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103d Congress
An Act
June 10,1993  To amend the Public Health Service Act to revise and extend the programs of
[S.1] the National Institutes of Health, and for other purposes.
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ﬁzﬂgn& ; the United States of America in Congress assembled,
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TITLE I—GENERAL PROVISIONS RE-
GARDING TITLE IV OF PUBLIC
HEALTH SERVICE ACT

Subtitle A—Research Freedom

PART I—REVIEW OF PROPOSALS FOR
BIOMEDICAL AND BEHAVIORAL RESEARCH

SEC. 101. ESTABLISHMENT OF CERTAIN PROVISIONS REGARDING
RESEARCH CONDUCTED OR SUPPORTED BY NATIONAL
INSTITUTES OF HEALTH.

Part G of title IV of the Public Health Service Act (42 U.S.C.
289 et seq.) is amended by inserting after section 492 the following
section:

“CERTAIN PROVISIONS REGARDING REVIEW AND APPROVAL OF
PROPOSALS FOR RESEARCH

42 USC 28%a-1. “SEC. 492A. (a) REVIEW AS PRECONDITION TO RESEARCH.—

“(1) PROTECTION OF HUMAN RESEARCH SUBJECTS.—

“A) In the case of any application submitted to the
Secretary for financial assistance to conduct research, the
Secretary may not approve or fund application that
is subject to review under section 491(a) by an Institutional
Review Board unless the application has undergone review
in accordance with such section and has been recommended
for approval by a majority of the members of the Board
conducting such review.

“B) In the case of research that is subject to review
under procedures established by the Secretary for the
grotection of human subjects in clinical research conducted

y the National Institutes of Health, the Secretary may
not authorize the conduct of the research unless the
research has, pursuant to such procedures, been rec-
ommended for approval.

“(2) PEER REVIEW.—In the case of any proposal for the
National Institutes of Health to conduct or support research,
the Secretary may not approve or fund any proposal that is
subject to technical and scientific peer review under section
492 unless the proposal has undergone such review in accord-
ance with such section and has been recommended for approval
by a majority of the members of the entity conducting such
review,

“(b) ETHICAL REVIEW OF RESEARCH.—

“(1) PROCEDURES REGARDING WITHHOLDING OF FUNDS.—If
research has been recommended for approval for purposes of
subsection (a), the Secretary may not withhold funds for the
research because of ethical considerations unless—

“(A) the Secretary convenes an advisory board in
ac%ordance with paragraph (5) to study such considerations;
an

“(BXi) the majority of the advisory board recommends
that, because of such considerations, the Secretary withhold
funds for the research; or
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“(ii) the majority of such board recommends that the
Secretary not withhold funds for the research because of
such considerations, but the Secretary finds, on the basis
of the report submitted under paragraph (5)(B)(ii), that
the recommendation is arbitrary and capricious.

“(2) RULES OF CONSTRUCTION.—Paragraph (1) may not be
construed as prohibiting the Secretary from withholding funds
for research on the basis of—

“(A) the inadequacy of the qualifications of the entities
that would be involved with the conduct of the research
(including the entity that would directly receive the funds
from the Secretary), subject to the condition that, with
respect to the process of review through which the research
was recommended for approval for purposes of subsection
(a), all findings regarding such qualifications made in such
process are conclusive; or

“(B) the priorities established by the Secretary for the
allocation of funds among projects of research that have
been so recommended.

“(3) APPLICABILITY.—The limitation established in para-
graph (1) regarding the authorit{ to withhold funds because
of ethical considerations shall apply without regard to whether
the withholding of funds on such basis is characterized as
a dgisapproval, a moratorium, a prohibition, or other character-
1Zation.

“(4) PRELIMINARY MATTERS REGARDING USE OF PROCE-
DURES.—
“(A) If the Secretary makes a determination that an Federal

advisory board should be convened for purposes of para- Regi?te?
aph (1), the Secretary shall, through a statement pub- PU"’caton-

ished in the Federal Register, announce the intention of

the Secretary to convene such a board.

“(B) A statement issued under subparagraph (A) shall
include a request that interested individuals submit to
the Secretary recommendations specifying the particular
individuals who should be z:g}:ointed to the advisory board
involved. The Secretary shall consider such recommenda-
tions in making appointments to the board.

“(C) The Secretary may not make appointments to
an advisory board under paragraph (1) until the expiration
of the 30-day period beginning on the date on which the
statement retLuired in subparagraph (A) is made with
respect to the board.

“(5) ETHICS ADVISORY BOARDS.—

“(A) Any advisory board convened for purposes of para-
graph (1) s be known as an ethics advisory board (in
this p aph referred to as an ‘ethics board’).

“(B)i) An ethics board shall advise, consult with, and
make recommendations to the Secretary regarding the eth-
ics of the project of biomedical or behavioral research with
respect to which the board has been convened.

“(ii) Not later than 180 days after the date on which Reports.
the statement required in parairaph (4)(A) is made with
respect to an ethics board, the board shall submit to the
Secretary, and to the Committee on Energy and Commerce
of the House of Representatives and the Committee on
Labor and Human Resources of the Senate, a report
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describing the findings of the board regarding the project
of research involved and making a recommendation under
clause (i) of whether the Secretaﬁ{ should or should not
withhold funds for the project. The report shall include
the information considered in making the findings.

“(C) An ethics board shall be composed of no fewer
than 14, and no more than 20, individuals who are not
officers or employees of the United States. The Secreta?
shall make appointments to the board from among individ-
uals with special qualifications and competence to provide
advice and recommendations regarding ethical matters in
biomedical and behavioral research. the members of
the board—

“(i) no fewer than 1 shall be an attorney;
“(ii) no fewer than 1 shall be an ethicist;
“(iii) no fewer than 1 shall be a practicing physi-

“(iv) no fewer than 1 shall be a theologian; and

“(v) no fewer than one-third, and no more than
one-half, shall be scientists with substantial accom-
plishments in biomedical or behavioral research.

“D) The term of service as a member of an ethics
board shall be for the life of the board. If such a member
does not serve the full term of such service, the individual
appointed to fill the resulting vacancy shall be appointed
for the remainder of the term of the predecessor of the
individual. .

“(E) A member of an ethics board shall be subject
to removal from the board by the Secretary for neglect
of duty or malfeasance or for other good cause shown.

“() The Secretary shall designate an individual from
among the members of an ethics board to serve as the
chair of the board.

“G) In carrying out subparagraph (B)(i) with respect
to a project of research, an ethics board shall conduct
inquiries and hold public hearings.

“(H) In carrying out subparagraph (B)(i) with respect
to :lfn‘oject of research, an ethics board shall have access
to relevant information possessed by the Department
of Health and Human Services, or available to the Sec-
retary from other agencies.

(I) Members of an ethics board shall receive compensa-
tion for each day engaged in carrying out the duties of
the board, including time engaged in traveling for purposes
of such duties. Such compensation may not be provided
in an amount in excess of the maximum rate of basic
pay pa able for GS—18 of the General Schedule.

(J) The Secret acting through the Director of the
National Institutes o i—Iea]th, shall provide to each ethics
board reasonable staff and assistance to carry out the
duties of the board.

“K) An ethics board shall terminate 30 days after
the date on which the report required in subparagraph
(B)(ii) is submitted to the Secretary and the congressional
committees specified in such subparagraph.

“(6) DEFINITION.—For purposes of this subsection, the term

cian

‘ethical considerations’ means considerations as to whether the
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nature of the research involved is such that it is unethical
to conduct or support the research.”.

PART II—RESEARCH ON TRANSPLANTATION  Abortion.

OF FETAL TISSUE ik

SEC. 111. ESTABLISHMENT OF AUTHORITIES.

Part G of title IV of the Public Health Service Act (42 U.S.C.
283ﬁet seq.) is amended by inserting after section 498 the following
section:

“RESEARCH ON TRANSPLANTATION OF FETAL TISSUE

“SEC. 498A. (a) ESTABLISHMENT OF PROGRAM.— 42 USC 289g-1.

“(1) IN GENERAL.—The Secretary may conduct or st;gport
research on the transplantation of human fetal tissue for thera-
peutic purposes.

“(2) SOURCE OF TISSUE.—Human fetal tissue may be used
in research carried out under paragraph (1) regardless of
whether the tissue is obtained pursuant to a spontaneous or
induced abortion or pursuant to a stillbirth.

“(b) INFORMED CONSENT OF DONOR.—

“(1) IN GENERAL.—In research carried out under subsection
(a), human fetal tissue may be used only if the woman providin,
the tissue makes a statement, made in writing and sign
by the woman, declaring that—

“(A) the woman donates the fetal tissue for use in
research described in subsection (a);

“B) the donation is made without any restriction
regarding the identity of individuals who may be the recipi-
ents of transplantations of the tissue; and

“(C) the woman has not been informed of the identity
of any such individuals.

“(2) ADDITIONAL STATEMENT.—In research carried out
under subsection (a), human fetal tissue may be used only
if the attending physician with respect to obtaining the tissue
from the woman involved makes a statement, made in writing
and signed by the physician, declaring that—

“(A) in the case of tissue obtained pursuant to an
induced abortion—

“(i) the consent of the woman for the abortion
was obtained prior to requesting or obtaining consent
for a donation of the tissue for use in such research;

“(ii) no alteration of the timing, method, or proce-
dures used to terminate the pregnancy was made solely
for the p of obtaining the tissue; and

“(i11) the abortion was performed in accordance
with applicable State law;

“B) tge tissue has been donated by the woman in
accordance with paragraph (1); and

“(C) full disclosure has been provided to the woman
with regard to—

“(i) such physician’s interest, if any, in the research
to be conducted with the tissue; and

“Gi) any known medical risks to the woman or
risks to her privacy that might be associated with
the donation of the tissue and that are in addition
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to risks of such type that are associated with the
woman’s medical care.
“(c) INFORMED CONSENT OF RESEARCHER AND DONEE.—In

research carried out under subsection (a), human fetal tissue may
be used only if the individual with the principal responsibility
for conducting the research involved makes a statement, made
mdlwgtr.:lg and signed by the individual, declaring that the
naivaual—

“(1) is aware that—

“(A) the tissue is human fetal tissue;

“(B) the tissue may have been obtained pursuant to
a B%antaneous or induced abortion or pursuant to a still-
birth; and

“(C) the tissue was donated for research purposes;
“2) has provided such information to other individuals

with responsibilities regarding the research;

“(8) will require, prior to obtaining the consent of an
individual to be a recipient of a transplantation of the tissue,
written acknowledgment of receipt of such information by such
recipient; and

“(4) has had no part in any decisions as to the timjnf,
method, or procedures used to terminate the pregnancy made
solely for the purposes of the research.

“(d) AVAILABILITY OF STATEMENTS FOR AUDIT.—

“(1) IN GENERAL.—In research carried out under subsection
(a), human fetal tissue may be used only if the head of the
agency or other entity conducting the research involved certifies
to the Secretary that the statements required under subsections
(b)(2) and (c) will be available for audit by the Secretary.

“(2) CONFIDENTIALITY OF AUDIT.— audit conducted by
the Secretary pursuant to paragraph (S shall be conducted
in a confidential manner to protect the privacy rights of the
individuals and entities i.nvorved in such research, including
such individuals and entities involved in the donation, transfer,
receipt, or transplantation of human fetal tissue. With respect
to any material or information obtained pursuant to such audit,
the Secretary shall—

“(A) use such material or information only for the
pu&oﬂses of verifying compliance with the requirements
of this section;

“(B) not disclose or publish such material or informa-
tion, except where required by Federal law, in which case
such material or information shall be coded in a manner
such that the identities of such individuals and entities
are protected; and

“(C) not maintain such material or information after
completion of such audit, except where necessary for the

urposes of such audit.
“(e) KPPLICABILITY OF STATE AND LOCAL LAW.—

“(1) RESEARCH CONDUCTED BY RECIPIENTS OF ASSISTANCE.—
The Secretary may not provide support for research under
subsection (a) unless the applicant for the financial assistance
involved agrees to conduct the research in accordance with
applicable State law.

“(2) RESEARCH CONDUCTED BY SECRETARY.—The Secretary
matﬂ conduct research under subsection (a) only in accordance
with applicable State and local law.
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“f) REPORT.—The Secretary shall annually submit to the
Committee on Energy and Commerce of the House of Representa-
tives, and to the Committee on Labor and Human Resources of
the Senate, a report describing the activities carried out under
this section during the preceding fiscal year, including a description
of whether and to what extent research under subsection (a) has
been conducted in accordance with this section.

“(g) DEFINITION.—For purposes of this section, the term human
fetal tissue’ means tissue or cells obtained from a dead human
emb: or fetus after a spontaneous or induced abortion, or after
a stillbirth.”.

SEC. 112. PURCHASE OF HUMAN FETAL TISSUE; SOLICITATION OR
ACCEPTANCE OF TISSUE AS DIRECTED DONATION FOR
USE IN TRANSPLANTATION.

Part G of title IV of the Public Health Service Act, as amended
by section 111 of this Act, is amended by inserting after section
498A the following section:

“PROHIBITIONS REGARDING HUMAN FETAL TISSUE

“SEC. 498B. (a) PURCHASE OF TisSUE.—It shall be unlawful 42 USC 289g-2.
for any person to knowingly acquire, receive, or otherwise transfer
any human fetal tissue for valuable consideration if the transfer

ects interstate commerce.

