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COVERING BRIEY

TO: DEPUTY SECRETARY OF DETENSE
FROM: DIRFCTOR, DEXFENSE RESEARCH AND ENCGINKERING

PROBLEM: To reply to a letter from Secretary Health Fducation and
Welfare () {HEW) to Secretary of Defense proposlng development of uniform
Federal policies to protect human subjects in research (Fnclosure 1).

BACKGROUND: Protection of human subjects used in research iz a
matter of great public and Congressional concern, the roots of which go
hack to reactions to Nazl experimentation on involuatary subjects, In
the past two yesrs a Public Health Service project cbsarving untreated
syphilis patieats draw sharp criticiam and gensrated several Congres-
sional studies and proposed changes in law affecting human subjects.
Senator Keanedy's Subcommiittes on Health was particularly active.

Although HEW funds the largest amount of research using humans, DoD,
NABA, AEC, DOT conduct axtensive research using human subjects.
DoD work includes testing of new drugs and vaccines, establishing safety
criteris, developlng protective equipment and means of improving per-
formance in military savironmants. The Militsry Departments have
regulations or instructions which set policy pertaining to human experi-
mentation and a draft DoD policy statement is in preparation.

The DoD policy is that subjects must (1) freely volunteer, (2) ba informed
of the risks, and (3) be able to withdraw, The experimenter is respoansible
for the subject's welfare, snd canoot do work where death or injury are
probable., The research must be necessary, likely to yleld results with
beneflts to the subject or soclety commensurate with the risk. Hlgher
level review (in some cases the Service Secretary) is required,

Thers is no common Federal policy on this subject. The Secretary of
HEW has written SecDef cutlining & proposed policy snd administrative
mechanism to Implement it. He asks for DoD ceoperation and designation
of a staff representative to a working group headed by Dy, Edwards,
Assistant Secretary {or Health.
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DISCUSSION: The proposed standards conform to DoD practices altheugh
some procedural changes would he needed (e.g., crestion of convened
committees). The Cabinst commiites on Health would establish policy,
with staff work on the subject performed by an interagency wrkia; group.
ASD{HAE) represants DoD) on the Cabinet Committee,

The authority to implement the policy remains with SecDef. Ths approsch
ocutlized by Secretary HEW avolds creating any "Caar" or outsids body to

direct humsa sxperimaentation, leaving authority and respensibility where
they are now.

Your reply to Secretary HEW ilndicates DoD agreement with the overall
approach and principles, but reiterates the importance of Directive control
remalning In DeD, Your letter to Dr. Edwards designates Colonel
Augerson, CDDR&E as DoD representative to the working group.

RECOMMENDATION: That you sign and send the attached letters to
Secretary HEW and Assistant Secretary for Health HEW,

j Signed R, N. Parker
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COCORDINATION:

ASD(HAE)

ASD(C)

I
OAD(ELS) Col Augerson/pd/3 Jan 74'/{) ﬁf
3D129 x79215
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