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% EXECUTIVE OFFICE OF THE PRESIDENT

OFFICE OF MANAGEMENT AND BUDGET - ,-f:‘
A
WASHINGTON, D.C. 20503 %"/0 A %

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 Office of Management and Budget requests the views of
your agency on the above subject before advising 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, - (Subcommittee
markup of S, 2579 is 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 # mﬂg

Naomi R. Sweeney, for

Assistant Director for
begislative Reference

Enclosures
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- - The Honorable Harrison A. Williams L

. Chairman, Comnittee on Human Resources
United States Sepate . 7+, e
~-Hashington, D.C. 20510 .

v > X

< This. ds in TesSponse to your rqﬁag_fogfa*'>-repor&m 'S. 2579, a bill
- ®To amend the Pubiic Health ‘Service Act-to -establish the Presideat’
- Commission for the Protection of .Human Subjects of

- Bebavioral Research, and for other purposes.™ .

oo 0 Suseary “the Department agrees.with:the purposes of -the bill and .. . 1.0
- .1s prepared to recommend thar ir be-enacted, provided that ‘several SRR T

- SZendsenss are mzdo. “T desmar believe:sthar it-is appropriate fox . ..

poblic advisory bodies to supervise-or: monitor programs of any

o department or agency of the Federal Governrent. : Ue therefors .

s esERcoRBend -that. all provisions of -8..2573 Iparticularly section EE

_7'_"".‘1802(11)(2)]‘=n’hich.an:ﬁotize'..th:a_.'pmyogéd. FPresideot's Commission to ;.7 . ‘

i oreview specific programs and make sdeterminations conGerning thes - . RERRIRRE -

- o.xohonld.be delered. Fu:thum::-,a_the;.hm;mld:xequm Vthz;:'rrmf; e e

o —Commissicn to separately advise each:of~sone 20 Federal agencies o S

w--engaged dn research involving human -subjects. - This:tequirement is e

- -inconsistent with recomzendations made by the existing National

o L=iCommission for the Protection of Humun Subjects of ‘Biomedical and '~ it .
.- ; Behavioral Research that “Fedetal law should be-enacted or.acended -
" ta authorize the Secretary of Health, Educacion, and Welfare to ;
*: 7 - promulgate regulations goverving review.of all research involving
-7 .. -bhuman subjects that is subjecs to Federal regulations.” The ' Tledm
~*Department believes that S..2579 should be anended to incorporate - -
~the recommendations of the National Comission. ~Additional sugges~
tions for azendment are mentjoned belew. - .ii. N o

S.72579 contains the following provisions: | SR

(1) The bill would establish a President’s Commission to be composed
of eleven members appointed by the President with the advice and
» <onsent of the Senarte. Five wmexmbers of the Comzission are to be B
~ ®specially qualified by virtue of their experieace and background iun
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Y.~ gpembers of - -the Commission are ta be distiaguished in the fields °£
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.. - bic:nedical or behavioral research :.nvolving hu::an subjects-

medicine; law; ethics; theology; the biological, behavioral, and social §
sciences; philosophy; hucanities;.healrh administration; ‘goveraments”
... .and public affairs. These members’ ‘'should not beé or have beea engaged

" _ . 4n biomedical research involvisg human subjects. - The Secretary of - -

‘Defense, the Director oi-the Central Intelligence Agency,. the Director

" of the Office of Science and Technology Policy. the Adninistrator of

" Veterans' Affairs (sic) {the Veterans Administratiocn?],. amd the % 3 A

. Director of the National Science Foundation are:to daz.gnate noxwating, -
‘ex—officio adv&sers to r.he ?ras:.dent s Comi.ssi.on. o :

2«-»;’(2)'Ihe Pres:ldent's Comxssm is,to issue a hiannaal taport on t:he T
“iiU . .protection of human subjects of biowmedical and behavioral research _.-:"-; .
aftar yeviewing the relevant rul&s, policies, and guidelines of each

