXIV, 
§ 2402, as added Nov. 4, 1988, Pub. L. 100–607, title II, 
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