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EXECUTIVE OFFICE OF THE PRESIDENT

OFFICE OF MANAGEMENT AND BUDGET ;
WASHINGTON, D.C. 20503 // :
April 4, 1978

LEGISLATIVE REFERRAL MEMORANDUM

TO: Legislative Liaison Officer
Department of Defense Department of Energy
Veterans Administration . National Aeronautics and
Central Intelligence agency Space Administration
National Science Foundation Environmental Protection
Office of Science and Agency

Technology Policy Department of Agriculture

Department of Justice

SUBJECT: HEW draft proposed report on S. 2579, a bill
"To amend the Public Health Service Act to
establish the President's Commission for the
Protection of Human Subjects of Biomedical and
Behavioral Research, and for other purposes."

The Offike of Management and Budget requests the views of
your agency on the above subject before adVlSLng on its
relationship to the program of the President, in accordance
with OMB Circular A-19.

A response to this request for your views is needed )
no later than noon Thursday, April 6, 1978, ~(Subcgmm1ttee
markup of S. 2579 1is scheduled for Friday a.m., April 7).

Questions should be referred to John Lively
(395-4794 ) or to Jim Stimpson (395_3736 .,
the legislative analyst in this office. :

Toaomi K

Naomi R, Sweeney, for

Assistant Director for
begislative Reference

Enclosures
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7. "o amend the Pnbhe Health Service Act-to -establish the Prasxdent s

p: ‘i_ department wr agency of the Federal Goverusent. ' We M‘efora

“r = - promalgate regulations goverwming review.of all research involving

:;«-.Eashingt.on, D.C. 20510

. Dear Hr. Chaz.zman:
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‘me Hamrable Hamsou A. Yllllims e
Chairzan, Committee on Human Rescu:ces"_ '
United States Senate L :

-

Ihis 13 m rospcnse <7 yeur tequzsL for,'a reporbon S 2579 a hill

- Commission for the Prorection of Human Subjects of onmed.ical and
Behavioral Ee,searcn, and fot mherpuzpom BED A R . ,

"‘Tr’“

is prepared to recowmend thar 1r de- enacted, provided that several -

ateganeats dre ozda. Yoo deomon *‘»he"e\ hat it-is ?Z}"V!'O‘m"*at" for:

public advisory bodies "o supervise-or. somitor progomss ok -y

~-Eaconmend -Lhat all provisions of -8..2579 Iparticularly .section
T X802{b)(2)] vhich authorize the proposed President's Commisaiona to o
‘veview specific prograns and make determimations concerning them

=shoald be deleted. Furthermors, the bill .would require the. Pres:.dm’
m to separately advise each-ofsome 20 Federzal agencies - T
--engaged in research iovolving human subjects. - This ixequirement is .-

-inconsistent with recomzendacions made by the existing Natiomal
Mnmx for the Protection of Buman Subjects -of ‘Bionedical and ©
- Behavioral Research that “Federal lauw should be-enacted or mnden
"-ta authorize the Secretary of Health, Education,-.and Welfare to

-buman subjects that is subject to Federal.regulations.” The-
-*Department believes that $..2379 should be amended to incorporate

- the recommendations of the National Comiss:mn. xAdditlorml sugges- -

tions for arendment are mentioned belcv- -

S. 2579 contains the following prmisinns L T

(1) The bill would establic<h a vresident s Comission to be composed
of eleven members appointed by the President with the advice and

consent of the Senate. Five werbers of the Comuission are to be
especlally qualified by virtue of their experience and background in
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bilezedical or behavioral researéh:;ﬁvalviﬁg'human subjéétel Six

-wembers of the Coznission are to be distinguished in the fields of“S;LTT*:”lr

medicine; law; ethics; theology; the biclogiczl, behavioral, and social
sciences; philosophy; hucanitfes;. health administration; government; .
and public affairs. These members should not bé or have been engaged
in biomedical research invoiving human subjects. The Secretary of - -

)

~Defense, the Director of the Central Intelligence Agency,.the Director . 2 .

