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Author: Rachel E. Levinson at ostp 
Date: 9/27/96 11:03 AM 
P r i o r i t y : Urgent 
TO: Jonathan Foster 
TO: Lisa Duffey (Ernie Moniz) 
Subject: Ezekial Emanuel 

Message Contents 

Jon- Thanks f o r l e t t i n g me know about your communication w i t h Kathi 
Whalen. I have some a d d i t i o n a l i n f o r m a t i o n t h a t may be us e f u l t o pass 
along t o her. 

Instead of an IPA, NIH has proposed t h a t a Professional services 
contract be l e t to Dr. Emanuel to make i t clear t h a t he i s not a 
Federal employee and th a t he w i l l not be h i r e d i n a policymaking or 
sup e r v i s i o n a l capacity. I t h i n k t h i s might allow him to serve on the 
Commission without v i o l a t i n g our term "non-Government" i n the charter. 

However, there i s an another issue of c o n f l i c t t h a t must be taken i n t o 
c o n s i d e r a t i o n . The President's f i r s t charge t o the Commission i s to 
review the adequacy of Federal procedures f o r the p r o t e c t i o n of the 
r i g h t s and welfare of human research subjects. While he has had no 
r e s p o n s i b i l i t y f o r such procedures to date. Dr. Emanuel i s t o be 
appointed Chief of the NIH D i v i s i o n of C l i n i c a l Ethics i n October 
1997. This appointment i s p u b l i c i n f o r m a t i o n . 

I was i n c l i n e d t o l e t him come on NBAC while his c o n s u l t i n g f o r NIH 
was estimated to be one day per week, assuming t h a t he would not be 
considered a Federal employee. I t h i n k you agreed w i t h t h i s . Ernie 
had asked t h a t there be documentation t h a t once t h i s commitment 
increased, he would have to resign from NBAC. Now t h a t we know t h a t 
he i s c l e a r l y i n l i n e to become a Federal employee, I'm less 
comfortable. 

Harold Shapiro has suggested t h a t at i t s f i r s t meeting, NBAC members 
go around the t a b l e and discuss t h e i r i n d i v i d u a l p o t e n t i a l c o n f l i c t s . 
This might be a good one f o r them to chew on, provided we could go 
e i t h e r way. 

In any case, t h i s must be resolved q u i c k l y i n l i g h t of the upcoming 
meeting, NEXT Friday. 

-- Rachel 



THE WHITE H O U S E 

W A S H I N G T O N 

September 9, 1996 

MEMORANDUM FOR KATHY WHALEN 

From: Patsy Thomasson, ^^^t^^tM'^^iiO^f^^esident and 
l^puty Director for Presidential Personnel 

RE: EZEKUL J. EMANUEL, MEMBER 
NATIONAL BIOETHICS ADVISORY COMMISSION 

Attached is a memorandum from Jonathan Foster from the Office of Science and 
Technology requesting guidance from the General Counsel's office on an issue that has risen 
with Dr. Ezekial Emanuel. He has been awarded an Intergovernmental Personnel Action with 
the National Institutes for Health in which he will be spending 20 percent of his fime as a 
Special Consultant on Clinical Bioethics. 

OSTP is concerned about the charter provision that states the NBAC members will not 
be a governmental expert. I've attached the charter and the memo from OSTP for your 
review. Please advise us if this relationship poses a problem. Thank you for your assistance. 

\Kip^ 



EXECUTIVE OFFICE OF THE PRESIDENT 
OFFICE OF SCIENCE AND TECHNOLOGY POLICY 

WASHINGTON, D.C. 20502 

August 23, 1996 

MEMORANDUM FOR UZ MONTOYA 

FROM: JONATHAN FOSTER 

SUBJECT: EZEKIAL J. EMANUEL - NBAC APPOINTEE 

A question has arisen concerning an appointed member of the National Bioethics 
Advisory Commission (NBAC). The President appointed Ezekial J. Emanuel, M.D., Ph.D., 
to NBAC last month. However, at that time, OSTP was not aware that Dr. Emanuel was in 
the final stages of negotiating an Intergovernmental Personnel Action (IPA) with NIH to 
become a Special Consultant on Clinical Bioethics. The question is whether Dr. Emanuel's 
affiliation with NIH necessitates his resignation from NBAC. 

