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COVERING BRIEF 

TOc DEPUTY SXCRETARY OF DEI'ENISI: 

FROM: DILZrCTOR. DEII'EWI RESEARCH A N D  ENGINEERING 

PROBLEM: - To reply to  8 18tC.r from 6ecr.t.ry H n l t h  Edaut lon  8Bd 
Welhrr (HEW) to Secretary of Defeaae proporlag developmmpt ol adform 
Podoral policies to protect buman rubjecm La rrsrrch (rnelosor8 1). 

BACKGROUND: Protoetloa ef hummn rubjets nard In remaarch l s  a 
matter of g r r t  publio a d  Coqrerrlonal concernl tho roots of whtcl go 
hack t o  reactloor to N.+l exporimeut8tLon on involuntary mtbjecte. In 
the p a t  two y a r s  8 Pwbltc Xenlth Servlce project observing notreated 
syphlllr ptlratr drew r b r p  critlchm a d  grrurabd eenrrl Confrr8- 
dona1 rtudiee and proposed eb.tu08 le l8r 8ffectlng humm mbjeCt8. 
Sm18tor Keandy'r  BPbcomrnlttoe on Health was psrtlcularly active. 

Although HEW hadr the h r g e r t  amount of r8se8rch using hprarae, DOD, 
NASA, APC, DOT candart utsaslva rorearck using human mabjoctr. 
DoD work Includes tastily of new d n y c  8d V I C C ~ ~ ~ .  utsbl t .h iug  88frty 
criteria, d r r a l o p l 4  protoctlve equipment 8nd mewie of improving per- 
f o m a c e  La military envlroamrnts. Tim Mllltary Dsprtmentr broa 
regalattons or iwtrnctioar rhlch ret policy pertdnlny to human u p r i -  
mentatton a d  a draft DoD polley statement Is is preptrtlon. 

Tho DoD policy is th8t subjects m8t (1) freely vo1unteor, ( 2 )  I m  informed 
of the risks, and (3) be 8 b h  to wlthdnw. 
for the subject's welfare, a d  cannot do work where bath or b ju ry  8m 
probable. The rcre8rch muat be nOCe6l8ry. likely to yield rerdts With 
beueflto to the rubfoet. or society comrnen6ur8te d t h  the risk. Higher 
level review (lo some u s e s  tbe Service Secrsmry) 1. required. 

Them Is no common Federal polley on this mbfect. Tho Sercrehrp of 
HFW bar w-rIthn SecDaf outtinlag a proposed p o k y  Sad admints t r r t tw 
mechanism to Implement lt. 
of a staff r e p r s s o ~ t i v e  to a working group hooded by Dr. E d a r d s .  
Arrhbnt Sccratsry for HcrlW. 

Tbe erporlmauter is rerpoaeible 

H m  8 . h  for DaD ceoprr8tioa and daoignrtion 
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DUCUS8ION: Tho propond rtradrrd. conform to DoD pnctlcor atthoufi 
tom0 procedural &ragor would bo m o d  (0. g., oroation of convoard 
committoor). Tho Cabin& commltt+o en Hoaltb would eot8bll.h polley, 
with ~trti work oa tho mubjoct porfsrmed by an lr@aragmmy mrkiw group. 
ASD(HlE) roprorentr DaD 00 the C~blrrrt Commltto.. 
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