“(b) SOLICITATION OR ACCEPTANCE OF TISSUE AS DIRECTED
DONATION FOR USE IN TRANSPLANTATION.—It shall be unlawful
for any person to solicit or knowingly acquire, receive, or accept
a donation of human fetal tissue for the purpose of transplantation
of such tissue into another person if the donation affects interstate
commerce, the tissue will be or is obtained pursuant to an induced
abortion, and—

“(1) the donation will be or is made pursuant to a promise
to the donating individual that the donated tissue will be
transplanted into a recipient specified by such individual;

“(2) the donated tissue WS] be transplanted into a relative
of the donating individual; or

“(3) the person who solicits or knowingly acquires, receives,
or accepts the donation has provided valuable consideration
for the costs associated with such abortion.

“(c) CRIMINAL PENALTIES FOR VIOLATIONS.—

“(1) IN GENERAL.—Any person who violates subsection (a)
or (b) shall be fined in accordance with title 18, United States
Code, subject to paragraph (2), or imprisoned for not more
than 10 years, or both.

“(2) PENALTIES APPLICABLE TO PERSONS RECEIVING CONSID-
ERATION.—With respect to the imposition of a fine under para-

aph (1), if the person involved violates subsection (a) or

b)(3), a fine shall be imposed in an amount not less than

twice the amount of the valuable consideration received.

“(d) DEFINITIONS.—For purposes of this section:

“(1) The term ‘human fetal tissue’ has the meaning given
such term in section 498A(f).

“(2) The term ‘interstate commerce’ has the meaning given
such term in section 201(b) of the Federal Food, Drug, and
Cosmetic Act.

“(3) The term ‘valuable consideration’ does not include
reasonable payments associated with the transportation,
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42 USC 289g-1
note.

12 USC 289g-1
note,

implantation, processing, preservation, quality control, or stor-
age of human fetal tissue.”.

SEC. 113. NULLIFICATION OF MORATORIUM.

(a) IN GENERAL.—Except as provided in subsection (c), no offi-
cial of the executive branch may impose a policy that the Depart-
ment of Health and Human Services is prohibited from conductin
or supporting any research on the transplantation of human fet
tissue for therapeutic purposes. Such research shall be carried
out in accordance with section 498A of the Public Health Service
Act (as added by section 111 of this Act), without regard to any
such policy that may have been in effect prior to the date of
the enactment of this Act.

(b) PROHIBITION AGAINST WITHHOLDING OF FUNDS IN CASES
OF TECHNICAL AND SCIENTIFIC MERIT.—

(1) IN GENERAL.—Subject to subsection (b)(2) of section
492A of the Public Health Service Act (as added by section
101 of this Act), in the case of any proposal for research on
the transplantation of human fetal tissue for therapeutic pur-
poses, the Secreta:ﬁ of Health and Human Services may not
withhold funds for the research if—

(A) the research has been approved for purposes of
subsection (a) of such section 492A;

(B) the research will be carried out in accordance with
section 498A of such Act (as added by section 111 of this

Act); and

(C) there are reasonable assurances that the research
will not utilize any human fetal tissue that has been
obtained in violation of section 498B(a) of such Act (as
added by section 112 of this Act).

(2) STANDING APPROVAL REGARDING ETHICAL STATUS.—In
the case of any proposal for research on the transplantation
of human feta{ tissue for therapeutic p ses, the issuance
in December 1988 of the Report of the lIQuman Fetal Tissue
Transplantation Research Panel shall be deemed to be a
report—

(A) issued by an ethics advisory board pursuant to
section 492A(b)(5)(B)(ii) of the Public Health Service Act

(as added by section 101 of this Act); and

(B) finding, on a basis that is neither arbitrary nor
capricious, that the nature of the research is such that
it is not unethical to conduct or support the research.

(¢) AUTHORITY FOR WITHHOLDING FUNDS FROM RESEARCH.—
In the case of any research on the transplantation of human fetal
tissue for therapeutic purposes, the Secretary of Health and Human
Services may wwil:hht:nldp funds for the research if any of the conditions
sgeciﬁed in any of subparagraphs (A) through (C) of subsection
(b)(1) are not met with respect to the research.

(d) DEFINITION.—For purposes of this section, the term “human
fetal tissue” has the meaning given such term in section 498A(f)
oAf i!:)he Public Health Service Act (as added by section 111 of this

ct).

SEC. 114. REPORT BY GENERAL ACCOUNTING OFFICE ON ADEQUACY
OF REQUIREMENTS.

_(a) IN GENERAL.—With res%::ct to research on the transplan-
tation of human fetal tissue for therapeutic purposes, the Comptrol-
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ler General of the United States shall conduct an audit for the
purpose of determining—

(1) whether and to what extent such research conducted
or supported by the Secretary of Health and Human Services
has been conducted in accordance with section 498A of the
Public Health Service Act (as added by section 111 of this
Act); and

(2) whether and to what extent there have been violations
gf;t s)ection 498B of such Act (as added by section 112 of this
(b) REPORT.—Not later than May 19, 1995, the Comptroller

General of the United States shall complete the audit required
in subsection (a) and 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 describing
the findings made pursuant to the audit.

PART III—MISCELLANEOUS REPEALS

SEC. 121. REPEALS.

(a) CERTAIN BIOMEDICAL ETHICS BOARD.—Title III of the Public
Health Service Act (42 U.S.C. 241 et seq.) is amended by striking

J. 42 USC 275.
(b) OTHER REPEALS.—Part G of title IV of the Public Health
Service Act (42 U.S.C. 289 et seq.) is amended—
(1) in section 498, by striking subsection (c); and 42 USC 289g.
(2) by striking section 499; and 42 USC 289h.
(3) by redesignatiné section 499A as section 499. 42 USC 290b.
(¢) NULLIFICATION OF CERTAIN PROVISIONS.—The provisions of 42 USC 289

Executive Order 12806 (57 Fed. Reg. 21589 (May 21, 1992)) shall note:
not have any legal effect. The provisions of section 204(d) of part

46 of title 45 of the Code of Federal Regulations (456 CFR 46.20£(d))

shall not have any legal effect.

Subtitle B—Clinical Research Equity
Regarding Women and Minorities

PART I—WOMEN AND MINORITIES AS
SUBJECTS IN CLINICAL RESEARCH

SEC. 131. REQUIREMENT OF INCLUSION IN RESEARCH.

Part G of title IV of the Public Health Service Act, as amended
by section 101 of this Act, is amended by inserting after section
492A the following section:

“INCLUSION OF WOMEN AND MINORITIES IN CLINICAL RESEARCH

“SEC. 492B. (a) REQUIREMENT OF INCLUSION.— 42 USC 289a-2.
“(1) IN GENERAL.—In conducting or supporting clinical
research for purposes of this title, the Director of NIH shall,
subject to subsection (b), ensure that—
“(A) women are included as subjects in each project
of such research; and
“(B) members of minority groups are included as sub-
jects in such research.
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“(2) OUTREACH REGARDING PARTICIPATION AS SUBJECTS.—
The Director of NIH, in consultation with the Director of the
Office of Research on Women’s Health and the Director of
the Office of Research on Minority Health, shall conduct or
support outreach programs for the recruitment of women and
members of minority groups as subjects in projects of clinical
research.

“(b) INAPPLICABILITY OF REQUIREMENT.—The requirement
established in subsection (a) regarding women and members of
minority groups shall not apply to a project of clinical research
if the inclusion, as subjects in tﬁe project, of women and members
of minorit?r groups, respectively—

“(1) is inappropriate with respect to the health of the
subjects;

“(2) is inappropriate with respect to the purpose of the
research; or

“(3) is inappropriate under such other circumstances as
the Director of NIH may designate.

“(c) DESIGN OF CLINICAL TRIALS.—In the case of any clinical
trial in which women or members of minority groups will under
subsection (a) be included as subjects, the Director of NIH shall
ensure that the trial is designed and carried out in a manner
sufficient to provide for a valid analysis of whether the variables
being studieni) in the trial affect women or members of minority
groups, as the case may be, differently than other subjects in
the trial.

“(d) GUIDELINES.—

“(1) IN GENERAL.—Subject to paragraph (2), the Director
of NIH, in consultation with the Director of the Office of
Research on Women’s Health and the Director of the Office
of Research on Minority Health, shall establish guidelines
regarding the requirements of this section. The guidelines shall
include guidelines regarding—

“(A) the circumstances under which the inclusion of
women and minorities as subjects in projects of clinical
research is inappropriate for purposes of subsection (b);

“(B) the manner in which clinical trials are required
I,o)be gesigned and carried out for purposes of subsection
c); an

“C) the operation of outreach programs under sub-
section (a).

“(2) CERTAIN PROVISIONS.—With respect to the cir-
cumstances under which the inclusion of women or members
of minority groups (as the case may be) as subjects in a project
of clinical research is inappropriate for purposes of subsection
(b), the following applies to guidelines under paragraph (1):

“(A)d) In the case of a clinical trial, the guidelines
shall provide that the costs of such inclusion in the trial
is not a permissible consideration in determining whether
such inclusion is inappropriate.

“(ii) In the case of other projects of clinical research,
the guidelines shall provide that the costs of such inclusion
in the project is not a permissible consideration in deter-
mining whether such inclusion is inappropriate unless the
data regarding women or members of minority groups,
respectively, that would be obtained in such project (in
the event that such inclusion were required) ﬁave been
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or are being obtained through other means that provide

data of comparable quality.

“(B) In the case of a clinical trial, the guidelines may
provide that such inclusion in the trial is not required
if there is substantial scientific data demonstrating that
there is no significant difference between—

“(i) the effects that the variables to be studied
in the trial have on women or members of minority
groups, respectively; and

(11) the effects that the variables have on the
individuals who would serve as subjects in the trial
in the event that such inclusion were not required.

“(e) DATE CERTAIN FOR GUIDELINES; APPLICABILITY.—
“(1) DATE CERTAIN.—The guidelines required in subsection Federal
(d) shall be established and published in the Federal Register Register,
not later than 180 days after the date of the enactment of P :
the National Institutes of Health Revitalization Act of 1993.
“(2) APPLICABILITY.—For fiscal year 1995 and subsequent
fiscal years, the Director of NIH may not approve any proposal
of clinical research to be conducted or supported by any agency
of the National Institutes of Health unless the proposal specifies
the manner in which the research will comply with this section.
“(f) REPORTS BY ADVISORY COUNCILS.—The advisory council
of each national research institute shall prepare biennial reports
describing the manner in which the institute has complied with
this section. Each such report shall be submitted to the Director
of the institute involved for inclusion in the biennial report under
section 403.

“(g) DEFINITIONS.—For purposes of this section:

a]“(l} The term ‘project of clinical research’ includes a clinical

trial.

“(2) The term ‘minority group’ includes subpogulaticms of
minority groups. The Director of NIH shall, through the guide-
lines established under subsection (d), define the terms ‘minor-
ity group’ and ‘subpopulation’ for purposes of the preceding
sentence.”.

SEC. 132. PEER REVIEW.

Section 492 of the Public Health Service Act (42 U.S.C. 289a)
is amended by adding at the end the following subsection:

“(c)(1) In technical and scientific peer review under this section
of proposals for clinical research, congideration of any such
proposal (including the initial consideration) shall, except as pro-
vided in paragraph (2), include an evaluation of the technical and
Z%igﬁtiﬁc merit of the proposal regarding compliance with section

“(2) Paragraph (1) shall not apply to any proposal for clinical
research that, pursuant to subsection (b) t:-ty section 492B, is not
subject to the requirement of subsection (a) of such section regarding
the inclusion of women and members of minority groups as subjects
in clinical research.”.

SEC. 133. INAPPLICABILITY TO CURRENT PROJECTS. 42 USC 28%a-2

Section 492B of the Public Health Service Act, as added by e
section 131 of this Act, shall not aaPply with respect to projects
of clinical research for which initial funding was provided prior
to the date of the enactment of this Act. With respect to the
inclusion of women and minorities as subjects in clinical research

69-194 0 - 94 - 6 : QL. 3 Part 1
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42 USC 28Tc-3.

42 USC
288-290b.

42 USC 287d.

conducted or supported by the National Institutes of Health, any
policies of the Secretary of Health and Human Services re ardin

such inclusion that are in effect on the day before the date o
the enactment of this Act shall continue to apply to the projects
referred to in the preceding sentence.

PART II—OFFICE OF RESEARCH ON WOMEN'’S
HEALTH

SEC. 141. ESTABLISHMENT.

(a) IN GENERAL.—Title IV of the Public Health Service Act,
as amended by the preceding provisions of this title, is amended—
(1) by redesignating section 486 as section 485A,
(2) by redesignating parts F through H as parts G through
I, respectively; an
(3) by inserting after part E the following part:

“PART F—RESEARCH ON WOMEN’S HEALTH

“SEC. 486. OFFICE OF RESEARCH ON WOMEN'S HEALTH.

“(a) ESTABLISHMENT.—There is established within the Office
of the Director of NIH an office to be known as the Office of
Research on Women’s Health (in this part referred to as the ‘Office’).
The Office shall be headed by a director, who shall be appointed
by the Director of NIH.

