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DRAFT
NATIONAL BIOETHICS ADVISORY COMMISSION REVISED CHARTER

Purpose
The National Biocthics Advisory Commission will provide advice and make recommendations
to the National Science and Technology Council, other appropriate entities and the public, on

biocthical issues from research on human biology and hchavior, and the applications of that
research.

Authority

42 U.S.C. 6617(a)(2). 'fhis Commiission is governed by the provisions of the Federal
Advisory Committec Act (FACA), Public Law 92-463, as ameinded (S U.S.C. Appendix 2),
which sets forth standards for the formation of advisory commitiees, and implementing
regulations (41 C.E.R. § 101-6.10).

The National Bioethics Advisory Commission shall advise, consult with, and make
recommendations to the National Science and Technology Council and other appropriate
entitics, and also make their advice and recomnmendations avatlable to the public. The
Commission's purview includes the appropriatencss of departincntal, agency, or other
governmental programs, policies, assignments, missions, guidelines, and regulations as they
relate to bloethical issues arlsing from research on human biology and behavior, and
applications of that resecarch. The Commission shall identify broad, overarching principles to
govern the ethical conduct of research, citing individual projects only as illustrations for such
principles. The Commission shall not be responsible for the review and approval of individual

projects.
As a first priority, the Commission will direct its attention to consideration of:

A. Issues in the management and usc of genetic information; and

B. Protection of the rights and welfare of research subjects.

In receiving and responding to requests for advice and recommendations from the National
Science and Technology Council, the Commission shall consider four criteria in establishing
priority for its activities:

A. The public health or-public policy urgency of the bioethical 1ssuc.

B The relation of the bioethical issue to the poals (or l'ederal invesiment in science and
technology.

C. The absence of another body able 1o fruitfully deliberaie on the biocthical issue.

D

The extent of interest in the issuc across the goverament. (‘The Commission ordinarily
will not deliberate: on a bioethical issuc of interest (o just one department or agency.)
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The Commission also shall havc the authority to identify bioethical issues, on its own behalf,
for deliberation. The Commission will accept suggestions ol issucs for congideration from
Federal agencies, Congress and the public. The Commission’s decision 10 deliherate on a
specific topic shall be made in consultation with the National Scicnce and Technology Council.
In all such instances, the four stated criteria for establishing priority shall pertain,

Suuciure
The Nationsl Bioethics Advisory Commission shall consist of not morc than 15 members
including the Chairperson. Appointments shall be made by the President, who shall select
from knowledgeable non-Government experts and community representatives with special
qualifications and competence to deal effectively with biocthical issucs of concern 1o the
participating departments and agencies. At least onc mewnber shall be selected from cach of
the following categorics of primary expertise: (i) hioethies philosophy
social/bchavioral science; (iii) law; (iv) mcdicine/allied health pmfees:ons and (v) biological
research. At least three mcmbers shall be selected from the general public, bringing to the
Commission expemse other than that listed. The m:,mbubhlp shall bu upproxunatcly cvenly
balanccd bclwccu scxegllls(b dnd non-suemlstq C«;T Ak 5

ERBEr gépxesummon '

Members shall be appointed for overlapping four-ycar terms. Initially, members will be
appointed for two-, three- or four-year terms. Terms of more than two ycars arc contingent
upon rencwal of thc National Bioethics Advisory Commisston by appropriate action prior to its
ermination. The Chairperson shall be appointed by the President. The term of office for the
Chaimperson shall he two years, renewable by appropriate action of the President.

If a vacancy occurs on the Commission, the President shall make an appointment to fulfill the
term. Any mcmber appointed to fill a vacancy occurring prior 10 cxpiration of the term for
which his or her predecessor was appointed shall scrve for the remainder of such term.
Members may serve after the expiration of their terms until their successors have taken oftice.

The Commission may conduct inquirics, hold hcarings and establish subcommittees, as
necessary.

The Commission is authorized to conduct analyses and develop reports or other materials. In
order to augment the expertise presenl on the Commission. the Commission is also authorized
to contract for the services of non-governmential consultants who may conduct analyses,

prepare reports and background papers or prepare other maierials for consideration by the
Commission, as appropriate.

In order to avoid duplication of effort, the Commission may, in lieu of, or as part of any of its

authorized activities. incorporate the results of the deliberations of another entity as Jong as the
Cominission sets forth it; reasons for doing so.