NBAC's purpose is to advise and make recommendations to the National Science and 
Technology Council (NSTC), other appropriate entities and the public, on bioethical issues 
arising from research on human biology and behavior, and the applications of that research. 
As stated in the NBAC charter, 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 effeaively with bioethical issues" (emphasis added) (see 
attached NBAC Charter). 

As the IPA is currently structured. Dr. Emanuel will retain his academic position at 
Harvard but spend 20% of his time at NIH in 1996-1997 increasing to 60% of his time in 
1997-1998, with the ultimate goal of becoming the Direaor of a new Department of Clinical 
Bioethics at the NIH. NIH will pay a pro rata proponion of his salary to Harvard. NIH has 
indicated that it would explore the possibility of Harvard paying Dr. Emanuel's fiiU salary if 
NIH's payment of a portion of the salary requires Dr. Emanuel's resignation from NBAC. 

Under the terms of the charter. Dr. Emanuel will serve on NBAC for a term of at least 
two years, and, therefore, for at least one year will spend 60% of his time at NIH. 
Apparently, other candidates for NBAC were not considered because of similar affiliations 
with the government. The question is, therefore, whether the IPA prevents Dr. Emanuel from 
being a non-Government expert, and, therefore, preclude him from serving on NBAC. 

Per our conversation, we will rely upon your office, working with the White House 
Counsel's Office, to provide guidance on this matter. If you need any additional information, 
please call me at 6-2735. Thank you. 

Attachment 

cc: E. Moniz 
R. Levinson 



NATIONAL BIOETHICS ADVISORY COMMISSION 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 
Executive Order 12975. 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 
regulaUons (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 available to the public the Commission's advice and 
recommendations. The Commission's purview includes the appropriateness of departmental, 
agency, or other govenunental 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 govem 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 deliberate fruitfully on the bioethical issue. 
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.) 



Structure 
The National Bioethics Advisory Commission shall consist of not more than 18 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 bioethical issues. At least one member 
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 be selected from the 
general public, bringing to the Commission expertise odier 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 renewal of the National Bioethics Advisory Commission by appropriate action prior to its 
termination. The Chairperson shall be appointed by the President. The term of office for the 
Chairperson shall be 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 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 inquiries, hold hearings and establish subcommittees, as 
necessary. 

The Commission is authorized to solicit information from relevant human research subject 
groups. 

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 audiorized 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 to avoid duplication of effort, the Commission is encouraged to review the 
deliberations of other entities. The Commission may incorporate or otherwise use the results of 
the deliberations of other entities as it deems appropriate. 

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 die name, membership (including chair), function, estimated duration 
of the subcommittee, and estimated frequency of meetings. 

To the extent permitted by law, and subject to the availability of appropriations, the Department 
of Health and Human Services (DHHS) shall provide NBAC with such ftmds as may be 
necessary for the performance of its functions. Management and support services shall be 
provided by the DHHS. 

Meetings 
Meetings of the Commission shall be held up to 10 times a year at the call of the Chairperson. 
Meetings of the subcommittee(s) shall be convened as necessary. A Federal Government 
official shall be present at all meetings. 

Meetings shall be open to the public except as determined otherwise by die Assistant to die 
President for Science and Technology and the Secretary of Health and Human Services. 
Advance notice of all meetings shall be given to die public. 

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

Compensation 
Members may be compensated at a rate not to exceed Uie maximum pay authorized by 
5 U.S.C. 3109, plus per diem and travel expenses as in accordance with standard government 
travel regulations. 

Annual Cost Estimate 
The estimated annual cost for operating the National Bioediics Advisory Commission is 
$500,000. 

