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n. This dircotivs  shal l  apply t o  a l l  omtrnatrr -1wfolViu~ the uta of hwca 

i n  rewaroh in  5o:onso Siolo~:ioal ,  or chmionl  q q t a .  %is 

i s ~ i n t a r p r o t e d  t o  enompaon tho to tho harards of t o x l o  ohoni- 

or oandidnte thera-outic oals,rrhloh nay be otnndard or 

o,? , r . t $ .  

I 

..... . .  
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b. Thio dircot ive s h a l l  not apply t o  oontrnot.? for studio8 o f  phyaio1o;icnl i 
I 

aenuots df proteo4:iro nnterial, including tho promotive hriotiun of the p s  naak, 

unlnss tuoh e:u.iiss !nvolvc cxponwo t o  toxic chcrnicnls, i n  vhioh oaso the  polloy 7:ill 

ap-ly. 

4. ~ ;qpalicaiili% 

'?his l r s t ruc t ion  w i l l  anply t o  a l l  proourmen% peraonnel a t  i na t a l l a t ions  

and not ivl t ioo of ';he Cheonicol Corps h a e a r o h  and Th&oori3:: Cornand. 

@ ILI i s  tho pclioy of :ha rapr ont o f  tho  Am t o  require thh t  the t o m s  

1 
b 4 J l C  . .  

4 S* w v  

of a11 oontrciato invol.iinc tho use of hmm ubjsotc in  rcscnrch i n  defe2sc? aminst &:k, 

hiolo;;ioal, o r  chmioal agcnts shal l  provide:i;hat t h e  oontraokornlll  obaorvo the em+&- 

-+hw and snfcwrds  s o t  for*.h helonr 
) w t 0 / J r >  I - 

(a) 'rho Poluntnry oonsont oP ?he h w m  suhjoct is abnolutoly ossentlol .  

(4.) This ncms t hn t  tho dircon irwolxmd ahculd have logal cnnnoity 

t o  ~ $ v s  oensentl ahould bo EO s i fua tcd  an t o  'bu able t o  exorcise free powor of chaioe, 

wi%hou'c the intcrvmticn oE my olerent of Toroo, fraud, doooit, duross, o-mr-ro+chinG, 

or o&h;her u l t e r i o r  fmx nrsd'constraint o r  ooarcicn; and rhould hevc 6 U f f i O i 0 1 1 t  h~*::iodgo 

nr.d cPcrr.Frch&sion o f  tho elcnrmtv o f  t h e  oubdoot nattor isvolv-od as to cnablo h ln  t o  

cake an !understor.;?ing and snl i&tczcd Zzcisiop 

bofcro 9x1 ooceptollco of M aff irnat ive  dooision :'y tho u v a r l & t t l  oubjcot, thoro 

should bo nade kn07.m t o  h in  tho nnturo, dioation, and rnwposo of  tho sxpert~snt;  the 

method and n o m s  by whioh it is %o be oonauotodj 011 lnoon*mhnoon and ha'iards renson- 

ably t o  bo oxpootod: and t h e  offoots upon h i t  heal th  cr pcrwn wkioh nay posnlhly cwo 

II 

i 

dd. 

3 1 6  l a t t e r  e lment  rcquiros tht 

i fin hio 'y i r t i o ipc t i cn  in tho oxporlmnt. '! 
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&) %e ooncent of tho hFon oul.joot R h d l  bo in writings hio 

si:noturo s h a l l  !>.* affixod t o  a w r i t t o p  instrI!mcnt settinG for th  su!~@.tant;inlly t h o  

nforcmantioned roquircmnta and shall bo niDlod in the preocnoe o f  n t  lenat: .cno (1) 

, 

(h) The duty mid refiponsiblllty. for nsoe rh ln ing  tho  qua l i ty  of 
, 

tho cocsont ros t s  u?w ouoh it.dividua1 Yiho in l t i n toa ,  dlreote or engngoa in  tho cxpcri- 

nsnt. 
I -. 

I t  is a personal duty aud respons ib i l i ty  which may not be 'dologatod t o  anothor 

($) ?o erporhcnl;  ahould be suoh nfi t o  yield f r u l t f l l  rceults f o r  tho  
- L.- 

good of sooioty, twprorurablo by other nothodo or xxins of study, nnd not rnndm and 

umeoosmary lnrnture.  

(&) 30 nmhr o f  vo'lmtoerfi used ohal l  >e Iw?t a t  a nlnimm oons ls t rn t  
I 

! 
(& The c x p e r h e z t  thould bo 83 doalpcd and bntod cm t h o  roaultfi of 

; 
{ 

i 

aninal  cxpcrincntnticn and a biowlNladCo of tho na tura l  history of t h e  disaaso o r  othor 

?rob1en un ' O r  study t h a t  the nntloi?atod rosul tu  nil1 j u s t i f y  tho  perfon:-nnce of  the  

sxp,?rimnt. i 
I : 

~ 

(5) ;he eeorimnC eho;h bo 80 oonduotcd as t o  avoid a l l  unnoccssary 

I 
~ 

pkysionl A d  ncn ta l  suf fe r ing  and injury. 
on 

( ) So MEporinont ahould bc ocnduotcd w k w o  there  5s/d fr(c&;.,aaon t o  

(4) , i'he docroe o f  r i t k  t o  ho tnkra: oliould ncvw cxoced t h a t  dotominod 

\ 
d i e v e  t h a t  death or dipabl inc in jury  .rill o o c d  

bjr tha  hura:.itarian irportanoe of the t o  bo iolved ';r the expzrimnt. 