The Assistant to the Presvident for Science and Yechnology shall be notitied upon establishment
of each subcommitice, and shall be provided information on the maue, membership (ircluding
chair), function, estimated duration of the subcommittee, and estimated frequency of meetings.
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Management and support services shall be provided by the Office for Protection from
Research Risks, Department of Hcalth and Human Scivices.  Additional resources including,

but not limited to personnel, office support and printing will be provided by other NSTC
member agencies.

Meetings

Meetings of the Commission shall be held up to 10 times @ year at the cell of the Chairperson
with the-advance-epproval-of & Federal Geverament-offieint whe ol also approve e
agenda. Meetings of the: subcommittee(s) shall be convened as necessary. A Federal
Government official shall be present at all mcctings.

Meetings shall be open to the public except as determnined othcrwise by the Assistant to the
President for Science and Technology. Advance notice of all meetings shall he given 1o the
public.

Mcetings shall be conducted, and recosds of proceedings kept, as required by applicable laws
and Federal regulations.

Members may be compensated at a ratc not to excced the maximum pay authorized by S

U.S.C. 3109, plus per dicm and travCl cxpenses as in accordance wilh standard government
travel regulations.

Annual Cost Estimate

TFhe-estimated—annual-cost for operating the National Bioethics Advisory Commission,
including compensation end truvcl cxpenscs for members and contracting and publication
services costs, but excluding that for staff support, is $1.500.000. The estimated annual

person years of stafl’ support f¥anftic: Ofice for the Protection font ResearoN Risktis six, a1
an estimated annual cost of $500.000.

Reports

Reports by the National Bioethics Advisory Cormmission on specific issucs shall be submitted

1o the National Science and Technology Council, thc appropriate committees of Congress, and
other appropriate entities. The Commission may specifically idcntify the Federal department,

agency or other entity to which particular recommendations are directed and request

response from the Federal department, agency or other entity within 180 days of publication of
such reccommendation.

Txecutive summarics of cach report of the Commission shall be promulgated in the Federal
Register. Such summarizs shall specifically list the deparunent. agency. or other entity to
which any recommendations are directed and the date hy which such responses are expected.






EXECUTIVE OFFICE OF THE PRESIDENT

OFFICE OF SCIENCE AND TECHNOLOGY POLICY
WASHINGTON, D.C. 20500

February 24, 1995

MEMORANDUM FOR PHIL CAPLAN
FROM: HOLLY GWIN'P——

SUBJECT: NATIONAL BIOETHICS ADVISORY COMMISSION:
REVIEW OF EXECUTIVE ORDER AND CHARTER

A working group of the National Science and Technology Council drafted the attached
materials: an executive order and charter for a proposed National Bioethics Advisory
Commission (NBAC). Previous versions of the proposal were shared with your office; these
materials have now been submitted to the National Science and Technology Council for
concurrence.

Briefly, NBAC would consist of up to 15 members appointed by the President.
NBAC would provide advice and make recommendations to the NSTC and other appropriate
entities on the bioethical issues arising from research on human biology and behavior, and
applications of that research. The executive order and charter identify two high priority
categories for NBAC deliberations:

. Management and use of genetic information, including but not limited to
human gene patenting; and
. Protection of the rights and welfare of research subjects.

Management and support services for NBAC would be provided by the Office for
Protection from Research Risks (OPRR), Department of Health and Human Services.
Additional resources, including, but not limited to, personnel, office support, and printing
would be provided by other NSTC member agencies.

As you know, this proposal has been in the works since Fall of 1993, and its timing
has been adjusted to accommodate the work of the Advisory Committee on Human Radiation
Experiments. Your comments on the proposal would be appreciated, and I hope we can
discuss any continuing issues of timing at your earliest convenience.



THF WHITE HOUSE

WASHINGTON
February 23, 1995

MEMORANDUM FOR NATIONAL SCIENCE AND TECHNOLOGY COUNCIL (NSTC)

FROM: JOHN H. GIBBON}%
ASSISTANT TO TREPRESIDENT FOR SCIENCE AND TECHNOLOGY

SUBJECT: National Bioethics Advisory Commission

Two items are enclosed for your review: 1) an executive order establishing a National
Bioethics Advisory Commission (NBAC); and 2) a charter for NBAC. An ad hoc working group of
the NSTC, comprising representatives from the Departments of Health and Human Services, Energy,
Veterans' Affairs, and Defense, the National Science Foundation, and the National Aeronautics and
Space Administration, drafted the documents in consultation with members of the Human Subjects
Research Subcommittee of the NSTC Committee on Health, Safety, and Food and various White
House offices.