“(b) PUrRPOSE.—The Director of the Office shall—

“(1) identify projects of research on women’s health that
should be conducted or supported by the national research
institutes;

“(2) ldenhfy multldlsmphnarg research relating to research
on women’s health that should be so conducted or supported;

“(8) carry out parag‘raphs (1) and (2) with respect to the
aging process in women, with priority given to menopause;

“(4) promote coordination and collaboration among entities
conducting research identified under any of paragraphs (1)
through (3);

“(5) encourage the conduct of such research by entities
receiving funds from the national research institutes;

“(6) recommend an agenda for conducting and supporting
such research;

“(7) promote the sufficient allocation of the resources of
the national research institutes for conducting and supporting
such research;

“8) assist in the administration of section 492B with
respect to the inclusion of women as subjects in clinical
research; and

“(9) prepare the report required in section 486B.

“(c) COORDINATING COMMITTEE.—

“(1) In carrying out subsection (b), the Director of the
Office shall establish a committee to be known as the Coordinat-
ing Committee on Research on Women’s Health (in this sub-
section referred to as the ‘Coordinating Committee’).

“(2) The Coordinating Committee shall be composed of the
Directors of the national research institutes (or the designees
of the Directors).

“(3) The Director of the Office shall serve as the chair
of the Coordinating Committee.
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“(4) With respect to research on women’s health, the Coordi-

nating Committee shall assist the Director of the Office in—

“(A) identifying the need for such research, and making

an estimate each fiscal year of the funds needed to ade-
quatelg support the research;

“B) igentifying needs regarding the coordination of
research activities, including intramural and extramural
multidisciplinary activities;

“(C) supporting the development of methodologies to
determine the circumstances in which obtaining data spe-
cific to women (including data relatintﬁl};lo the age of women
and the membership of women in ethnic or racial groups)
is an appropriate function of clinical trials of treatments
and therapies;

“(D) supporting the development and expansion of clini-
cal trials of treatments and tﬁerapies for which obtaining
such data has been determined to be an appropriate func-
tion; and

“(E) encouraging the national research institutes to
conduct and support such research, including such clinical

trials.

“(d) ADVISORY COMMITTEE.—

“(1) In ¢ ing out subsection (b), the Director of the
Office shall estagh's an advisory committee to be known as
the Advisory Committee on Research on Women’s Health (in
this subsection referred to as the ‘Advisory Committee’).

“(2) The Advisory Committee shall be composed of no fewer
than 12, and not more than 18 individuals, who are not officers
or employees of the Federal Government. The Director of the
Office shall make appointments to the Advisory Committee
from among physicians, practitioners, scientists, and other
health professionals, whose clinical practice, research speciali-
zation, or professional expertise includes a significant focus
on research on women’s health. A majority of the members
of the Advisory Committee shall be women.

“3) The Director of the Office shall serve as the chair
of the Advisory Committee.

“(4) The Advisory Committee shall—

“(A) advise the Director of the Office on appropriate
research activities to be undertaken by the national
research institutes with respect to—

“(i) research on women’s health;

“(ii) research on gender differences in clinical drug
trials, including responses to pharmacological drugs;

“(iii) research on gender differences in disease
etiology, course, and treatment;

“(iv) research on obstetrical and gynecological
health conditions, diseases, and treatments; and

“(v) research on women’s health conditions which
require a multidisciplinary approach;

“(]31) report to the Director of the Office on such
research;

“(C) provide recommendations to such Director regard-
ing activities of the Office (including recommendations on
the development of the methodologies described in sub-
section (c)(4)(C) and recommendations on priorities in
carrying out research described in subparagraph (A)); and

107 STAT. 137
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Public

information.

“(D) assist in monitoring compliance with section 492B
regarding the inclusion of women in clinical research.
“(b)(A) The Advisory Committee shall prepare a biennial

report describing the activities of the Committee, including

findings made by the Committee regarding—

“(i) compliance with section 492B;

“(ii) the extent of expenditures made for research on
women’s health by the agencies of the National Institutes
of Health; and

“iii) the level of funding needed for such research.
“(B) The report required in subparagraph (A) shall be

submitted to the Director of NIH for inclusion in the report

required in section 403.

“(e) REPRESENTATION OF WOMEN AMONG RESEARCHERS.—The
Secretary, acting through the Assistant Secretary for Personnel
and in collaboration with the Director of the Office, shall determine
the extent to which women are represented among senior physicians
and scientists of the national research institutes and among dphyai-
cians and scientists conducting research with funds provided by
such institutes, and as appropriate, carry out activities to increase
the extent of such representation.

“(f) DEFINITIONS.—For purposes of this part:

“(1) The term ‘women’s health conditions’, with respect
to women of all age, ethnic, and racial groups, means all dis-
eases, disorders, and conditions (including with respect to men-
tal health)—

“(A) unique to, more serious, or more prevalent in

men;

“B) for which the factors of medical risk or types
of medical intervention are different for women, or for
which it is unknown whether such factors or types are
different for women; or

“(C) with respect to which there has been insufficient
clinical research involving women as subjects or insufficient
clinical data on women.

“(2) The term ‘research on women'’s health’ means research
on women’s health conditions, including research on preventing
such conditions.

“SEC. 486A. NATIONAL DATA SYSTEM AND CLEARINGHOUSE ON
RESEARCH ON WOMEN'’S HEALTH.

“(a) DATA SYSTEM.—

“(1) The Director of NIH, in consultation with the Director
of the Office and the Director of the National Library of Medi-
cine, shall establish a data system for the collection, storage,
analysis, retrieval, and dissemination of information regardin,
research on women’s health that is conducted or su porteﬁ
by the national research institutes. Information from the data
system shall be available through information systems available
to health care professionals and providers, researchers, and
members of the public.

“(2) The data system established under paragraph (1) shall
include a registry of clinical trials of experimental treatments
that have been developed for research on women’s health. Such
registry shall include information on subject eligibility criteria,
sex, age, ethnicity or race, and the location of the trial site
or sites. Principal investigators of such clinical trials shall

wWo
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provide this information to the registry within 30 days after

it is available. Once a trial has been completed, the principal

investigator shall provide the registry with information pertain-

i.g to the results, including potential toxicities or adverse

ects associated with the experimental treatment or treat-
ments evaluated.

“(b) CLEARINGHOUSE.—The Director of NIH, in consultation
with the Director of the Office and with the National Library
of Medicine, shall establish, maintain, and operate a program to
provide information on research and prevention activities of the
ﬂa:iloxﬁal research institutes that relate to research on women’s

ealth.

“SEC. 486B. BIENNIAL REPORT. 42 USC 287d-2.

“(a) IN GENERAL.—With respect to research on women’s health,
the Director of the Office shall, not later than February 1, 1994,
and biennially thereafter, prepare a report—

“(1) describing and evaluating the progress made during
the preceding 2 fiscal years in research and treatment con-
ducted or supported by the National Institutes of Health;

“2) desmbmg and analyzing the professional status of
women icians and scientists of such Institutes, including
the igentlgs ation of problems and barriers regardmg advance-
men

“3) summarizing and analyzing expenditures made by the
agencies of such Institutes (and by such Office) during the
preceding 2 fiscal years; and

“(4) making such recommendations for legislative and
administrative initiatives as the Director of the Office deter-
mines to be appropriate.

“(b) INCLUSION IN BIENNIAL REPORT OF DIRECTOR OF NIH.—
The Director of the Office shall submit each reFort prepared under
subsection (a) to the Director of NIH for inclusion in the report
submitted to the President and the Congress under section 403.”.

(b) REQUIREMENT OF SUFFICIENT ALLOCATION OF RESOURCES
OF INSTITUTES.—Section 402(b) of the Public Health Service Act
(42 U.S.C. 282(b)) is amended—

(1) in paragraph (10), by striking “and” after the semicolon
at the end;

(2) in paragr?h (11), by striking the period at the end
and inserting “

(3) by msertmg aﬂ;er paragraph (11) the following para-

graph:

“(12) after consultation with the Director of the Office
of Research on Women’s Health, shall ensure that resources
of the National Institutes of Health are sufficiently allocated
for projects of research on women’s health that are identified
under section 486(b).”.

PART III—OFFICE OF RESEARCH ON
MINORITY HEALTH

SEC. 151. ESTABLISHMENT.

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



107 STAT. 140

42 USC 283b.

PUBLIC LAW 103-43—JUNE 10, 1993

“OFFICE OF RESEARCH ON MINORITY HEALTH
“SEC. 404. (a) ESTABLISHMENT.—There is established within

the Office of the Director of NIH an office to be known as the
Office of Research on Minority Health (in this section referred
to as the ‘Office’). The Office shall be headed by a director, who
shall be appointed by the Director of NIH.

“(b) PURPOSE.—The Director of the Office shall—

“(1) identify projects of research on minority health that
should be conducted or supported by the national research
institutes;

“2) i&entii:v multidisciplinar{ research relating to research
on minority health that should be so conducted or supported;

“(3) promote coordination and collaboration among entities
conducting research identified under paragraph (1) or (2);

“(4) encourage the conduct of such research by entities
receiving funds from the national research institutes;

“(5) recommend an agenda for conducting and supporting
such research;

“(6) promote the sufficient allocation of the resources of
the national research institutes for conducting and supporting
such research; and

“(7) assist in the administration of section 492B with
respect to the inclusion of members of minority groups as
subjects in clinical research.”.

Subtitle C—Research Integrity

SEC. 161. ESTABLISHMENT OF OFFICE OF RESEARCH INTEGRITY.

Section 493 of the Public Health Service Act (42 U.S.C. 289b)

is amended to read as follows:

Regulations.

“OFFICE OF RESEARCH INTEGRITY

“SEc. 493. (a) IN GENERAL.—

“(1) ESTABLISHMENT OF OFFICE.—Not later than 90 days
after the date of enactment of this section, the Secretary shall
establish an office to be known as the Office of Research Integ-
rity (referred to in this section as the ‘Office’), which sh
be established as an independent entity in the Department
of Health and Human Services.

“(2) APPOINTMENT OF DIRECTOR.—The Office shall be
headed by a Director, who shall be appointed by the Secretary,
be experienced and specially trained in the conduct of research,
and have experience in the conduct of investigations of research
misconduct. The Secretary shall carry out this section acting
through the Director of the Office. The Director shall report
to the Secretary.

“(3) DEFINITIONS.—

“(A) The Secretary shall by regulation establish a defi-
nition for the term ‘research misconduct’ for purposes of
this section.

_“(B) For purposes of this section, the term ‘financial
assu;ta.nce’ means a grant, contract, or cooperative agree-
ment.

“(b) EXISTENCE OF ADMINISTRATIVE PROCESSES AS CONDITION

OF FUNDING FOR RESEARCH.—The Secretary shall by regulation
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require that each entity that applies for financial assistance under
this Act for any project or program that involves the conduct of
biomedical or behavioral research submit in or with its application
for such assistance—

“(1) assurances satisfactory to the Secretary that such
entity has established and has in effect (in accordance with
regulations which the Secretary shall prescribe) an administra-
tive process to review reports of research misconduct in connec-
tion with biomedical and behavioral research conducted at or

sponsored by such entity;
“(2) an agreement that the entity will report to the Director
any investigation of alleged rese misconduct in connection

with projects for which funds have been made available under

this Act that appears substantial; and

“(8) an agreement that the entity will comply with regula-
tions issued under this section.

“(c) PROCESS FOR RESPONSE OF DIRECTOR.—The Secretary shall
by regulation establish a process to be followed by the Director
for the prompt and appropriate—

“(1) response to information provided to the Director
respecting research misconduct in connection with projects for
which funds have been made available under this Act;

“(2) receipt of reports by the Director of such information
from recipients of funds under this Act;

“(8) conduct of investigations, when appropriate; and

“(4) taking of other actions, including appropriate remedies,
with respect to such misconduct.

“(d) MONITORING BY DIRECTOR.—The Secretary shall by regula-
tion establish procedures for the Director to monitor administrative
processes and invesﬁgatiuns that have been established or carried
out under this section.”.

SEC. 162. COMMISSION ON RESEARCH INTEGRITY.

(a) IN GENERAL.—Not later than 90 days after the date of Establishment.
the enactment of this Act, the Secretary of Health and Human
Services shall establish a commission to be known as the Commis-
sion on Research Integrity (in this section referred to as the
“Commission”).

(b) DuTiEs.—The Commission shall develop recommendations
for the Secretary of Health and Human Services on the administra-
tion of section 493 of the Public Health Service Act (as amended
and added by section 161 of this Act).

(c) CoMPOSITION.—The Commission shall be composed of 12
members to be appointed by the Secre of Health and Human
Services. Not more than 3 members of the Commission may be
officers or employees of the United States. Of the members of
the Commission—

(1) three shall be scientists with substantial accomplish-
ments in biomedical or behavioral research;

(2) three shall be individuals with experience in investigat-
ing allegations of misconduct with respect to research;

(3) three shall be representatives of institutions of higher
education at which biomedical or behavioral research is con-
ducted; and

(4) three shall be individuals who are not described in
paragraph (1), (2), or (3), at least one of whom shall be an
attorney and at least one of whom shall be an ethicist.
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Regulations.