- Federal department and agency. Furtherzore,. ‘the Coumission is "7
 suthorized to Teview in detail any.program of any.departoent or agency
‘{including the Department of Defense and the Central Iatelligence ... -
Agency) to determine vhethet the human subjects of any biomedical .

oT. bah:*ier.:l es».a'c‘x izwvolved in smch pregm:: are ﬁeqnarely pmte::tedﬁ _;:

] (3) Iha Pu.smdtnt's Camission-u to cmple:em unfinisbed !:usmecs
i -——gf the National Commissiocn. for. :ne_?rotzctinn of Euaan Subgects o.,
wxw and Behavioral Reseaxch. P T i

{6) ‘l‘he President's Cormission: is-t:arnm!erta'ke -stndm o£. the ethi:ai,
- soetal, sod legal implicarions of advances in biomedical and behaviaral
', yesearch and service, incloding -the.implications of such advances for -
~$ndtviduals and society and for public policy. . The Cozxzission is also
. o analyze the laws and moral 3nd ethical prinmciples goverming the use-

ei tedmolagy aud alloca:ian decisi.ons utvolve& in healf.h care dehmu:y. ' :

Tt

Lo mmMm:swmuqunMesof- ,inianned_
" . comsent to health care delivery and -treatment; defining of death, ..

. #ncluding the question of .developing-a uniform definition of death, -
" and of the ethical, woral, social, and legal implications of volunu:y
.~ - testing for genetic d:xseases and related counseling mzomation and
educa:ion Prograncs.

T (6) The President's Commission is to undextake a study of available

- mechanis»s designed to safeguard the .privacy of research subjects and
,.o'f patient records. ‘ R _ ' :
(7) With respect to the mndates listed abcve, ‘the Presideat's Comzission
48 to be charged with issuing reports to the Congre=xs, Federal depart-
ments and agencies, and to the public. %nan a report and recomendatians
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i _,pro:ect;on of human subjecrs will be.qualified to address questions

- are nade to a partlcular departnent or agen:y thac deparcaent or
.. 8gency must publish the report in the Federal Register within 60
‘days and provide opportunity for public comment, Wichin 180 days
of the date of publication in the Federal Register, the department
- Or agency must take appropriate‘actxon or publish in the Federal N
. Register a notice that it deems such acrion 1nappr0priate. Annual -
‘Treports to the President and appropriate Congresszonal-Caxmitzees
are required. Tie reporcs are to indicate the Tecomsendatrions -
--made by the President’s Commission and the subsequen: actlons o£
.;the affectad departnent orAagen ' ; K

-(8) Other'provisions of the bill call fo:_the'establishnent of e:hi:s P
advisory boards in each executive or military department to advise “*éf?;éj
each department head with respect to ethical and moral ‘issues. = 7 - ¢
These boards are to coordinate their prac:xcas and agenda with the AR
_*?residen:'s Cammissinn. T ' ; : ot

: '(9) Finally, the bzll inc,uﬂas administrative prov151ans for the LR A

 .conduct of the President's Coumission’s business and repeals com— .
© $lictirs provisions nf the Jational BEsedIdh 12“ h_ﬁ the Publi:jﬂea_th LA

Serv1ce Act._ . : = . : . -

:<2hc Department is in fall agreeaenc aizh'zhe inten: of s. 2479 tn
. «evaluate policies partaining to-hman subjects of biomedical and .
'4~behav1oral research, and to evaluate the implicatinn: ‘of genetic

:eszlng .counseling, and educa:ion‘progrzms ”a

PR )

Bb cannot help but quzst;on, héﬁéver; uhether a Comuission fat-the

pertaining to analysis of scientiffc.and-tectmological.advances,
- the principlies goveraning the use of technology in medical practice, -
 public attitudes toward such advanccs, -and evaluation of ‘resource
allocation declsinns. o . i