Please provide your written concurrence/comments by Monday, March 13, to this office,
attention: Angela Phillips Diaz, Executive Secretary, NSTC, at (202) 456-6026 (FAX).

NBAC will consist of up to 15 members appointed by the President. NBAC will provide
advice and make recommendations to the NSTC and other appropriate entities on the bioethical issues
arising from research on human biology and behavior, and applications of that research. The
executive order and charter identify two high priority categories for NBAC deliberations:

o Management and use of genetic information, including but not limited to human gene
patenting; and
° Protection of the rights and welfare of research subjects.

Management and support services for NBAC shall be provided by the Office for Protection
from Research Risks (OPRR), Department of Health and Human Services. Additional resources,

‘Ancluding, but not limited to, personnel, office support, and printing will be provided by other NSTC
member agencies.

A draft charter for NBAC was published in the Federal Register in August 1994. Public
comments on the proposal were generally favorable, and many nominations for members were
received in response to the notice. Interested members of Congress were also consulted on the initial
and revised drafts.

Thank you for your interest in and support of the National Science and Technology Council
and its activities.

Enclosure

CONCURRENCE:

Signature Date Department/ Agency



























Honorable Abner Mikva
Counsel to the President

Honorable Todd Stern
Assistant to the President
and Staff Secretary

Honorable Jack Quinn
Chief of Staff to the Vice President
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8/21/95
DRAFT
EXECUTIVE ORDER

NATIONAL BIOETHICS ADVISORY COMMISSION

By thé authority vested in me as President by the Constitution and the laws of the
United States of America, it is hereby ordered as follows:

Section 1. Establishment. (a) There shall be established a National Bioethics
Advisory Commission (NBAC). NBAC shall be composed of not more than 15 members to

be appointed by the President. NBAC shall comply with the Federal Advisory Committee
/ Act, as amended, S U.S. C.r)_‘pp. 2.

(b) The President shall designate a Chairperson from among the members of NBAC.

Section 2. Functions. NBAC will provide advice and make recommendations to the
National Science and Technology Council and other appropriate entities. NBAC's purview
includes the appropriateness of departmental, agency, or other governmental programs,
policies, assignments, missions, guidelines, and regulations as they relate to bioethical issues
arising from research on human biology and behavior, and applications, including the clinical
applications, of that research. NBAC shall identify broad, overarching principles to govern
the ethical conduct of research, citing individual projects only as illustrations for such
principles. NBAC shall not be responsible for the review and approval of individual projects

As a first priority, NBAC will direct its attention to consideration of:

A. Issues in the management and use of genetic information, including but not limited to,

human gene patenting; and

B. Protection of the rights and welfare of research subjects.

In addition to responding to requests for advice and recommendations from the National
Science and Technology Council, NBAC shall have the authority to identify bioethical issues,
on its own behalf, for deliberation. NBAC will also accept suggestions of issues for

consideration from Congress and the public. NBAC shall consider four criteria in establishing
priority for its activities:

A. The public health or public policy urgency of the bioethical issue.

B. The relation of the bioethical issue to the goals for Federal investment in science and
technology.

C. The absence of another body able to fruitfully deliberate on the bioethical issue.

D.

The extent of interest in the issue across the government. (NBAC ordinarily will not
deliberate on a bioethical issue of interest to just one department or agency.)
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Dr. John Gibbons
RE: National Biocthics Advisory Commission

expenments of the Cold War years and their attendant and dramatic national and international
publicity gave credibility to the formation of NBAC.