42 USC 289b-1.

(d) COMPENSATION.—Members of the Commission may not
receive compensation for service on the Commission. Members may
be reimbursed for travel, subsistence, and other necessary expenses
incurred in carrying out the duties of the Commission.

(e) REPORT.—Not later than 120 days after the date on which
the Commission is established under subsection (a), the Commission
shall prepare and submit to the Secretary of Health and Human
Services, the Committee on Energy and Commerce of the House
of Representatives, and the Committee on Labor and Human
Resources of the Senate, a report containing the recommendations
developed under subsection (b).

SEC. 163. PROTECTION OF WHISTLEBLOWERS.

Section 493 of the Public Health Service Act, as amended
by section 161 of this Act, is amended by adding at the end the
following subsection:

“(e) CTION OF WHISTLEBLOWERS.—

“(1) IN GENERAL.—In the case of any entity required to
establish administrative processes under subsection (b), the
Secretary shall by regulation establish standards for prevent-
ing, and for responding to the occurrence of retaliation by
such entity, its officials or agents, against an employee in
the terms and conditions of employment in response to the
employee having in good faith—

“(A) made an allegation that the entity, its officials
or agents, has engaged in or failed to adequately respond
to an allegation of research misconduct; or
4 “(B) cooperated with an investigation of such an allega-

on.

“(2) MONITORING BY SECRETARY.—The Secretary shall by
regulation establish procedures for the Director to monitor the
implementation of the standards established by an entity under
paragraph (1) for the ose of determining whether the proce-
dures have been established, and are being utilized, in accord-
ance with the standards established under such paragraph.

“(3) NONCOMPLIANCE.—The Secretary shall by regulation
establish remedies for noncompliance by an entity, its officials
or agents, which has engaged in retaliation in violation of
the standards established under paragraph (1). Such remedies
may include termination of funding provided by the Secretary
for such project or recovery of funding being provided by the
Secretary for such project, or other actions as appropriate.”.

SEC. 164, REQUIREMENT OF REGULATIONS REGARDING PROTECTION
AGAINST FINANCIAL CONFLICTS OF INTEREST IN CER-
TAIN PROJECTS OF RESEARCH.

Part H of title IV of the Public Health Service Act, as redesig-
nated by section 141(a)(2) of this Act, is amended by inserting
after section 493 the following new section:

“PROTECTION AGAINST FINANCIAL CONFLICTS OF INTEREST IN
CERTAIN PROJECTS OF RESEARCH

“SEC. 493A. (a) ISSUANCE OF REGULATIONS.—The Secretary
shall by regulation define the specific circumstances that constitute
the existence of a financial interest in a project on the part of
an entity or individual that will, or may be reasonably expected
to, create a bias in favor of obtaining results in such project that
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are consistent with such financial interest. Such definition shall
apply uniformly to each entity or individual conducting a research
project under this Act. In the case of any entity or individual
receiving assistance from the Secretary for a project of research
described in subsection (b), the Secretary shall by regulation estab-
lish standards for responding to, including managing, reducing,
or eliminating, the existence of such a financial interest. The enti

may adopt individualized procedures for implementing the stand-

ards.

“(b) RELEVANT PROJECTS.—A project of research referred to
in subsection (a) is a project of clinical research whose purpose
is to evaluate the safety or effectiveness of a drug, medical device,
or treatment and for which such entity is receiving assistance
from the Secretary.

“(c) IDENTIFYING AND REPORTING TO SECRETARY.—The Sec-
retary shall by regulation require that each entity described in
subsection (a) that apglies for assistance under this Act for any
groject described in subsection (b) submit in or with its application
or such assistance—

“(1) assurances satisfactory to the Secretary that such
entity has established and has in effect an administrative proc-
ess under subsection (a) to identify financial interests (as
deﬁned under subsection (a)) that exist regarding the project;
an

“(2) an agreement that the entity will report to the Sec-
retary such interests identified by the entity and how any
such interests identified by the entity will be managed or
eliminated in order that the project in question will be protected
from bias that may stem from such interests; and

“(3) an agreement that the entity will comply with regula-
tions issued under this section.

“(d) MONITORING OF PROCESS.—The Secretary shall monitor
the establishment and conduct of the administrative process estab-
lished by an entity pursuant to subsection (a).

“(e) RESPONSE.—In any case in which the Secretary determines
that an entity has failed to comply with subsection (c) regarding
a project of research described in subsection (b), the Secretary—

“(1) shall require that, as a condition of receiving assist-
ance, the entity disclose the existence of a financial interest
(as defined under subsection (a)) in each public presentation
of the results of such project; and

“(2) may take such other actions as the Secretary deter-
mines to be appropriate.

“(f) DEFINITIONS.—For purposes of this section:

“(1) The term ‘financial interest’ includes the receipt of
congtllting fees or honoraria and the ownership of stock or
equity.

“(2) The term ‘assistance’, with respect to conducting a
project of research, means a grant, contract, or cooperative
agreement.”.

SEC. 165. REGULATIONS., 42 USC 289b

(a) ISSUANCE OF FINAL RULES.— .
(1) IN GENERAL.—Not later than 180 days after the date

of the enactment of this Act, the Secretary shall, subject to

paragraph (2), issue the final rule for each regulation required

in section 493 or 493A of the Public Health Service Act.
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(2) DEFINITION OF RESEARCH MISCONDUCT.—Not later than

90 days after the date on which the report required in section

162(e) is submitted to the Secretary, the Secretary shall issue

the final rule for the regulations required in section 493 of

the Public Health Service Act with respect to the definition
of the term “research misconduct”.

(b) APPLICABILITY TO ONGOING INVESTIGATIONS.—The final rule
issued pursuant to subsection (a) for investigations under section
493 of tﬁe Public Health Service Act does not apply to investigations
commenced before the date of the enactment of this Act under
authority of such section as in effect before such date.

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

(1) The term “section 493 of the Public Health Service

Act” means such section as amended by sections 161 and 163

of this Act, except as indicated otherwise in subsection (b).

(2) The term “section 493A of the Public Health Service
Act” means such section as added by section 164 of this Act.

(3) The term “Secretary” means the Secretary of Health
and Human Services.

TITLE II—-NATIONAL INSTITUTES OF
HEALTH IN GENERAL

SEC. 201. HEALTH PROMOTION RESEARCH DISSEMINATION.

Section 402(f) of the Public Health Service Act (42 U.S.C.
282(f)) is amended by striking “other pubhc and private entities.”
and all that follows through the end and inserting “other public
and private entities, including elementary, secon , and post-
secondary schools. The Associate Director shall—

“(1) annually review the efficacy of existing policies and
techniques used by the national research institutes to dissemi-
nate the results of disease prevention and behavioral research
programs;

“(2) recommend, coordinate, and oversee the modification
or reconstruction of such policies and techniques to ensure
maximum dissemination, using advanced technologies to the
maximum extent practicable, of research results to such enti-
ties; and

"«(3) annually prepare and submit to the Director of NIH
a report concerning the prevention and dissemination activities
undertaken by the Associate Director, including—

“(A) a summary of the Associate Director’s review of
existing dissemination policies and techniques together
with a detailed statement concerning any modification or
restructuring, or recommendations for modification or
restructuring, of such policies and techniques; and

“B) a detailed statement of the expenditures made
for the tﬁ revention and dissemination activities reported
gin agld e personnel used in connection with such activi-

es.".
SEC. 202. PROGRAMS FOR INCREASED SUPPORT REGARDING CERTAIN

STATES AND RESEARCHERS.

_ Section 402 of the Public Health Service Act (42 U.S.C. 282)
is amended by adding at the end the following subsection:
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“(g)(1)XA) In the case of entities described in subparagraph
(B), the Director of NIH, acting through the Director of the National
Center for Research Resources, shall establish a program to enhance
the competitiveness of such entities in obtaining funds from the
national research institutes for conducting biomedical and behav-
ioral research.

“(B) The entities referred to in subparagraph (A) are entities
that conduct biomedical and behavioral research and are located
in a State in which the aggregate success rate for applications
to the national research institutes for assistance for such research
by the entities in the State has historically constituted a low success
rate of obtaining such funds, relative to such aggregate rate for
such entities in other States.

“(C) With respect to enhancing competitiveness for purposes
of subparagraph (A), the Director of in carrying out the
program established under such subparagraph, may—

“(i) provide technical assistance to the entities involved,
including technical assistance in the preparation of applications
for obtaining funds from the national research institutes;

“(ii) assist the entities in developing a plan for biomedical
or behavioral research proposals; and

“(iii) assist the entities in implementing such plan.

“(2) The Director of NIH shall establish a program of supportin
projects of biomedical or behavioral research whose princip
researchers are individuals who have not previously served as the
principal researchers of such projects supported by the Director.”.

SEC. 203. ESTABLISHMENT OF OFFICE OF BEHAVIORAL AND SOCIAL
SCIENCES RESEARCH.

(a) IN GENERAL.—Part A of title IV of the Public Health Service
Act, as amended by section 151 of this Act, is amended by adding
at the end the following section:

“OFFICE OF BEHAVIORAL AND SOCIAL SCIENCES RESEARCH

“SEC. 404A. (a) There is established within the Office of the 42 USC 283c.
Director of NIH an office to be known as the Office of Behavioral
and Social Sciences Research (in this section referred to as the
‘Office’). The Office shall be headed by a director, who shall be
appointed by the Director of NIH.

“(b)(1) With respect to research on the relationship between
human behavior and the development, treatment, and prevention
of medical conditions, the Director of the Office shall—

“(A) coordinate research conducted or sugported by the
agencies of the National Institutes of Health; an

“(B) identify projects of behavioral and social sciences
research that should be conducted or supported by the national
research institutes, and develop such projects in cooperation
with such institutes.

“(2) Research authorized under paragraph (1) includes research
on teen pregnancy, infant mortality, violent behavior, suicide, and
homelessness. Such research does not include neurobiological
research, or research in which the behavior of an organism is
observed for the purpose of determining activity at the cellular
or molecular level.”,

(b) REPORT.—Not later than February 1, 1994, the Director
of the Office of Behavioral and Social Sciences Research (established
in section 404A of the Public Health Service Act, as added by
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42 USC 283c
note.

42 USC 283d.

subsection (a) of this section) 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 describing the extent to which the national research
institutes of the National Institutes of Health conduct and support
behavioral research and social sciences research. In preparing the
report, such Director shall (subject to subsection (b)(2) of such
section 404A) state the definitions used in the report for the terms
“behavioral research” and “social sciences research”, and shall apply
the definitions uniformly to such institutes for purposes of the
report.

(c) EFFECTIVE DATES.—The amendment described in subsection
(a) is made upon the date of the enactment of this Act and takes
effect July 1, 1993. Subsection (b) takes effect on such date.

SEC. 204. CHILDREN'S VACCINE INITIATIVE.

Part A of title IV of the Public Health Service Act, as amended
by section 203 of this Act, is amended by adding at the end the
following section:

“CHILDREN’S VACCINE INITIATIVE

“SEC. 404B. (a) DEVELOPMENT OF NEW VACCINES.—The Sec-
retary, in consultation with the Director of the National Vaccine
Program under title XXI and acting through the Directors of the
National Institute for Allergy and Infectious Diseases, the National
Institute for Child Health and Human Development, the National
Institute for Aging, and other public and private programs, shall
carry out activities, which shall be consistent with the global Chil-
dren’s Vaccine Initiative, to develop affordable new and improved
vaccines to be used in the United States and in the developing
world that will increase the efficacy and efficiency of the prevention
of infectious diseases. In carrying out such activities, the Secretary
shall, to the extent practicable, develop and make available vaccines
that require fewer contacts to deliver, that can be given early
in life, that provide long lasting protection, that obviate refrigera-
tion, needles and syringes, and that protect against a larger number
of diseases.

“(b) REPORT.—In the report required in section 2104, the Sec-
retary, acting through the Director of the National Vaccine Program
under title XXI, shall include information with respect to activities
and the progress made in implementing the provisions of this
section and achieving its goals.

“(c) AUTHORIZATION OF APPROPRIATIONS.—In addition to any
other amounts authorized to be appropriated for activities of the
type described in this section, there are authorized to be appro-
priated to carry out this section $20,000,000 for fiscal year 1994,
and such sums as may be necessary for each of the fiscal years
1995 and 1996.”.

SEC. 205. PLAN FOR USE OF ANIMALS IN RESEARCH.

(a) IN GENERAL.—Part A of title IV of the Public Health Service
Act, as amended by section 204 of this Act, is amended by adding
at the end the following section:



PUBLIC LAW 103-43—JUNE 10, 1993 107 STAT. 147

“PLAN FOR USE OF ANIMALS IN RESEARCH

“SEC. 404C. (a) The Director of NIH, after consultation with 42 USC 283e.
the committee established under subsection (e), shall prepare a

plan—

“(1) for the National Institutes of Health to conduct or
support research into—

“(A) methods of biomedical research and experimen-
tation that do not require the use of animals;

“(B) methods of such research and experimentation
that reduce the number of animals used in such research;

“(C) methods of such research and experimentation
that produce less pain and distress in such animals; and

“(D) methods of such research and experimentation
that involve the use of marine life (other than marine
mammals);

“(2) for establishing the validity and reliability of the meth-
ods described in paragraph (1);

“(8) for encouraging the acceptance by the scientific commu-
nity of such methods that have been found to be valid and
reliable; and

“(4) for training scientists in the use of such methods
that have been found to be valid and reliable.