4 ;roper prepara t i :ns  bo made and ndoqunta f a o i l i t i o s  provi3ed ' 

t o  proteot  t i e  olroS.rinonta1 subject en rmote pooo lh i l i t i e t  of injury,  dis- 

a b i l i t y ,  cr death. 
I 
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(& 'ibo o p ' o r h a a t  should be ccnduoted only hy so ion t l f i cn l ly  qualified 
.. 

pcrscnn. 

of tbc QXpcpFXt a? Clio's~ wi:o acnduct or cn;:e::,o In thn exporimnt. 

?he hi$e&t dol:roo 0:' %-ill and cnre ahould ho requirad,throu& a l l  ctagos 
v 

/ . 

Ciirin; t h e  course of tho e;moriztc!lt 'he hu-ran subjoot should ho a t  I (*) 
liborky t o  brir.2 i,hc oxpcrinont t o  an end il' ho han rcachod t h e  pbyslool  or  pcnttal 

s t a t a  \:here' eontinuation .of tho eworiricat  6 e h s  t o  him to be i n s o ~ s i b l o .  

(h). ' w i n g  tho oourne of t ho  aqerincnt the  mics , ( ; i s t  i n  ohar[:e nuat IYJ 

pr&red t o  t c r r , h r t o  t h e  oxpcrimorlt a t  m y  stace, if hs  has probable oatwe t o  helicvc, 

in tho  cxoraiza 0 5  4ho [ood f n i t h ,  o u w r i c r  s k i l l  cad corolul jud,wont roquirod of  h h ,  

t h a t  a co3t i rdnt lcn o f  tho cmncr&nont; io l i l c c l ~  t o  r o s u l t  in injury, &isabilify, o r  

death to tho rxpcrirontal '  nubjcot. 
' ;L ! 

'(&I A m n t s  usod i n  recaaroh m u  have tho f O l l ~ i f b l G  1liTitinE charnotor- 

(33 !:o a d o r n  chronioity b n t i c i p t o d  

(3) L'M'ootive thorapy hvaihahlo 

N) Adequate Faobromd o i  ani?al apo,ricontation. 

f- 
I 

. ,  (m .As added protect icn Br volrntecrs,  the folloning cnfemnrdfi N i l1  
~ 

1 be providodr j 

(1) Limct responeibi l i ty  : f i r  the p l w h y .  and oonduut of the 

1 lnocst i&tions and for  i-Jlc iaedioal oar9 xi11 r e s t - w i t h  one adoquqtely-trained 

phyCiCi0ll. 

(a A l l  apmratho nnd i n s t r m a n t s  nooeosary t o  don1 with any - 
merponoy s i tua t i cnc  nuat bo arailabIe, e.g., Drinker rasnirntor,  W o  Sarety ?neaphor, 

oxygcn cpporutus, o:o. 3 R  .A F'P . ---...- 
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(3) !.:odlcal b w n h c n t  and Ihofipitalissticn will  bo pro.-idod Ibr ! 

i 
011 cnsualtioc of  the cqJor i ian tn t ion  as rcqtt\red. 

(q rho' nhiyoioinn in oharie w i l l  have available t o  hi- on a k t  ' * 

notice throuchout tllo invcot i ,? t im oar.poten6 lconoultanta roproaontlng Rny of tho 

Gpooialtics +$a bo cncountcrcdr i 
~ 

I 
i 6. I'rooodm+o 

a. A l l  rqucnts f o r  acx tmots  involvint t h e  us0 o f  hman volmtoera shal l  

ccntain n fitntomnoli'; t o  tho e f f e c t  'drat tho npwovnl of the Scorotarp of t h e  ANQ has 

beon obtainod fo r  %he pro?o::ed rnsoaroh pro.;mn. 

.I .. 

b. A l l  cor.tmct;a' r r i th ln  the S O O ~ C  or khls diroot ive thall  comply with tho 

pc l ioy  s o t  forth t!?mnoo and Ghall, in additian, provido that tho  oontraotor s h a l l  oiea5.n 

tho p r io r  q p r o v n l  of tha comntifng Officer, Chaniosl Carps Vedioal & b r a t o r i m ,  bc?- 

foro l n i t i a t i n r ;  nnjr research oa hmnn volimtoors 

I . .  

7 
0.  Ill0 Projcct Of'fTioors for ocntracts  lnvnlving tho  use of hupnn volmtocrs  9 

shall naintnir: cloca surveil lanoo of such cxporinudx hnd ohal l  pmnptly noti!l'&e 

Corrziending Officer,. Chfmical C o r p s  !.!adieal h b r a t o r i o a ,  and t he  Contmotinc Officar 

of my f a i l w o  of n contrnotor t o  omqly  with t ho  pol icy s a t  fo r th  abvo o r  of my 

uztmmrd 1 o i i c n t  o r i s in5  frm tho uao of volwtocrs .  

d. In the prcparntion o f  roquaats for contraota  and in the propmation of 

cmt rao ta  n ou!)jnc.t on top ry ,  c & y  ofPort nil1 t&nnde t o  avoid phraseoloty ?rlilch 

indicntcs  p olconiriad intcr0r. t  hy t h e  Corps o r  rdiioh, i f  mads publia, u;ould cause 

c s h r r u s s r a n t  or acvor~m pu'olioity. 

avciLcjl, the  aontrnot nnd thoso O O O G i C n t 3  aontainin:* occh pllrooeolory shal l  bo olassif icd 

accordintly . 

i 
,.  

In onaor, Where twdoairnblo phraoeoioly: o:nrot bo 

! 

r. .I_ .. . 
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