As you are well aware, while there 1s no mandate that certain individuals be selected,
there is a legal requirement that the members be chosen from a "cross-section of those most
directly affected" by NBAC — unless a purely technical committee is envisioned (which 1s
clearly not the case with NBAC). Thus, the Task Force submits the following names to be
drawn from, for inclusion (one or more) as additional appointees to NBAC:

Ms. Sandra Rezd, a public health nurse from Oak Ridge, TN,;

Gwendon Plair, Ph.D., a family member of a Cincinnati, OH, radiation experiment;
Dennis Nelsan, Ph.D., a Utah downwinder; _

Leonard Schroeter, Esq:, a renown Seattle public interest and human rights attorney;
Tod Ensign, Esq., long-time advocate for the rights of veterans and mulitary personnel;
Lincoln Grahlfs, Ph.D., an atomic veteran from St. Louts;

Mr. Manuel Pino, a member of the Laguna-Acoma Pueblo Indians;

Ms. Darcy Solarz-Thrall, a Hanford downwinder.

These nominees were selected by acclamation from our thirty member groups.
Resumes will be provided at your request.

Please understand that we have deep and sincere appreciation for the process that has
been undereken by the White House and Interagency Working Group to rectify and remedy
the tragedy created by Cold War human radiation expeniments, which obviously includes
formation of NBAC. However, that process needs to be more than appreciated, it needs to be
credible - to all parties concerned and particularly to those the process is designed to benefit.
The radiation survivors and experiment victims have, in the past, voiced senious reservations
about the credibility of the process that led to the formation of the Advisory Coouniitee on
Human Radiation Experiments and, subsequently, to the Advisory Committee investigation
and final report. Much of this criticzsm could, quite frankly, have been avoided had they not
been excluded from meaningful involvement. NBAC is far too important to suffer a similar
fate. It deserves the credibility that can and will result by inclusion, even at this later hour, of
members representing certainly one of the most egregious chapters in the history of hurnan
research.
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Dr. John Gibbons
RE: National Bioethics Advisory Commission #

On behalf of the Task Force Executive Commuttee, we are

Sincerely yours,
/7 /Qﬁv %M
Acie L. Byrd, Jr. er Brown :

cc.  The Honorable Hazel Q’Leary, Secretary of Energy
The Honorable Donna Shalala, Secretary of Health & Human Services
Mr. Phil Kaplan, Office of the President
Deputy Ass’t Attorney General Eva Plaza
Senator Ted Stevens
Senator John Glenn



Talking Points Regarding Appointment of Stakeholders to NBAC

On August 12, 1994, OSTP published a draft charter and request for candidates to be
considered for appointment to NBAC.

NBAC was established by the President to provide guidance to all Federal agencies on the
ethical conduct of human biological, behavioral and clinical research, and the applications of"
that research.

One initial charge to NBAC is to develop advice on how to ensure that current and future

government-sponsored research adequately protects the rights and welfare of human subject
participants.

Although NBAC was established to address the broad scope of all human subject research, it
has become associated with human radiation experimentation through Executive Order 12975,
which established NBAC and directed Federal agencies funding and conducting human
subject research to undertake a review of their human subject protections and report the
results to NBAC.

As part of this process, the research agencies have asked that NBAC take up certain issues
identified by the Advisory Committee on Human Radiation Experiments. Included among
these issues is the question of compensation of subjects injured in the course of government-
sponsored research.

As a consequence of this responsibility, deliberations of NBAC may result in
recommendations bearing on compensation for injured research subjects, including radiation
experiment subjects. Therefore, individuals who have a vested financial interest in seeing
that this issue is addressed and resolved in their favor and no stakeholders; people who are
known to have a conflict of interest concerning issues likely to be taken up by NBAC, have
been selected as candidates for membership.

However, gathering input from a wide variety of sources, including those who have past and
current experience concerning the ethical dimensions of human biological, behavioral and
clinical research will be a central focus in all phases of NBAC's deliberations.

More importantly, as dictated by its charter, NBAC membership will be approximately (in
fact, exactly, as currently proposed) evenly balanced between scientists and non-scientists.
Three of its members will be lay people as community representatives.

Every effort will be made to make the public aware of and be included in NBAC meetings.
Suggestions on how to make this an effective, inclusive process are welcome.

Separate note to Phil: An argument may be made the FACA requires affected parties to be
represented on an advisory committee. I don't know if such a case would stand up but I
would make two comments in this regard:



1) The affected group is really our whole population because we are all potential research
subjects. NBAC is intended to be forward-thinking; to guide the way for design of future
research protocols. Therefore, it appropriate and necessary to include as members people
who truly convey the public attitude, cultural and moral values. Ethics is not static but more
a dynamic, moving entity. NBAC will need to build into its recommendations allowance for
changes in public values over time. Past research subjects have a small fole to play in the
formulation of such advice, but not a unique role.