of the Office of Science and Techuology Policy, the Administrator of

Veterans® Affairs (sic) {the Veterans Administraticn?]l,. and the

Director of the National Science Foundation are-to deslgnate noavating,
_‘ex—offici@ advisers te tha ?xesxdenn s Commiss:oua _ -

1‘ - ~ b',

e T(Z)“Ihe President s Coszrission is-to issue a hiannnal repnrt on tns'

-protection cf human subjects of biowedical and behavioral research.
after reviewing the relevant rules, policies, and guidelines of e«eh
-Federal department and agency. . Furthercore, the Commission is R
authorized to veview in detail any-program of any.depzrtwent or agency
{incloding the Department of Defensf and the Central Intelligence . .
Agency) to derermine whether the buman subjecis of any biomedieal’™

oT b a"xcra& ngua“kﬁ ;d—s&wﬁi.vw suth prugvﬂw 2re '&eqLﬂteiy pruLact“d

(3) The Pres;dent’s Cammissicnexs ta'compleza auy uafinxshed husxﬁess

--—of the Rational Commission for the Protection of Eunan.Sthccts of =

Biowedical and Behavioral- R&saarch- *‘gmx g ; 4 Co
-{&) ‘The Pfesiéeut‘s Connissicn.is:to nndeztake-scudxes o£ the ethicai,

soedal, and legal implicarions of advances in hiomedical and behavioral
-Tesearch and service, including the:implications of such advances for

Andividuals and sociery and for public policy. ..The Commission is alse
o analyze the lawvs and ooral gnd erhiical principles governing the use
o£ technology.and allccation decisians 1uvolveﬁ in,health care delivery.

iS) “The President’s Commission is :o undertaka.studies of- cinformed
consent to health care delivery and treatwent; defining of deathk,

- 4ncluding the question of . developing-a uniform definition of death,
and of the ethical, moral, social, and legal irmplications of voluntary
- testing for generic diseases and related counseling informarion and .
ednca:ion Programs.

{6) The President's Cormission is to undertake a study of available
mechanis»s designed to sazeguatﬂ tha .privacy of research subjects and

of patient records. _

(7) Uith respect to the mandates listed above, the President's Comx{ssion
13 to be charged with issuing reports to the Congress, Federal depart-
ments and agencies, and to the public. Whem a report and recommendatioas
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are made to a particular department of”aéén&y,'that departoent or--

_ Register a notice that it deems such action inmappropriate. Annual

~made by the President’s Commission and the subsequent actions of
- the afiected department oz<agency. »

7 President’s Comission. . A:.-p'»+.- e aﬁfu
“conduct of the President's Commission’s busivess and repeals con~
-evaluate policies pertaining to.-human subjects of biomedical and

1nbehav10ral research, and to evaluate the imnlicatinns oi genetic
j:estlng counselxng, and educac;cn pragramgo,s: S -

‘"Bt canaot help but questlon, houever, uhether a Cc:u1351om far»the
-, protection of human subjects wiil be qualified to address ﬂuestzons

‘public attitudes toward such advances, and evaluation o: resocurce

 of death and the elements of informed consent in the delivery of

agency must publish the report in the Federal Rezister within 60
days and provide opportunity for public commenr. Wichin 180 days
of the date of publication in the Federal Resister, the deparpment
Or agemcy must take appropriate action or publish in the Federal

Teports to the President and appropriate CQngressianal*Cozmittees
are required. Tie reports are to indicate the recommendations -

(8) Other prov sions of the bill call fo:5the establishmeat of e:hics
advisory boards iam each executive or military departwment to advise -
each department head with respect to ethical and moral ‘issves. @
These boards are to coordinate their pract;ges and agenda with the

(9) Finally, the b“¥ﬂ inciwles administrative pruvisxaﬁa Lo tﬁé L

fl‘ctln" p'a**sicns of the Eatlonal Resedrdh Act ond the Public Health

2he Department is in féll agree§é££ §iLﬁ?théfinten:-6f:$; 2579‘td'

,—v_.
3 g

pertaining to analysis of scientiffc.and- tectmological.advances, -
the principles governing the use of tecimology in medical practice, -

allocation decisions.