“(b) Not later than October 1, 1993, the Director of NIH 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, the plan required in subsection (a) and
shall begin implementation of the plan.

“(c) The Director of NIH shall periodically review, and as appro-
priate, make revisions in the plan required under subsection (a).
A description of any revision made in the plan shall be included
in the first biennial report under section 403 that is submitted
after the revision is made.

“(d) The Director of NIH shall take such actions as may be
appropriate to convey to scientists and others who use animals
in biomedical or behavioral research or experimentation information
respecting the methods found to be valid and reliable under sub-
section (a)(2). '

“(e)(1) The Director of NIH shall establish within the National
Institutes of Health a committee to be known as the Interagency
Coordinating Committee on the Use of Animals in Research (in
this subsection referred to as the ‘Committee’).

“2) The Committee st%pmvide advice to the Director of
NIH on the preparation of the plan required in subsection (a).

“(3) The Committee shall be composed of—

“(A) the Directors of each of the national research institutes
and the Director of the Center for Research Resources (or
the designees of such Directors); and

“B) representatives of the Environmental Protection
Agency, the Food and Drug Administration, the Consumer Prod-
uct Safety Commission, the National Science Foundation, and
such additional agencies as the Director of NIH determines
to be appropriate, which representatives shall include not less
than one veterinarian with expertise in laboratory-animal medi-
cine.”,
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(b) CONFORMING AMENDMENT.—Section 4 of the Health
42 USC 289d Research Extension Act of 1985 (Public Law 99-158; 99 Stat. 880)
note. is repealed.

SEC. 206. INCREASED PARTICIPATION OF WOMEN AND DISADVAN-
TAGED INDIVIDUALS IN FIELDS OF BIOMEDICAL AND
BEHAVIORAL RESEARCH.

Section 402 of the Public Health Service Act, as amended
by section 202 of this Act, is amended by adding at the end the
following subsection:

“(h) The Secretary, acting through the Director of NIH and
the Directors of the agencies of the National Institutes of Health,
shall, in conducting and supporting programs for research, research
training, recruitment, and other activities, provide for an increase
in the number of women and individuals from disadvantaged back-
grounds (including racial and ethnic minorities) in the fields of

iomedical and behavioral research.”.

SEC. 207. REQUIREMENTS REGARDING SURVEYS OF SEXUAL BEHAV-
IOR.

Part A of title IV of the Public Health Service Act, as amended
by section 205 of this Act, is amended by adding at the end the
following section:

“REQUIREMENTS REGARDING SURVEYS OF SEXUAL BEHAVIOR

42 USC 283f. “SEC. 404D. With respect to any survey of human sexual behav-
ior proposed to be conducted or supported through the National
Institutes of Health, the survey may not be carried out unless—

“(1) the }Jroposal has undergone review in accordance with
any a(pglicab e requirements of sections 491 and 492; and

“(2) the Secretary, in accordance with section 492A, makes
a determination that the information expected to be obtained
through the survey will assist—

“(A) in reducing the incidence of sexually transmitted
diseases, the incidence of infection with the human
immunodeficiency virus, or the incidence of any other infec-
tious disease; or

“B) in imgroving reproductive health or other condi-
tions of health.”.

SEC. 208, DISCRETIONARY FUND OF DIRECTOR OF NATIONAL
INSTITUTES OF HEALTH.

Section 402 of the Public Health Service Act, as amended
by section 206 of this Act, is amended by adding at the end the
following subsection:

_ “(1)(1) There is established a fund, consisting of amounts appro-
priated under paragraph (3) and made available for the fund, for
use by the Director of NIH to carry out the activities authorized
in this Act for the National Institutes of Health. The purposes
for which such fund may be expended include—

“(A) providing for research on matters that have not
received significant funding relative to other matters, respond-
ing to new issues and scientific emergencies, and acting on
research opportunities of h:(ﬁ}'l riority;

“(B) supporting resea t is not exclusively within the
authority of any single agency of such Institutes; and
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“(C) purchasing or renting equipment and quarters for

activities of such Institutes.

“(2) Not later than February 10 of each fiscal year, the Secretary Reports.
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 éenate, a report describing the activities
undertaken and expenditures made under this section during the
preceding fiscal year. The report may contain such comments of
the Secretary regarding this section as the Secretary determines
to be appropriate.

“8) For the gem-poae of carrying out this subsection, there Appropriation
are authorized to be appropriated $25,000,000 for fiscal year 1994, 2authorization.
and such sums as may be necessary for each of the fiscal years
1995 and 1996.”.

SEC. 209. ESTABLISHMENT OF OFFICE OF ALTERNATIVE MEDICINE.

Part A of title IV of the Public Health Service Act, as amended
by section 207 of this Act, is amended by adding at the end the
following section:

“OFFICE OF ALTERNATIVE MEDICINE

“SEC. 404E. (a) There is established within the Office of the 42 USC 283g.
Director of NIH an office to be known as the Office of Alternative
Medicine (in this section referred to as the ‘Office’), which shall
be headed by a director appointed by the Director of NIH.

“(b) The p se of the Office is to facilitate the evaluation
of alternative medical treatment modalities, including acupuncture
and Oriental medicine, homeopathic medicine, and physical manipu-
lation therapies. .

“(c) The Secretary shall establish an advisory council for the
purpose of providing advice to the Director of the ce on carrying
out this section. Section 222 applies to such council to the same
extent and in the same manner as such section applies to commit-
tees or councils established under such section.
hal;‘(d) In carrying out subsection (b), the Director of the Office
a —

“(1) establish an information clearinghouse to exchange Public
information with the public about alternative medicine; information.
“2) Sugnort research training—
“(A) for which fellowship support is not provided under
section 487; and
“(B) that is not residency training of physicians or
other health professionals; and
“(3)A) prepare biennial reports on the activities carried Reports.
out or to be carried out by the Office; and
“(B) submit each such report to the Director of NIH for
inclusion in the biennial report under section 403.”.

SEC. 210. MISCELLANEOUS PROVISIONS.

(a) TERM OF OFFICE FOR MEMBERS OF ADVISORY COUNCILS.—
Section 406(c) of the Public Health Service Act (42 U.S.C. 284a(c))
is amended in the second sentence by striking “until a successor
has taken office” and inserting the following: “for 180 days after
the date of such expiration”.

(b) LITERACY REQUIREMENTS.—Section 402(e) of the Public
Health Service Act (42 U.S.C. 282(e)) is amended—

(1) in paragraph (3), by striking “and” at the end;
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: (d2) in paragraph (4), by striking the period and inserting
1; an ”; an
(3) by adding at the end the following pa::ﬁ-aph;
“(5) ensure that, after January 1, 1994, new or revised
health education and promotion materials developed or funded
by the National Institutes of Health and intended for the gen-
eral public are in a form that does not exceed a level of func-

tional literacy, as defined in the National Literacy Act of 1991

(Public Law 102-73).”.

(c) DAY CARE REGARDING CHILDREN OF EMPLOYEES.—Section
402 of the Public Health Service Act, as amended by section 208
of téuia Act, is amended by adding at the end the following sub-
section:

“GX1) The Director of NIH may establish a program to provide
day care services for the employees of the National Institutes of
Health similar to those services provided by other Federal agencies
%Jinc_lu)di.ng the availability of day care service on a 24-hour-a-day

asis).

“(2) Any day care provider at the National Institutes of Health
shall establish a sliding scale of fees that takes into consideration
the income and needs of the employee.

“(8) For purposes regarding the provision of day care services,
the Director of NIH may enter into rental or lease purchase agree-
ments.”.

TITLE III—GENERAL PROVISIONS RE-
SPECTING NATIONAL RESEARCH IN-
STITUTES

SEC. 301. APPOINTMENT AND AUTHORITY OF DIRECTORS OF
NATIONAL RESEARCH INSTITUTES.

nga} ESTABLISHMENT OF GENERAL AUTHORITY REGARDING DIRECT
ING.—
(1) IN GENERAL.—Section 405(b)(2) of the Public Health

Service Act (42 U.S.C. 284(b)(2)) is amended—

(A) in subparagraph (A), by striking “and” after the
semicolon at the en(f;r

(B) in subparagraph (B), by striking the period at
the end and inserting “; and”; and

(C) by adding at the end the following subparagraph:
“(C) shall, subject to section 2353(d)(2), receive from the

President and the Office of Management and Budget directly

all funds agpropriated by the Congress for obligation and

expenditure by the Institute.”.
(2) CONFORMING AMENDMENT.—Section 413(b)(9) of the

Public Health Service Act (42 U.S.C. 285a-2(b)(9)) is amended—

(A) by striking “(A)” after “(9)”; and
(B) by striking “advisory council;” and all that follows
and inserting “advisory council.”.

(b) APPOINTMENT AND DURATION OF TECHNICAL AND SCIENTIFIC
PEER REVIEW GROUPS.—Section 405(c) of the Public Health Service
Act (42 U.S.C. 284(c)) is amended—

(1) by amending paragraph (3) to read as follows:
“(8) may, in consultation with the advisory council for
the Institute and with the approval of the Director of NIH—
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“(A) establish technical and scientific peer review
groups in addition to those appointed under section
402(b)(6); and

“(B) appoint the members of peer review groups estab-
lished under aubparagraﬂlg (A); and”; and
(2) by adding after and below paragraph (4) the following:

“The Federal Advisory Committee Act shall not apply to the dura-
tion of a peer review group appointed under paragraph (3).”.

SEC. 302. PROGRAM OF RESEARCH ON OSTEOPOROSIS, PAGET’S DIS- Aged.
EASE, AND RELATED BONE DISORDERS.

Part B of title IV of the Public Health Service Act (42 U.S.C.
284 et seq.), as amended by section 121(b) of Public Law 102-
321 (106 Stat. 358), is amended by adding at the end the following
section:

“RESEARCH ON OSTEOPOROSIS, PAGET'S DISEASE, AND RELATED BONE
DISORDERS

“SEC. 409A. (a) ESTABLISHMENT.—The Directors of the National 42 USC 284e.
Institute of Arthritis and Musculoskeletal and Skin Diseases, the
National Institute on Aging, the National Institute of Dental
Research, and the National Institute of Diabetes and Digestive
and Kidney Diseases, shall expand and intensify the programs
of such Institutes with respect to research and related activities
concerning osteoporosis, Paget’s disease, and related bone disorders.

“(b) COORDINATION.—The Directors referred to in subsection
(a) shall jointly coordinate the programs referred to in such sub-
section and consult with the Arthritis and Musculoskeletal Diseases
Interagency Coordinating Committee and the Interagency Task
Force on Aging Research.

“(c) INFORMATION CLEARINGHOUSE.—

“(1) IN GENERAL.—In order to assist in carrying out the
purpose described in subsection (a), the Director of NIH shall
provide for the establishment of an information clearinghouse
on osteoporosis and related bone disorders to facilitate and
enhance knowledge and understanding on the part of health
professionals, patients, and the public through the effective
dissemination of information.

“(2) ESTABLISHMENT THROUGH GRANT OR CONTRACT.—For
the pul;pj]ose of carrying out paragraph (1), the Director of
NIH shall enter into a grant, cooperative agreement, or contract
with a nonprofit private entity involved in activities regarding
the prevention and control of osteoporosis and related bone
disorders.

“(d) AUTHORIZATION OF APPROPRIATIONS.—For the purpose of
carrying out this section, there are authorized to be appropriated
$40,000,000 for fiscal year 1994, and such sums as may be necessary
for each of the fiscal years 1995 and 1996.".

SEC. 303. ESTABLISHMENT OF INTERAGENCY PROGRAM FOR TRAUMA
RESEARCH.

(a) IN GENERAL.—Title XII of the Public Health Service Act
(42 U.S.C. 300d et seq.), as amended by title VI of Public Law
102-321 (106 Stat. 433) and section 304 of Public Law 102-408
(106 Stat. 2084), is amended by adding at the end the following
part:
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42 USC 300d-61.

“PART F—INTERAGENCY PROGRAM FOR TRAUMA RESEARCH

“SEC. 1261. ESTABLISHMENT OF PROGRAM.

“(a) IN GENERAL.—The Secretary, acting through the Director
of the National Institutes of Health (in this section referred to
as the ‘Director’), shall establish a comprehensive program of
conducting basic and clinical research on trauma (in this section
referred to as the ‘Program’). The Program shall include research
regarding the diagnosis, treatment, rehabilitation, and general
management of trauma.

“(b) PLAN FOR PROGRAM.—

“(1) IN GENERAL.—The Director, in consultation with the
Trauma Research Interagency Coordinating Committee estab-
lished under subsection (g), shall establish and implement a
plan for carrying out the activities of the Program, including
the activities described in subsection (d). All such activities
shall be carried out in accordance with the plan. The plan
shall be periodically reviewed, and revised as appropriate.

“(2) SUBMISSION TO CONGRESS.—Not later than December
1, 1993, the Director shall submit the plan required in para-
graph (1) to the Committee on Energy and Commerce of the
House of Representatives, and to the Committee on Labor
and Human Resources of the Senate, together with an estimate
of the funds needed for each of the fiscal years 1994 through
1996 to implement the plan.