2) Fairness - If a decision was made to include a past subject, and a radiation subject was
selected, I believe that other groups, including all those patients who were helped and not
injured, would have a compelling argument that they deserve representation also. It would
be unjust to raise one group's interest over another.
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Federal Register

\'al. 60. No. 193

Thursday, October S, 1995

Presidentiai Documents

Title 3—

The President

Executive Order 12975 of October 3, 1995

Protection of Human Research Subjects and Creation of -
National Bioethics Advisory Commission

By the authority vested in me as President by the- Constitution and the
laws of the United States of America, it is hereby ordered as follows:

Section 1. Review of Policies and Procedures. (a) Each executive branch
department and agency that conducts, supports, or regulates research involv-
ing human subjects shall promptly review the protections of the rights
and welfare of human research subjects that are afforded by the department’s
or agency's existing policies and procedures. In conducting this review,
departments and agencies shall take: account of the recommendations con-
tained in the report of the Advisory Committee on Human Radiation Experi-
ments.

(b) within 120 days of the date of this order, each department and agency
that conducts, supports, or regulates research involving human subjects shall
report the results of the review required by paragraph (a) of this section
to the National Bioethics Advisory Commission, created pursuant to this
order. The report shall include an identification of measures that the depart-
ment or agency plans or proposes to implement to enhance human subject
protections. As set forth in section 5 of this order, the National Bioethics
Advisory Commission shall pursue, as its first priority, protection of the _
rights and welfare of human research subjects. '

(c) For purposes of this order, the terms ‘‘research” and ‘‘human subject”
shall have the meaning set forth in the 1991 Federal Policy for the Protection
of Human Subjects.

Sec. 2. Research Ethics. Each executive branch department and agency that
conducts, supports, or regulates research involving human subjects shall,
to the extent practicable and appropriate, develop professional and public
educational programs to enhance activities related to human subjects protec-
tion, provide forums for addressing ongoing and emerging issues in human
subjects research, and familiarize professionals engaged in nonfederally-fund-
ed research with the ethical considerations associated with conducting re-
search involving human subjects. Where appropriate, such professional and
educational programs should be organized and conducted with the participa-
tion of medical schools, universities, scientific societies, voluntary health
organizations, or other interested parties.

Sec. 3. Establishment of National Bioethics Advisory Commission. (a) There
is hereby established a National Bioethics Advisory Commission (“NBAC").
NBAC shall be composed of not more than 15 members to be appointed
by the President. NBAC shall be subject to the Federal Advisory Commxttee
Act, as amended (5 U.S.C. App.).

(b) The President shall designate a Chairperson from among the members
of NBAC. =

Sec. 4. Functions. (a) NBAC shall provide advice and make recommendations
to the National Science and Technology Council and to other appropriate
government entities regarding the following matters:

(1) the appropriateness of departmental agency. or other governmental
programs, policies, assxgnments missions, guidelines, and regulations as

they relate to bioethical issues arising from research on human biology
and behavior: and
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(2) applications, including the clinical applications, of that research.

(b) NBAC shall identify broad principles to govern the ethical conduct
of research, citing specific projects only as illustrations for such principles.

(c) NBAC shall not be responsible for the review and approval of specific
projects.

(d) In addition to responding to requests for advice and recommendations
from the National Science and Technology Courrcil, NBAC also.may accept
suggestions of issues for consideration from both the Congress and the
public. NBAC also may identify other bioethical issues for the purpose
of providing advice and recommendations, subject to the approval of the
National Science and Technology Council.

Sec. 5. Priorities. (a) As a first priority, NBAC shall direct its attention
to consideration of: protection of the rights and welfare of human research
subjects; and issues in the management and use of genetic information,
including but not limited to, human gene patenting.

(b) NBAC shall consider four criteria in establishing the other priorities
for its activities:

(1) the public health or public policy urgency of the bioethical issue:.

(2) the relation of the bioethical issue to the goals for Federal investment
in science and technology;

(3) the absence of another entity able to deliberate appropriately on the
bioethical issue; and

(4) the extent of interest in the issue within the Federal Government.