Cextain of these charges, 1nc1udzng those relating to the definftion
- of death and the elements of informed consent in the delivery of
bealth services, are matters which are being addressed by the courts
and legislatures of the several states among those matters S
xeserved to their jurisdiction by the 10th Amendment. | It would SN
appear that the opportunity for the President's Commission to make '\_
a significant contribution in these areas may be limited. Further-—
more, the expettise needed to carry out such studies may be very
different from that required to evaluate safeguards of the rights
and well~being of human subjects. The stated qualificatrions for
wembership on the Commission do not seea to be well suited to these.
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Similarly, the Dcpartcent agrees with the intent of S. 2579 to develop
a uniform policy throughout the Federal Government for the protection
of huran research subjects. On the basis of its earlier efforts
involving eleven Federal agencies to develop such a policy, the
Departzent can attest to the general recognition and acceptance within
the executive branch of a need for such a mechanism. The Departwment's
efficrts to this end were halted because section 202 of P.L. 93-348,
the Xational Research Act, required the hational Commission for the
Protection of Human Subjects to study how a uniform Federal policy
could best be accemplished. The Xatioral Coc=ission recently com~
pleted its study of this matter and has recomwended that HEW take the
lead in developing such a policy. Initial steps to implement the
recorm=endations of the Commission have already been taken. As currently
drafted, S. 2579 proposes a much wore diffuse approach than that
expressed in the XNational Corzission's recormendations. Where the
National Commission recommends establishment of a single focus within
thé execzutive branch, the preseanr bill, S. 2579, would require that
‘he President's Commission make separate recommendations to some 20
--zcrcwr de:a:rmants and agencies, and imposes a timetable for response
ceenloowmoand LnhiZitp, i3 oot actuelly prevent, interagency coordinaticn.
agree wvith the National Cozmission that reasonable regulation inm
s ares requires the designation of a responsible lead agency.
i sdministrative practice also raguires that the lecad agency seek
acvice and ccunsel of other cocponents of the Federal Government
ting sinilar problems. HRistorically, the principal responsibility
5 rested with the Department of Health, Education, and Welfare. We
lieve that S§. 2579 could be modified in such a way that the proposed
resicent's Commission could work together with the Department in
¢érrying out the recommendation of the Xational Commission.

3
nw

-

1

K
un

uy ot
LS I8}

1
r
147

.

Sfa‘:“:;:'.-

'd

Additionally, S. 2579 charges the President’s Commission to restudy
rmatters of patient and research subject privacy already extensively
considered by the Privacy Protecticn Study Commission. The report of
the Privacy Protection Study Commission has been widely acclaimed, and
its recormendaticns are already the subject of several legislative
proposals before the Congress. The privacy studies in S. 2579 appear.
.therefore, to be reduadant and unnecessary.

Finally, the list of departments and agencies entitled to designate g
ex-officio advisory mezbers is not representative of those curreatly
supporting health-related research. Speciffcally, the Department of
Energy (9.7%), the National Aeronautics and Space Administration
(».35), the Environmental Protection Agency (2.0%), and the Department

£ Agriculrture (1.7 Z) are excluded, while the National Science Founda-
tion (1.0%) and the intelligence comzunity which supports a vanishingly .
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.
szall portion of such research areincluded. The Department of Health,
Education, and Wel{are is licited to one representative, even though
it supports about 40X of 'such research and regulates through the rood
and Drug Administration an addirional 25%.

We therefore recomsmend that before 5. 2579 is favorably considered
that changes reflecting the concerns wmentioned above be made in the
bill. Furthermore, we believe that the Narional Commission for the
Protection of Human Subjects should be permitted to complete its
studies, many of which bear on the issues addressed by S. 2579,
before final amendment of the bill is undertaken. '

We are advised by the Office of Management and Budget that there is no
_ objection to the presentation of this report from the standpoint of
~ the Ademiaistration’s program.

Sincerely,

Joseph A. Cz2lifano, Jr.

NIH/OD/DLA:CMcCarthy:hh, 496-3471
“4/3/78

Approved For Release 2006/11/16 : CIA-RDP81MQ0980R000800030101-9 \

l‘ll

e dbivs 0 1y
..l. 2

it e

B N

e

e 4

IM‘LM‘ R

ot it

;.!‘[.!rj'].r‘ Rt

B L e PR R Yl C AP A HENN
4 B V i v .