“(c) PARTICIPATING AGENCIES; COORDINATION AND COLLABORA-
TION.—The Di

“(1) shall provide for the conduct of activities under the
Program by the Directors of the agencies of the National
Institutes of Health involved in research with respect to
trauma;

“(2) shall ensure that the activities of the Program are
coordinated among such agencies; and

“(3) shall, as appropriate, provide for collaboration among
such agencies in carrying out such activities.

“(d) CERTAIN ACTIVITIES OF PROGRAM.—The Program shall
include—

“(1) studies with respect to all phases of trauma care,
including prehospital, resuscitation, surgical intervention, criti-
cal care, infection control, wound healing, nutritional care and
support, and medical rehabilitation care;

“(2) basic and clinical research regarding the response of
the body to trauma and the acute treatment and medical
retaabi]itation of individuals who are the victims of trauma;
an
“(3) basic and clinical research regarding trauma care for

Eediatric and geriatric patients.

(e) MECHANISMS OF SUPPORT.—In ¢ ing out the Pro 3
the Director, acting through the Directors of the agencies reéerred
to in subsection (c)(1), may make grants to public and nonprofit
entities, including designated trauma centers.

“(f) RESOURCES.—The Director shall assure the availability of
&pprolgriate resources to carry out the Program, including the plan
established under subsection (b) (including the activities described
in subsection (d)).

“(g) COORDINATING COMMITTEE.—
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“(1) IN GENERAL.—There shall be established a Trauma
Research Interagency Coordinating Committee (in this section
referred to as the ‘Coordinating Committee’).

“(2) DuTiEs.—The Coordinating Committee shall make rec-
ommendations regarding—

“(A) the activities of the Program to be carried out
by each of the a%encxes represented on the Comm1ttee
and the amount of funds needed by each of the agencies
for such activities; and '

“(B) effective collaboration among the agencies in carry-
ing out the activities.

“(3) ComPOSITION.—The Coordinating Committee shall be
composed of the Directors of each of the agencies that, under
subsection (c), have responsibilities under the Program, and

other individuals who are practitioners in the trauma

%EE aaf designated by the Director of the National Institutes

of Health.

“(h) DEFINITIONS.—For purposes of this section:

“(1) The term ‘designated trauma center’ has the meaning
given such term in section 1231(1).

“(2) The term ‘Director’ means the Director of the National
Institutes of Health.

“(3) The term ‘trauma’ means any serious injury that could
result in loss of life or in significant disability and that would
meet pre-hospital triage criteria for transport to a designated
trauma center.”.

(b) CONFORMING AMENDMENT.—Section 402 of the Public
Health Service Act, as amended by section 210(c) of this Act, is
amended by adding at the end the following subsection:

“(k) The Director of NIH shall carry out the program established
in part F of title XII (relating to interagency research on trauma).”.

TITLE IV-NATIONAL CANCER
INSTITUTE

SEC. 401. EXPANSION AND INTENSIFICATION OF ACTIVITIES REGARD- Women.
ING BREAST CANCER.

Subpart 1 of part C of title IV of the Public Health Service
Act (42 U.S.C. 285 et seq.) is amended by adding at the end
the following section:

“BREAST AND GYNECOLOGICAL CANCERS

“SEC. 417. (a) EXPANSION AND COORDINATION OF ACTIVITIES.— 42 USC 285a-6.
The Director of the Institute, in consultation with the National
Cancer Advisory Board, shall eﬁand intensify, and coordinate
the activities of the Institute wi respect to research on breast
cancer, ovarian cancer, and other cancers of the reproductive system
of women.

“(b) COORDINATION WITH OTHER INSTITUTES.—The Director of
the Institute shall coordinate the activities of the Director under
subsection (a) with similar activities conducted by other national
research institutes and agencies of the National Institutes of Health
to the extent that such Institutes and a oti cies have responsibilities
that are related to breast cancer and other cancers of the reproduc-
tive system of women.
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“(c) PROGRAMS FOR BREAST CANCER.—

“(1) IN GENERAL.—In carrying out subsection (a), the Direc-
tor of the Institute shall conduct or support research to expand
the understanding of the cause of, and to find a cure for,
breast cancer. Activities under such subsection shall provide
f(}r an expansion and intensification of the conduct and support
0 o

“(A) basic research concerning the etiology and causes
of breast cancer;

“B) clinical research and related activities concerning
the causes, prevention, detection and treatment of breast
cancer;

“(C) control programs with res to breast cancer
in accordance with section 412, including community-based
programs designed to assist women who are members of
medically underserved populations, low-income popu-
lations, or minority groups;

“(D) information and education programs with respect
to breast cancer in accordance with section 413; and

“(E) research and demonstration centers with respect
to breast cancer in accordance with section 414, including
the development and operation of centers for breast cancer
research to bring together basic and clinical, biomedical
and behavioral scientists to conduct basic, clinical,
epidemiological, pegchosocial, prevention and treatment
research and related activities on breast cancer.

Not less than six centers shall be operated under subparagraph
(E). Activities of such centers should include supporting new
and innovative research and training programs for new
researchers. Such centers shall give priority to expediting the
transfer of research advances to clinical applications.

“(2) IMPLEMENTATION OF PLAN FOR PROGRAMS.—

“(A) The Director of the Institute shall ensure that
the research programs described in paragraph (1) are
implemented in accordance with a plan for the programs.
Such plan shall include comments and recommendations
that the Director of the Institute considers appropriate,
with due consideration provided to the professional judg-
ment needs of the Institute as expressed in the annual
budget estimate prepared in accordance with section 413(9).
The Director of the Institute, in consultation with the
National Cancer Advisory Board, shall periodically review
and revise such plan.

“B) Not later than October 1, 1993, the Director of
the Institute shall submit a copy of the plan to the Presi-
%IIJ:%’B Cancer Panel, the Secretary and the Director of

“(C) The Director of the Institute shall submit any
revisions of the plan to the President’s Cancer Panel, the
Secretary, and the Director of NIH.

“(D) The Secretary shall provide a copy of the plan
submitted under subparagraph (A), and any revisions
submitted under subparagraph (C), to the Committee on
Energy and Commerce of the House of Representatives
and the Committee on Labor and Human Resources of
the Senate.
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“(d) OTHER CANCERS.—In carrying out subsection (a), the Direc-
tor of the Institute shall conduct or support research on ovarian
cancer and other cancers of the re uctive system of women.
Activities under such subsection provide for the conduct and
support of—

“(1) basic research concerning the etiology and causes of
ovarian cancer and other cancers of the reproductive system
of women,;

“2) clinical research and related activities into the causes,
prevention, detection and treatment of ovarian cancer and other
cancers of the reproductive system of women;

“(3) control programs with respect to ovarian cancer and
other cancers of the reproductive system of women in accord-
ance with section 412;

“(4) information and education programs with respect to
ovarian cancer and other cancers of the reproductive system
of women in accordance with section 413; and

“(5) research and demonstration centers with respect to
ovarian cancer and cancers of the reproductive system in
accordance with section 414,

“(e) REPORT.—The Director of the Institute shall prepare, for
inclusion in the biennial report submitted under section 407, a
report that describes the activities of the National Cancer Institute
under the research programs referred to in subsection (a), that
shall include—

“(1) a description of the research plan with respect to
breast cancer prepared under subsection (c);

“(2) an assessment of the development, revision, and
implementation of such plan;

“(3) a description and evaluation of the progress made,
during the period for which such report is prepared, in the
research programs on breast cancer and cancers of the repro-
ductive system of women;

“(4) a summary and analysis of expenditures made, during
the period for which such report is made, for activities with
respect to breast cancer and cancers of the rl?roductive system
of women conducted and supported by the National Institutes
of Health; and

“(5) such comments and recommendations as the Director
considers appropriate.”.

SEC. 402. EXPANSION AND INTENSIFICATION OF ACTIVITIES REGARD-
ING PROSTATE CANCER.

Subpart 1 of part C of title IV of the Public Health Service
Act, as amended by section 401 of this Act, is amended by adding
at the end the following section:

“PROSTATE CANCER

“SEC. 417A. (a) EXPANSION AND COORDINATION OF ACTIVITIES.— 42 USC 285a-17.
The Director of the Institute, in consultation with the National
Cancer Advisory Board, shall expand, intensify, and coordinate
the activities of the Institute with respect to research on prostate
cancer.
“(b) COORDINATION WITH OTHER INSTITUTES.—The Director of
the Institute shall coordinate the activities of the Director under
subsection (a) with similar activities conducted by other national
research institutes and agencies of the National Institutes of Health
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to the extent that such Institutes and agencies have responsibilities
that are related to prostate cancer.
“(c) PROGRAMS.—

“(1) IN GENERAL.—In carrying out subsection (a), the Direc-
tor of the Institute shall conduct or support research to expand
the understanding of the cause of, and to find a cure for,
prostate cancer. Activities under such subsection shall provide
f(%r an expansion and intensification of the conduct and support
0 R

“(A) basic research concerning the etiology and causes
of prostate cancer;

“(B) clinical research and related activities concerning
the causes, prevention, detection and treatment of prostate
cancer;

“(C) prevention and control and early detection pro-
grams with respect to prostate cancer in accordance with
section 412, particularly as it relates to intensifying
research on the role of prostate specific antigen for the
screening and early detection of prostate cancer;

“(D) an Inter-Institute Task Force, under the direction
of the Director of the Institute, to provide coordination
between relevant National Institutes of Health components
of research efforts on prostate cancer;

“E) control programs with respect to prostate cancer
in accordance with section 412;

“(F) information and education programs with respect
to prostate cancer in accordance with section 413; and

“(G) research and demonstration centers with respect
to prostate cancer in accordance with section 414, including
the development and operation of centers for prostate can-
cer research to bring together basic and clinical, biomedical
and behavioral scientists to conduct basic, clinical,
epidemiological, psychosocial, prevention and control, treat-
ment, research, and related activities on prostate cancer.

Not less than six centers shall be operated under subparagraph
(G). Activities of such centers should include supporting new
and innovative research and training programs for new
researchers. Such centers shall give priority to expediting the
transfer of research advances to clinical applications.

“(2) IMPLEMENTATION OF PLAN FOR PROGRAMS.—

“(A) The Director of the Institute shall ensure that
the research programs described in paragraph (1) are
implemented in accordance with a plan for the programs.
Such plan shall include comments and recommendations
that the Director of the Institute considers appropriate,
with due consideration provided to the professional judg-
ment needs of the Institute as expressed in the annual
budget estimate prepared in accordance with section 413(9).
The Director of the Institute, in consultation with the
National Cancer Advisory Board, shall periodically review
and revise such plan.

“(B) Not later than October 1, 1993, the Director of
the Institute shall submit a copy of the plan to the Presi-
gﬁrﬁ’s Cancer Panel, the Secretary, and the Director of
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“(C) The Director of the Institute shall submit any
revisions of the plan to the President’s Cancer Panel, the
Secretary, and the Director of NTH.

“(D) The Secretary shall provide a copy of the plan
submitted under subparagraph (A), and any revisions
submitted under subpara%rgg (C), to the Committee on
Energy and Commerce o e House of Representatives
and the Committee on Labor and Human Resources of
the Senate.”.

SEC. 403. AUTHORIZATION OF APPROPRIATIONS.

(a) IN GENERAL.—Subpart 1 of part C of title IV of the Public
Health Service Act, as amended by section 402 of this Act, is
amended by adding at the end the following section:

“AUTHORIZATION OF APPROPRIATIONS

“SEC. 417B. (a) ACTIVITIES GENERALLY.—For the purpose of 42 USC 285a-8.
carrying out this subpart, there are authorized to be appropriated
$2,728,000,000 for fiscal year 1994, and such sums as may be
necessary for each of the fiscal years 1995 and 1996.

“(b) BREAST CANCER AND GYNECOLOGICAL CANCERS.—

“(1) BREAST CANCER.—

“(A) For the purpose of carrying out subparagraph

(A) of section 417(c)(1), there are authorized to be appro-

priated $225,000,000 for fiscal year 1994, and such sums

as may be necess for each of the fiscal years 1995

and 1996. Such a;;{mrizations of appropriations are in

addition to the authorizations of agﬁropriations established
in subsection (a) with respect to such purpose.
“B) For the Purpose of carrying out subparagraphs

(B) through (E) of section 417(c)(1), there are authorized

to be appropriated $100,000,000 for fiscal year 1994, and

such sums as may be necessary for each of the fiscal
years 1995 and 1996. Such authorizations of appropriations
are in addition to the authorizations of appropriations
established in subsection (a) with respect to such purpose.

“(2) OTHER CANCERS.—For the purpose of carrymg out sub-
section (d) of section 417, there are authorized to be appro-
priated $75,000,000 for fiscal year 1994, and such sums as
are necessary for each of the fiscal years 1995 and 1996. Such
authorizations of appropriations are in addition to the
authorizations of appropriations established in subsection (a)
with respect to such purpose.

“(c) PROSTATE CANCER.—For the purpose of carrying out section
417A, there are authorized to be appropriated $72,000,000 for fiscal
year 1994, and such sums as may be necessary for each of the
fiscal years 1995 and 1996. Such authorizations of appropriations
are in addition to the authorizations of appropriations established
in subsection (a) with respect to such purpose.