Reports 
Reports by the National Bioediics Advisory Commission on specific issues shall be submitted to 
die National Science and Technology Council, die appropriate committees of Congress, and 
odier appropriate entities. The Commission may specifically identify die Federal department, 
agency or odier entity to which particular recommendations are directed and request a response 
from die Federal department, agency or other entity within 180 days of publication of such 
recommendation. 
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NATIONAL BIOETHICS ADVISORY COMMISSION 

AUTHORITY: 

Independent 

Executive Order 12975, October 3, 1995 (establishes) 

METHOD; Appointed by the President 

MEMBERS; Not more than FIFTEEN 

CHAIRPERSON; Designated by the President from among the members 

TERM: Pleasure of the President 

o SALARY: Members shall be compensated in accordance with Federal 
law and 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). 

PURPOSE; Commission shall (a) provide advice and make 
recommendations to the National Science and Technology 
Council and to other appropriate government entities 
regarding the following matters: 

(1) or the appropriateness of departmental, agency 
other governmental programs, policies, 
assignments, missions, guidelines, and 
regulations as they relate to bioethical issues 
arising from research on human biology^ and 
behavior; and 

(2) applications, including the c l i n i c a l 
applications, of that research. 

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

rCONTINUED - PAGE TWÔ  
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NATIONAL RTOETHICS ADVISORY COMMISSION 

J 
Xn^ppendent 

(c) 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 Council, the Commission also may accept 
suggestions of 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. 

ADMINISTRATIVE ^ . 
SUPPORT- The Secretary of Health and Human Services shal l 

* provide management and support services to the 
Commission. 

TERMINATION; Shall terminate October 2, 1997, unless extended prior 
to that date. 

o 



EXECUTIVE ORDERS 
No. 12975 

Executive Order 12975 of October 3, 1995 

ProtectioTi of Human Research Subjects and Creation of 
National Bioethics Advisory Commission 
60 r.i i . 52063 

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 ri"hts 
and welfare of human research subjects that are afforded by the departme'nt'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. 

fb) Within 120 days of the date of this order, each department and agencv 
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 implerhent 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 nf the 
rights and Welfare of human reisearch 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 agencv 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 tcr human subjects protec­
tion, provide forums for addressing ongoing and emerging issues in hurnan 
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 Committee 
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: 

B100 



EXECUTIVE ORDERS 
No. 12975 
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EXECUTIVE ORDERS 
No. 12975 

(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 fhe 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. . 

(bj,NBAC shall terminate two years from the date of this order unless 
extended prior to that date. 

' ) l i n p i n v i (c) This or(l(!r is intended oiilv l( 
the 
trus 
equity by :\ p.'iily against the Uiiiti.il \̂\:\i(J:• 
any per.soii. 

, I I'D internal management of 
executive braiicli and it is iml inliMuln'i In r:if>;\te any right, benefit 

it. nr n;.s|)(>n.sil)ility, substiinlivi; or i-niccViiM.-il, enforceable' at law oi 
il.s .-!f.;onries. its officers, or 

TTIE VVIl! i-|' llUUSh:, 
October .). im)r,'. 

Executive Order 12976 of October 5, 1995 

•1 Compensation Practices of Government Corporations 
60 F.R. 52829 

By the authority vested in me as President by the Constitution and the 
laws of the .United States of America, including section 301 of title 3, 
United Slates Code,,and section's 1105, 1108, and 1111 of title 31, United 
States Code, it is hereby ordered as follows: • 

Section 1. Statement of Presidential Principles.' 

Government corporations subject to this order should not pav.bonuses in 
excess of those authorized by sections 4501 through 4507 of title 5, United 
States Code, except as otherwise specificially provided by law. ^ 

Sec. 2. Administration Review, (a) Before taking action to approve any bonus 
in excess of those authorized in section 4502 of title 5, United States Code, 
each corporation, subject to . this section (as provided in section 6 of this 
order) shall submit information to the Director of the Office of Management 
and Budget (OMB) relating to such bonuses as provided in .subsection (b). 
Such corporation shall refrain from approving anv such bonus until the 
Director of OMB has had an opportunity to review the information provided 
by the corporation. 
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