Sec. 6. Administration. (a) The heads of executive departments and agencies
shall, to the extent permitted by law, provide NBAC with such information
as it may require for purposes of carrying out its functions.

(b) NBAC may conduct inquiries, hold hearings, and establish subcommittees, '

as necessary. The Assistant to the President for Science and Technology
and the Secretary of Health and Human Services shall be notified upon
establishment of each subcommittee, and shall be provided information on
the name, membership (including chair), function, estimated duration, and
estimated frequency of meetings of the subcommittee.

(c) NBAC is authorized to conduct analyées and develop reports or other
materials. In order to augment the expertise present on NBAC, the Secretary
of Health and Human Services may contract for the services of nongovern-
mental ‘consultants who may conduct analyses, prepare reports and back-

ground papers, or prepare other materials for consideration by NBAC, as
appropriate.

(d) Members .of NBAC shall be compensated in accordance with Federal
law. Members of NBAC may be allowed travel expenses, including per
diem in lieu of subsistence, to the extent permitted by law for persons
serving intermittently in the government service (5 U.S.C. 5701-5707).

(e) To the extent permitted by law. and subject to the availability of appropria-
tions, the Department of Health and Human Services shall provide NBAC
with such funds as may be necessary for the performance of its functions.
The Secretary of Health and Human Services shall provide management
and support services to NBAC.

Sec. 7. General Provisions. (a) Notwithstanding the provisions of any other
Executive order, the functions of the President under the Federal Advisory
Committee Act that are applicable to NBAC, except that of reporting annually
to the Congress, shall be performed by the Secretary of Health and Human
Services. in accordance with the guidelines and procedures established by
the Administrator of General Services.

(b) NBAC shall terminate two vears from the date of this order unless
extended prior to that date.

3
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(c) This order is intended only to improve the internal management of
the executive branch and it is not intended to create any right. benefit,
trust. or responsibility, substantive or procedurai, enforceable at law or
equity by a party against the United -States, its agencies, its officers, or

any person.
ATV %ml\

THE WHITE HOUSE,
October 3, 1995.
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DRAFT
NATIONAL BIOETHICS ADVISORY COMMISSION REVISED CHARTER

Purpose

The National Bioethics Advisory Commission will provide advice and make recommendations
to the National Science and Technology Council, other appropriate entities and the public, on
bioethical issues arising from research on human biology and behavior, and the applications,
including the clinical applications, of that research.

Authority

42 U.S.C. 6617(a)(2). This Commission is governed by the provisions of the Federal
Advisory Committee Act (FACA), Public Law 92-463, as amended (S U.S.C. Appendix 2),
which sets forth standards for the formation of advisory committees, and implementing
regulations (41 C.F.R. § 101-6.10).

Functions

The National Bioethics Advisory Commission shall advise, consult with, and make
recommendations to the National Science and Technology Council, Federal agencies, and other
appropriate entities, and also make their advice and recommendations available to the public.
The Commission's purview includes the appropriateness of departmental, agency, or other
governmental programs, policies, assignments, missions, guidelines, and regulations as they
relate to bioethical issues arising from research on human biology and behavior, and
applications, including the clinical applications, of that research. The Commission shall
identify broad, overarching principles to govern the ethical conduct of research, citing
individual projects only as illustrations for such principles. The Commission shall not be
responsible for the review and approval of individual projects.

As a first priority, the Commission will direct its attention to consideration of:
A. Protection of the rights and welfare of human research subjects; and

B. Issues in the management and use of genetic information including but not limited to
human gene patenting.

In addition to responding to requests for advice and recommendations from the National
Science and Technology Council, the Commission also'may accept suggestions for issues for
consideration from both the Congress and the public. The Commission also may identify other
bioethical issues for the purpose of providing advice and recommendations, subject to the

approval of the National Science and Technology Council. The Commission shall consider
four criteria in establishing priority for its activities:

A. The public-health or public policy urgency of the bioethical issue.
B. The relation of the bioethical issue to the goals for Federal investment in science and
technology.