“(d) ALLOCATION REGARDING CANCER CONTROL.—

“(1) IN GENERAL.—Of the amounts appropriated for the
National Cancer Institute for a fiscal year, the Director of
the Institute shall make available not less than the applicable
percentage specified in paragraph (2) for carrying out the cancer
control activities authorized in section 412 and for which budget
estimates are made under section 413(b)9) for the fiscal year.
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“(2) APPLICABLE PERCENTAGE.—The percentage referred to
in paragraph (1) is—
“(A) 7 percent, in the case of fiscal year 1994;
“B) 9 percent, in the case of fiscal year 1995; and
“(C) 10 percent, in the case of fiscal year 1996 and
each subsequent fiscal year.”.
(b) CONFORMING AMENDMENTS.—
(1) IN GENERAL.—Section 408 of the Public Health Service
Act (42 U.S.C. 284c) is amended—
(A) by striking subsection (a);
(B) by redesignating subsection (b) as subsection (a);
(C) by redesignating paragraph (5) of subsection (a)
(as so redesignated) as subsection (b); and
(D) by amending the heading for the section to read
as follows:

“CERTAIN USES OF FUNDS".

(2) CROSS-REFERENCE.—Section 464F of the Public Health
Service Act (42 U.S.C. 285m—6) is amended by striking “section
408(b)(1)” and inserting “section 408(a)(1)”.

TITLE V—-NATIONAL HEART, LUNG, AND
BLOOD INSTITUTE

SEC. 501. EDUCATION AND TRAINING.

Section 421(b) of the Public Health Service Act (42 U.S.C.
285b-3(b)) is amended—

(1) in paragraph (3), by striking “and” after the semicolon
at the end;

(2) in paragraph (4), by striking the period at the end
and inserting “; and”; and

(1?) by inserting after paragraph (4) the following para-
graphn:

“(5) shall, in consultation with the advisory council for
the Institute, conduct appropriate intramural training and edu-
cation programs, including continuing educatlon and laboratory
and clinical research training programs.”.

SEC. 502. CENTERS FOR THE STUDY OF PEDIATRIC CARDIOVASCULAR
DISEASES.

Section 422(a)(1) of the Public Health Service Act (42 U.S.C.
285b—4(a)(1)) is amended—

(1) in subparagraph (B), by striking “and” at the end;

(2) in subparagraph (C), by striking the period and insert-
ing “; and”; and

(3) by adding at the end the following subparagraph:

“(D) three centers for basic and clinical research into, train-
ing in, and demonstration of, advanced diagnostic, prevention,
and treatment (including genetic studies, intrauterine environ-
ment studies, 'L::stnatal studies, heart arrhythmias, and
acquired heart disease and preventive cardiology) for cardio-
vascular diseases in children.”.
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SEC. 503. NATIONAL CENTER ON SLEEP DISORDERS RESEARCH.

Subpart 2 of part C of title IV of the Public Health Service
Act (42 U.S.C. 285b et seq.) is amended by adding at the end
the following section:

“NATIONAL CENTER ON SLEEP DISORDERS RESEARCH

“SEC. 424. (a) Not later than 1 year after the date of the Establishment
enactment of the National Institutes of Health Revitalization Act 42 USC 285b-7.
of 1993, the Director of the Institute shall establish the National
Center on Sleep Disorders Research (in this section referred to
as the ‘Center’). The Center shall be headed by a director, who
shall be appointed by the Director of the Institute,

“(b) The general purpose of the Center is—

“(1) the conduct and support of research, training, health
information dissemination, and other activities with respect
to sleep disorders, including biological and circadian rhythm
rese , basic understanding of sleep, chronobiological and
other sleep related research; and

“(2) to coordinate the activities of the Center with similar
activities of other Federal agencies, including the other agencies
of the National Institutes of Health, and similar activities of
other public entities and nonlsroﬁt entities.

“(c)(1) The Director of the National Institutes of Health shall
establish a board to be known as the Sleep Disorders Research
Advisory Board (in this section referred to as the ‘Advisory Board’).

“(2) The Advisory Board shall advise, assist, consult with, and
make recommendations to the Director of the National Institutes
of Health, through the Director of the Institute, and the Director
of the Center concerning matters relating to the scientific activities
carried out by and through the Center and the policies reg:cting
such activities, including recommendations with respect to plan
required in subsection (c).

“(8)(A) The Director of the National Institutes of Health shall
appoint to the Advisory Board 12 appropriately qualified representa-
tives of the public who are not officers or employees of the Federal
Government. Of such members, eight shall be representatives of
health and scientific discl;Slines with respect to sleep disorders
and four shall be individuals representing the interests of individ-
uals with or undergoing treatment for sleep disorders.

“B) The following officials shall serve as ex officio members
of the Advisory Board:

“(i) The Director of the National Institutes of Health.

“(ii) The Director of the Center.

“(iii) The Director of the National Heart, Lung and Blood
Institute.

Heal“t%v} The Director of the National Institute of Mental

“(v) The Director of the National Institute on Aging.

“(vi) The Director of the National Institute of d Health
and Human Development.

“(vii) The Director of the National Institute of Neurological
Disorders and Stroke.

“(viii) The Assistant Secretary for Health.

“(ix) The Assistant Secretary of Defense (Health Affairs).
& ﬁ“(x) The Chief Medical Director of the Veterans’ Adminis-

ation.
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42 USC 285b-8.

“(4) The members of the Advisory Board shall, from among
the members of the Advisory Board, designate an individual to
serve as the chair of the Advisory Board.

“(5) Except as inconsistent with, or inapplicable to, this section,
the provisions of section 406 shall apply to the advisory board
established under this section in the same manner as such provi-
sions apply to any advisory council established under such section.

“(d)(1) After consultation with the Director of the Center and
the advisory board established under subsection (c), the Director
of the National Institutes of Health shall develop a comprehensive
plan for the conduct and support of sleep disorders research.

“(2) The plan developed under paragraph (1) shall identify
priorities with respect to such research and shall provide for the
coordination of such research conducted or supported by the agen-
cies of the National Institutes of Health.

“(38) The Director of the National Institutes of Health (after
consultation with the Director of the Center and the advisory board
established under subsection (c)) shall revise the plan developed
under paragraph (1) as appropriate.

“(e) The Director of the Center, in cooperation with the Centers
for Disease Control and Prevention, is authorized to coordinate
activities with the Department of Transportation, the Department
of Defense, the Department of Education, the Department of Labor,
and the Department of Commerce to collect data, conduct studies,
and disseminate public information concerning the impact of sleep
disorders and sleep deprivation.”.

SEC. 504. AUTHORIZATION OF APPROPRIATIONS.

Subpart 2 of part C of title IV of the Public Health Service
Act, as amended by section 503 of this Act, is amended by adding
at the end the following section:

“AUTHORIZATION OF APPROPRIATIONS

“SEC. 425. For the purpose of carrying out this subpart, there
are authorized to be appropriated $1,500,000,000 for fiscal year
1994, and such sums as may be necessary for each of the fiscal
years 1995 and 1996.”.

SEC. 505. PREVENTION AND CONTROL PROGRAMS.

Section 419 of the Public Health Service Act (42 U.S.C. 285b—
1) is amended by striking “The Director of the Institute” and all
that follows and inserting the following: “(a) The Director of the
Institute shall conduct and support programs for the prevention
and control of heart, blood vessel, lung, and blood diseases. Such
programs shall include community-based and population-based pro-
grams carried out in cooperation with other Federal agencies, with
public health agencies of State or local governments, with nonprofit
private entities that are community-based health agencies, or with
other appropriate public or nonprofit private entities.

“(b) In carrying out programs under subsection (a), the Director
of the Institute shall give special consideration to the prevention
and control of heart, blood vessel, lung, and blood diseases in
children, and in populations that are at increased risk with respect
to such diseases.”.
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TITLE VI—-NATIONAL INSTITUTE ON DI-
ABETES AND DIGESTIVE AND KIDNEY
DISEASES

SEC. 601. PROVISIONS REGARDING NUTRITIONAL DISORDERS.

Subpart 3 of part C of title IV of the Public Health Service
Act (42 US C. 285c et seq.) is amended by adding at the end
the following section:

“NUTRITIONAL DISORDERS PROGRAM

“SEC. 434. (a) The Director of the Institute, in consultation 42 USC 285c-8.
with the Director of NIH, shall establish a program of conducting
and supporting research, training, health information dissemina-
tion, and other activities with respect to nutritional disorders,
including obesity.

“(b) In carrylng out the program established under subsection
(a), the Director of the Institute shall conduct and support each
of the activities described in such subsection.

“(c) In carrying out the program established under subsection
(a), the Director of the Institute shall carry out activities to facilitate
and enhance knowledge and understanding of nutritional disorders,
including obesitu".{l,_ on the part of health professionals, patients,
and the public through the effective dissemination of information.”.

(b) DEVELOPMENT AND EXPANSION OF RESEARCH AND TRAINING
CENTERS.—Section 431 of the Public Health Service Act (42 U.S.C.
285¢-5) is amended—

(1) by redesignating subsection (d) as subsection (e); and

TI{ inserting after subsection (c) the following subsection:

"(d)(l) Director of the Institute shall, subject to the extent
of amounts made available in appropriations Acts, provide for the
developmentmbammotﬁal anrlgon of c;andt.gg fgr rfysearch and

nu 1 oraers, 1nciu opesl

“2 TE Director of the Institute shall ¢ out paragraph
(1) in collaboration with the Director of the National Cancer
Institute and with the Directors of such other agencies of the
National Institutes of Health as the Director of NIH determines
to be appropriate.

hal;(s Each center developed or expanded under paragraph (1)
8 —

“(A) utilize the facilities of a single institution, or be formed
from a consortium of cooperating institutions, meeting such
research and training qualifications as may be prescri by
the Director;

“(B) conduct basic and clinical research into the cause,
diagnosis, early detection, prevention, control and treatment
of nutritional disorders, including obesity and the impact of
nutrition and diet on child development;

“(C) conduct training programs for physicians and allied
health professionals in current methods of diagnosis and treat-
ment of such diseases and complications, and in research in
such disorders; and

“(D) conduct information programs for physicians and allied
health professionals who prowde primary care for patients with
such disorders or complications.”.
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Establishment.

TITLE VII-NATIONAL INSTITUTE ON
ARTHRITIS AND MUSCULOSKELETAL
AND SKIN DISEASES

SEC. 701. JUVENILE ARTHRITIS.

(a) PURPOSE.—Section 435 of the Public Health Service Act
(42 U.S.C. 285d) is amended by striking “and other programs”
and all that follows and inserting the following: “and other programs
with respect to arthritis and musculoskeletal and skin diseases
(including sports-related disorders), with particular attention to
the effect of these diseases on children.”.
(b) PrROGRAMS.—Section 436 (42 U.S.C. 285d-1) is amended—
(1) in subsection (a), by inserting after the second sentence,
the following: “The plan shall place particular emphasis upon
expanding research into better understanding the causes and
the development of effective treatments for arthritis affecting
children.”; and
e it(l;;ﬂ;?ewmo?h('bn}—g d” at th d of h (3)
y 8 “and” a e end o agrap 3
(B) by striking the period at the entf of paragraph
(4) and inserting “; and”; and
(C) by adding at the end the following paragraph:
“(5) research into the causes of arthritis affecting children
and the development, trial, and evaluation of techniques, drugs
and devices used in the diagnosis, treatment (includi.n.g medical
rehabilitation), and prevention of arthritis in children.”.
(c) CENTERS.—Section 441 of the Public Health Service Act
(42 U.S.C. 286d-6) is amended by adding at the end the following
subsection:
“(f) Not later than October 1, 1993, the Director shall establish
a multipurpose arthritis and musculoskeletal disease center for
the purpose of expanding the level of research into the cause,
diagnosis, early detection, prevention, control, and treatment of,
and rehabilitation of children with arthritis and musculoskeletal
diseases.”.
(d) ADVISORY BOARD.—
(1) TiTLE.—Section 442(a) of the Public Health Service
Act (42 U,S.C. 285d-7(a)) is amended by inserting after “Arthri-
tis” the following: “and Musculoskeletal and Skin Diseases”.
(2) ComPOSITION.—Section 442(b) of the Public Health Serv-
ice Act (42 U.S.C. 285d-7(b)) is amended—
(A) in the matter preceding paragraph (1), by striking
“eighteen” and inserting “twenty”; and
(B) in paragraph (1)(B)—
(i) by striking “six” and inserting “eight”; and
(ii) by striking “including” and that follows
and inserting the following: “including one member
who is a person who has such a disease, one person
who is the parent of an adult with such a disease,
and two members who are parents of children with
arthritis.”.
(3) ANNUAL REPORT.—Section 442(j) of the Public Health
Service Act (42 U.S.C. 285d-7(j)) is amended—
(1) by striking “and” at the end of paragraph (3);
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(2) by striking the period at the end of paragraph (4)
and inserting “; and”; and

(3) by adding at the end the following paragraph:

“(5) contains recommendations for expanding the Institute’s
funding of research directly applicable to the cause, diagnosis,
early detection, prevention, control, and treatment of, and
E(ie;mbi]jtation of children with arthritis and musculoskeletal

eases.”.

TITLE VIII-NATIONAL INSTITUTE ON
AGING

SEC. 801. ALZHEIMER’S DISEASE REGISTRY.