Certain of these charges, 1wc1ud1ng those relating to the definition

health services, are patters which are being addressed by the courts
and legislatures of the several states among those matters ‘ .
reserved to their jurisdiction by the 10th Amendoent. It would. ConE
appear that the opportunity for the President's Commission to make o\
a significant contribution in these areas may be limited. Further—

#ore, the expertise neaded to carry out such studies may be very

different from that required to evaluate safeguards of the rights

and well~being of hurman subjects. The stated qualifications for

wecbership on the Comzmission do not seem to be well suited to these.

responsibilities, | - oolease 2006/12/15 - CIA-RDP81MO09SOR001100010048-7
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Similarly, the Departzent agrees with the intent of 5. 2579 to develop
a uniform policy throughout the Federal Government for the protection

of human research subjects. On the basis of its earlier efforts
invoiving eleven Federal agencies to develop such a policy, the
Departzent can attest ta the general recognition and acceptance within
the executive branch of a need for such a mechanism. The Department's
eficrts to this end were halted because section 202 of P.L. 93-348,

the Xational Research Act, required the National Commission for the
Protection of Human Subjects toe study bhow a uniform Federal policy
could best be accozplished. The National Commission recently com=
pleted its study of this matter and has recoxvended that HEW take the
lead in developing such a policy. Initial steps to implement the
recormendations of the Commissicn have already been takem. As currently
drafted, S. 2579 proposes a much wore diffuse approach than that
expressed in the Xational Comission's recomzendations. Where the

Rat 10;3’ Commission recommends establishment ofi a single focus within
e>:ruhlva branch, the present bill, 5. 2579, would require that
ident's Cormission wake separate recomoendations to some 20

ent devartuents and agencies, and irpeses a timetzble fov vesponse
e fukihip, 1F moT acluelly prévenbk, ialeragency cooraleaiicne
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£ with the National {ommissicn that reasonable regulation inm
requires the designation of a responsible lead agencv.
istrative practice also raguires that the lead agency seek
ce and cocensel of other compooects of the Federal Governsent
i=ilar problems. Historically, the principal responsibility
with the Department of Health, Education, and Welfare. We

' :% a2t S. 2579 could be modified in such a way that the proposed
ent's Comnission could work together with the Department in

ag out the recommendation of the National Commission.
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Additionally, 5. 2579 charges the President's Commission to restudy
ratters of patient and research subject privacy already extensively
considered by the Privacy Protection Study Com:ission. The report of
the Privacy Protection Study Commission has been widely acclaimed, and
its recormendaticas are already the subject of several legislative
proposals before the Congress. The privacy studies in S. 2579 appear.
.therefore, to be redundant and unnecessary.

Finally, the list of departments and agencies entitled ro designate
ex-officio advisory mecbers is not representative of those currently
supporting health-related research. Specifically, the Department of
Energy (9.7%Z), the National Aeronautics and Space Administration

(2.3%), the Environmental Protection Agency (2.0%), and the Department
of Agriculrure (1.7 %) are excluded, while the National Science Younda-
tion (1.0%) and the intelligence comnunity which supports a vanishingly
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small portion of such research areincluded, The Department of Health,
FEducation, and Welfare is licited to one representative, even though
it supports about 40 of 'such research and regulates through the Food
and Drug Administration an additional 25Z.

. . I . .
We therefore recoamend that before 5. 2579 is favorably coasidered
that changes reflecting the concerns mentionéd above be made in the
bill., Furthermore, we believe that the National Commission for the
Protection of Human Subjects should be permitted to cozplete its
studies, many of which bear on the issues addressed by S. 2579,
before finzl amendment of the bill is undertaken. '

We are advised by the Office of Managesent and Budger that there is no
~ objection to the presentation of this report from the standpoint of
~ the Administration'’s prograam.

Sincerely,

Josepnh A. C2lifano, Jr.
f

NIH/OD/DLA:CMcCarthy:hh, 596-3471
“4/3/78 '
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