C. The absence of another body able to fruitfully deliberate on the bioethical issue.















SENT BY: 6-26-96 ; 5:21PM i  SCI & TECH POLICY-2024562215 # 2/ 6

6-19-96
- DRAFT
NATIONAL BIOETHICS ADVISORY COMMISSION REVISED CHARTER

Purpose

The National Bioethics Advisory Commisslon will provide advice and make recommendatlons
to thc National Science and Technology Council, other appropriate entitics and the public, on
biocthical issucs arising from rcscarch on human biology and bechavior, and the applications,
including the clinical applications, of that research.

Authority :

42 U.S.C. 6617(a)(2). This Commission is governed by the provisions of the Federal
Advisory Committee Act (FACA), Public Law 92-463, as amended (5 U.S.C. Appendix 2),
which sets forth standards for the formation of advisory committees, and implementing
regulations (41 C.F.R. § 101-6.10).

Functions
The National Bioethics Advisory Commission shall advise, consult with, and make
rccommendations to the National Scicnce and chhnology Council, Fcdcral agencics, and other

appropriate entities, and also makWMWﬁ/MW advice and

recommendations. The Commission's purview includes the appropriateness of departmental,
agency, or other governmental programs, policies, assignments, missions, guidelines, and
reculations as they relate to bioethical issues arising from research on human biology and
behavior, and a; lications, including the clinical applications, of that research. The
Commission sha. identify broad, overarching principles to govern the ethical conduct of
research, citing individual projects only as illustrations for such principles. The Commission
shall not be responsible for the review and approval of individual projects.

As a first priority, the Commission will direct its attention to consideration of:
A, Protection of the rights and wclfarc of human rescarch subjects; and

B. Issues jv :he management and use of genetic information including but not limited to
human gene ; :nting.

In addition to responc g to requests for advice and recommendations from the National
Science and Technol’ y Council, the Commission also may accept suggestions for issues for
consideration from b 1 the Congress and the public. The Commission also may identify other
bioethical issues for the purpose of providing advice and recommendations, subject to the
approval of the National Science and Technology Council. The Commission shall consider
four criteria in establishing priority for its activities:

A. The public health or public policy urgency of the biocthical issuc.
B. The relation of the bioethical issue to the goals for Federal investment in science and
technology.
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C.
3 =2 . o l . . . . . .
D. The extent of interest in the issue across the government. (The Commission ordinarily
will not deliberate on a bioethical issue of interest to just one department or agency.)
Slructure

The National Bioethics Advisory Commission shall consist of not more than % members
including the Chairperson. Appointments shall be made by the President, who shall select
from knowledgeable non-Government cxperts and community representatives with special
qualifications and competence to deal effectively with biocthical issues. At least one membcr
shall be selected from each of the following categories of primary expertise: (i)
philosophy/theology; (ii) social/behavioral science; (iii) law; (iv) medicine/allied health
professions; and (v) biological research. At least three members shall he selected from the
general public, bringing to the Commission expertise other than that listed. The membership
shall be approximately evenly balanced between scientists and non-scientists, Close attention
will be given to equitable geographic distribution and to ethnic and gender representation.

Members shall be appointed for overlapping four-year terms, Initially, members will be
appointed for two-, three- or four-year terms. Terms of more than two years are contingent
upon rencwal of the National Bivethics Advisory Commission by appropriate action prior 1o its
tcrmination, The Chairpcrson shall be appointed by the President. The term of office for the
Chairperson shall be two years, rencwable by appropriate action of the Presidcnt.

If a vacancy occurs on the Commission, the President shall make an appointment to fulfill the
term. Any member appointed to fill a vacancy occurring prior to expiration of the term for
which his or her predecessor was appointed shall serve for the remainder of such term.
Members may serve after the expiration of their terms until their successors have taken office.

The heads of executive departments and agencies shall, to the extent permitted by law, provide
the Commission with such information as it may require for purposes of carrying out its
functions.

The Commission may conduct inquirics, hold hearings and cstablish subcommittees, as
necessary.

The Commission is authorized to conduct analyses and develop reports or other materials. In
order to augment the expertise present on the Commission, the Secretary of Health and Human
Services is also authorized to contract for the services of non-governmental consultants who

may conduct analyses, prepare reports and background papers or prepare other materials for
consideration by the Commission, as appropriate.

In order 1o avoid duplication of effort, the Commission is encouraged to review the
deliberations of other cntities, The Commission may incorporate or otherwise use the results of
the deliberations of other cntities as it decms appropriate.
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