(a) IN GENERAL.—Section 12 of Public Law 99-158 (99 Stat. -
885) is— 42 USC 285e-2
(1) transferred to subpart 5 of part C of title IV of the "%

Public Health Service Act (42 U.S.C. 285e et seq.);
(2) redesignated as section 445G; and 42 USC 285e-9.
(3) inserted after section 445F of such Act.
(b) TECHNICAL AND CONFORMING AMENDMENTS.—Section 445G
of the Public Health Service Act, as transferred and inserted by
subsection (a) of this section, is amended—
(1) by striking the section heading and all that follows
through “may make a grant” in subsection (a) and inserting
the following:

“ALZHEIMER'S DISEASE REGISTRY

“SEC. 445G. (a) IN GENERAL.—The Director of the Institute
may make a grant”; and
(2) by striking subsection (c).

SEC. 802. AGING PROCESSES REGARDING WOMEN.

Subpart 5 of part C of title IV of the Public Health Service
Act, as amended by section 801 of this Act, is amended by adding
at the end the following section:

“AGING PROCESSES REGARDING WOMEN

“SEC. 445H. The Director of the Institute, in addition to other 42 USC 285e-10.

special functions specified in section 444 and in cooperation with
the Directors of the other national research institutes and agencies
of the National Institutes of Health, shall conduct research into
the aging processes of women, with particular emphasis given to
the effects of menopause and the physiological and behavioral
changes occurrint%eduring the transition from pre- to post-meno-
pause, and into diagnosis, disorders, and complications related
to aging and loss of ovarian hormones in women.”.

SEC. 803. AUTHORIZATION OF APPROPRIATIONS.

Subpart 5 of part C of title IV of the Public Health Service
Act, as amended by section 802 of this Act, is amended by adding
at the end the following section:
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42 USC 285e-11.

42 USC 285f-1.

42 USC 285f-1
note.

42 USC 282 note.

“AUTHORIZATION OF APPROPRIATIONS

“SEC. 4451. For the purpose of carrying out this subpart, there
are authorized to be appropriated $500,000,000 for fiscal year 1994,
and such sums as may be necessary for each of the fiscal years
1995 and 1996.”.

SEC. 804. CONFORMING AMENDMENT.

Section 445C of the Public Health Service Act (42 U.S.C. 285e-
5), as amended by section 9 of Public Law 102-507 (106 Stat.
3287), is amended—

(1) in subsection (b)(1), in the first sentence, by inserting
after “Council” the following: “on Alzheimer’s Disease (in this
section referred to as the ‘Council’)”; and

(2) by adding at the end the following subsection:

“(e) For purposes of this section, the term ‘Council on Alz-
heimer’s Disease’ means the council established in section 911(a)
of Public Law 99-660.”.

TITLE IX—NATIONAL INSTITUTE OF
ALLERGY AND INFECTIOUS DISEASES

SEC. 901. TROPICAL DISEASES.

Section 446 of the Public Health Service Act (42 U.S.C. 285f)
is amended by inserting before the period the following: ¢, including
tropical diseases”.

SEC. 902. CHRONIC FATIGUE SYNDROME.

(a) RESEARCH CENTERS.—Subpart 6 of part C of title IV of
the Public Health Service Act (42 U.S.C. 285f) is amended by
adding at the end the following section:

“RESEARCH CENTERS REGARDING CHRONIC FATIGUE SYNDROME

“SEC. 447. (a) The Director of the Institute, after consultation
with the advisory council for the Institute, may make grants to,
or enter into contracts with, public or nonprofit private entities
for the development and operation of centers to conduct basic and
clinical research on chronic fatigue syndrome.

“(b) Each center assisted under this section shall use the facili-
ties of a single institution, or be formed from a consortium of
coo%erating institutions, meeting such requirements as may be pre-
scribed by the Director of the Institute.”.

(b) EXTRAMURAL STUDY SECTION.—Not later than 6 months
after the date of enactment of this Act, the Secretary of Health
and Human Services shall establish an extramural study section
for chronic fatigue syndrome research.

(c) REPRESENTATIVES.—The Secretary of Health and Human
Services, actiarif through the Director of the National Institutes
of Health, shall ensure that appropriate individuals with expertise
in chronic fatigue syndrome or neuromuscular diseases and rep-
resentative of a variety of disciplines and fields within the research
community are appointed to appropriate National Institutes of
Health advisory committees and 1:»0&:1-‘:11:5'17l
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TITLE X-—NATIONAL INSTITUTE OF
CHILD HEALTH AND HUMAN DEVEL-
OPMENT

Subtitle A—Research Centers With Respect Women
to Contraception and Research Centers
With Respect to Infertility

SEC. 1001. GRANTS AND CONTRACTS FOR RESEARCH CENTERS.

Subpart 7 of part C of title IV of the Public Health Service
Act, as amended by section 3 of Public Law 101-613, is amended
by adding at the end the following section:

“RESEARCH CENTERS WITH RESPECT TO CONTRACEPTION AND
INFERTILITY

“SEC. 452A. (a) The Director of the Institute, after consultation 42 USC 285g-5.
with the advisory council for the Institute, shall make grants to,
or enter into contracts with, public or nonprofit private entities
for the development and operation of centers to conduct activities
for the purpose of improving methods of contraception and centers
to conduct activities for th:hiurpose of improving methods of diag-
nosis and treatment of infertility.

In carrying out subsection (a), the Director of the Institute
shall, subject to the extent of amounts made available in appropria-
tions Acts, provide for the establishment of three centers with
respect to contraception and for two centers with respect to infertil-
1ty.
“(c)(1) Each center assisted under this section shall, in carrying
out the purpose of the center involved—
“(A) conduct clinical and other applied research, including—
“(i) for centers with res to contraception, clinical
trials of new or improved and devices for use by
males and females (including barrier methods); and
“(ii) for centers with respect to infertility, clinical trials
of new or improved drugs and devices for the diagnosis
and treatment of infertility in males and females;
“B) develop Erotoeols for training physicians, scientists,
nurses, and other health and allied health professionals;
“(C) conduct training programs for such individuals;
“D) develop model continuing education programs for such
professionals; and
bl‘_‘(E) disseminate information to such professionals and the
upliic.

E{Z) A center may use funds provided under subsection (a)
to provide stipends for health and allied health professionals
enrolled in programs described in subparagraph (C) of paragraph
(1), and to provide fees to individuals serving as subjects in clinical
trials conducted under such paragraph.

“(d) The Director of the Institute shall, as appropriate, provide
for the coordination of information among the centers assi under
this section.

“(e) Each center assisted under subsection (a) shall use the
facilities of a single institution, or be formed from a consortium
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Appropriation
authorization.

42 USC 288-2,

42 USC 285g-6.

of cooperating institutions, meeting such requirements as may be
prescribed by the Director of the Institute.

“(f) Support of a center under subsection (a) may be for a
period not exceeding 5 years. Such period may be extended for
one or more additional periods not exceeding 5 years if the oper-
ations of such center have been reviewed by an a protiriate tech-
nical and scientific peer review group established %y e Director
and if such up has recommended to the Director that such
period should be extended.

“(g) For the purpose of carrying out this section, there are
authorized to be appropriated $30,000,000 for fiscal year 1994,
and such sums as may be necessary for each of the fiscal years
1995 and 1996.”.

SEC. 1002. LOAN REPAYMENT PROGRAM FOR RESEARCH WITH
RESPECT TO CONTRACEPTION AND INFERTILITY.

Part G of title IV of the Public Health Service Act, as redesig-
nated by section 141(a)(2) of this Act, is amended by inserting
after section 487A the following section:

“LOAN REPAYMENT PROGRAM FOR RESEARCH WITH RESPECT TO
CONTRACEPTION AND INFERTILITY

“SEC. 487B. (a) The Secre , in consultation with the Director
of the National Institute of Child Health and Human Development,
shall establish a program of entering into contracts with qualified
health professionals (including graduate students) under which such
health professionals agree to conduct research with respect to
contraception, or with respect to infertility, in consideration of the
Federal Government agreeing to repay, for each year of such service,
not more than $20,000 of the principal and interest of the edu-
cational loans of such health professionals.

“(b) The provisions of sections 338B, 338C, and 338E shall,
except as inconsistent with subsection (a) of this section, apply
to the program established in subsection (a) to the same extent
and in the same manner as such provisions apply to the National
Health Service Corps Loan Repayment Program established in sub-
part III of part D of title III.

“(c) Amounts available for carrying out this section shall remain
available until the expiration of the second fiscal year beginni.ng
after the fiscal year for which the amounts were made available.”.

Subtitle B—Program Regarding Obstetrics
and Gynecology

SEC. 1011. ESTABLISHMENT OF PROGRAM.

Subpart 7 of part C of title IV of the Public Health Service
Act, as amended by section 1001 of this Act, is amended by adding
at the end the following section:

“PROGRAM REGARDING OBSTETRICS AND GYNECOLOGY

“SEc. 452B. The Director of the Institute shall establish and
maintain within the Institute an intramural laboratory and clinical
research program in obstetrics and gynecology.”.
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Subtitle C—Child Health Research Centers

SEC. 1021. ESTABLISHMENT OF CENTERS.

Subpart 7 of part C of title IV of the Public Health Service
Act, as amended by section 1011 of this Act, is amended by adding
at the end the following section:

“CHILD HEALTH RESEARCH CENTERS

“SeEc. 452C. The Director of the Institute shall develop and 42 USC 285g-7.
supﬁort centers for conducting research with respect to child health.
Such centers shall give pnoritﬁn:.o the expeditious transfer of
advances from basic science to clinical applications and improving
the care of infants and children.”.

Subtitle D—Study Regarding Adolescent
Health

SEC. 1031. PROSPECTIVE LONGITUDINAL STUDY.

Subpart 7 of part C of title IV of the Public Health Service
Act, as amended by section 1021 of this Act, is amended by adding
at the end the following section:

“PROSPECTIVE LONGITUDINAL STUDY ON ADOLESCENT HEALTH

“SEC. 452D. (a) IN GENERAL.—Not later than October 1, 1993, 42 USC 285g-8.
the Director of the Institute shall commence a study for the purpose
of providing information on the general health and well-being of
adolescents in the United States, including, with respect to such
adolescents, information on— ;

“(15 the behaviors that promote health and the behaviors
that are detrimental to health; and

“(2) the influence on health of factors particular to the
communities in which the adolescents reside.

“(b) DESIGN OF STUDY.—

“(1) IN GENERAL.—The study uired in subsection (a)
shall be a longitudinal study in which a substantial number
of adolescents dp:a.rtici;:)a'c,e as subjects. With respect to the pur-
pose described in such subsection, the study shall monitor
the subjects throughout the period of the study to determine
the health status of the subjects and any change in such status
over time.

“(2) POPULATION-SPECIFIC ANALYSES.—The study required
in subsection (a) shall be conducted with respect to the popu-
lation of adolescents who are female, the population of adoles-
cents who are male, various sociceconomic populations of
adolescents, and various racial and ethnic mp;.fulations of adoles-
cents. The study shall be designed and conducted in a manner
sufficient to provide for a valid analysis of whether there are
significant differences among such populations in health status
and whether and to what extent any such differences are due
to factors particular to the wpulaﬁons involved.

“(c) COORDINATION WITH WOMEN'S HEALTH INITIATIVE.—With
respect to the national study of women being conducted by the
Secret and known as the Women’s Health Initiative, the Sec-
retary shall ensure that such study is coordinated with the compo-
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42 USC 285i-1.

nent of the study required in subsection (a) that concerns adolescent
females, including coordination in the design of the 2 studies.”.

TITLE XI—NATIONAL EYE INSTITUTE

SEC. 1101. CLINICAL AND HEALTH SERVICES RESEARCH ON EYE CARE
AND DIABETES.

(a) IN GENERAL.—Subpart 9 of part C of title IV of the Public
Health Service Act (42 U.S.C. 285i) is amended by adding at the
end the following section:

“CLINICAL RESEARCH ON EYE CARE AND DIABETES

“SEc. 456. (a) PROGRAM OF GRANTS.—The Director of the
Institute, in consultation with the advisory council for the Institute,
may award research grants to one or more Diabetes Eye Research
Institutions for the support of programs in clinical or health services
aimed atTl ) & . .

* roviding comprehensive eye care services for people
with dial?etes, including a full complement of preventive, diag-
nostic and treatment procedures;

“(2) developing new and improved techniques of patient
care through basic and clinical research;

“(3) assisting in translation of the latest research advances
into c(l‘i:)ﬁcal practice; ﬁl:d it Hak a0

* anding the knowle of the eye and diabetes
through fﬁ?tpher research. =
“(b) Use oF FUNDS.—Amounts received under a grant awarded

under this section shall be used for the following:

“(1) Establishing the biochemical, cellular, and genetic
mechanisms associated with diabetic eye disease and the earlier
detection of pending eye abnormalities. The focus of work under
this paragraph shall require that ophthalmologists have train-
ing in the most up-to-date molecular and cell biological methods.

“(2) Establishing new frontiers in technology, such as video-
based diagnostic and research resources, to—

“(A) provide improved patient care;
“(Bl)affurovide for the evaluation of retinal physiology
and its affect on diabetes; and
“C) Srovide for the assessment of risks for the develop-
ment and progression of diabetic eye d