
Slnccrely yours, 

s a 1 1 p  
(dictated brb nat r u d )  

c e -" %pW. I n  addltion t o  the hove irJoxuation, I should adPis8 - F: 
you tha t  Article 3& h u  been aoptovrd bv the 0ana.l K U I  R e y u  
Cauns8l of the  University uith-; minor ;hunge in that 
they have u k c d  t h a t  the W.lcle be aodlfied from I ts  
conplctely gmrrd n a t w  t o  specif ical ly  lnclude only 
those rules contained in Article 3L by th8 lnrertion of 
the tvo wards wfollovlng m r w r 8 t e b  in  the first smtenc 
which will nov read in part, 7 h i  follovlng mumerated 
Prlnciplet ,  Pollcics, and Rules---." Vice Prcsfdent Cor1 
Office vi11 proceed t o  negotiate t h i s  change md it Is q 
opfnfon that l t  vi11 be c o q l c t c l y  acceptable to  the 
Surgeon General. 
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34 Tho P r i n c i p l o s ,  P o l i c l o r  and Rulos of  The 9Jrg-n Grnorrl, Dqartmont 
AI-DF~, r o l a t i n g  to tho  US. o f  Human Voluriteers i n  Modlcal Rerrarch a r o  
r a t e d  i n  and mado a p a c t  of  th is  c o n t r a c t s  

1. Tho voluntary  consont of  the  human subjac t  i s  e s s e n t i a l .  T h i s  means 
a t  tho  person concerned8 

a. 

b. 

Should havo l e g a l  capac i ty  to  givo consent. 

Should be so eiltuated a s  to 50 o b l r  t o  e x e r c i s e  f r e e  power of  
choice, wi thout  i n t s r v o n t l o n  o f  force ,  f raud,  d e c e i t ,  duress ,  over-reaching, o r  
o t h e r  form o f  c o n s t r a i n t  or 'coercion. 

c. Should havo s u f f i c i e n t  knowlodge and understanding of  the experiment 
t o  enable  him to make an eclightemed dec is ion ,  on t h o  b a s i s  of explanat ion g lvrn  
t o  him a s  s p e c i f i e d  bolowc 

l e a s t  one w i t n o s s  who s h a l l  a t t e s t  to such s i g n a t u r e  i n  m i t i n g .  
d. Should s ta t .  h i s  m n s o n t  i n  wri t ing ,  signd i n  t h o  prorrnco of a t  

2. 
a personal  duty and r e l p o n s i b i l i t y  f o r  a s c e r t a i n i n g  tho q u a l i t y  of  tho volunteer ' s  
con sent. 

Each i n d i v i d u a l  who i n i t i a t o r ,  d i r e c t s  o r  rngagrr  i n  t h o  oxporiment has  

3. Beforo t h o  acceptslncr of  consent  o f  tho voluntoor ,  ho must bo givrn 
adoquato explanat ion.  HI should bo infozmrd o f  t h o  naturo,  durat ion,  m d  purpoto 
o f  t h o  exprr iment l  t h o  motheld and moans by which is it to bo conductodi a l l  
inconvenelnces  and hazards  reasonably to bo e x p o c t e d ~  and tho e f f o e t r  upon h i s  
h e a l t h  o r  person which may poss ib ly  come fmm his p a r t i c i p a t i o n  i n t h o  experirnont. 

The experiment should to such a s  t o  y i o l d  f r u i t f u l  r e s u l t s  f o r  tho  p o d  
of  s o c i e t y ,  unprocurable by o t h e r  means of  study, and not random and unnecerrary 
i n  nature .  

4. 

5. The number of v o l u n t e e r s  usod must be kept  a t  a mlnimum c o n s i s t e n t  with 
t h o  requirement of a f r u i t f u l  experirnont f o r  t h e  p o d  of  society.  

i t  ( t h e  experiment) shculd 'be disgned and based on t h e  resul ts  o f  animal experi- 
mentat ion and a kncwledge of  t h e  n a t u r a l  h i s t o r y  o f  t h e  d i s e a s e  o r  o t h e r  problem 
under study. 

6. I n  order  t h a t  t h e  a n t i c i p a t e d  r e s u l t s  w i l l  j u s t i f . /  doing t h e  experiment, 

7. The experiment shculd be so conducted a s  t o  avoid a l l  unnecessar l  
phys ica l  and  mental s u f f e r i n g  and in jury .  

b e l i e v e  t h a t  dea th  o r  d i s a b l i n g  injury w i l l  occur. 

by t h o  h m a n l t a r l a n  luportatnco of  t h o  p r o b l m  to br w l v s d  by tho exporirnmt. 

The oxporiment should be conducted only by s c i e n t i f i c a l l y  q u a l i f i e d  
persons  ( i n c l u d i n g  an adoquatoly t r a i n e d  phys ic ian)  who s h a l l  bo roquired to 
oxerc iso  t h o  highos t  degroo o f  s k i l l  and c a m  throughout t h o  experiment. 
p e t o n t  consul tan t8  should bo a v a i l a b l e  on s h o r t  n o t i c o  in t h i s  connoction. 

8. No experiment should bo conducted where t h e r e  i s  a p r i o r  reason t o  

9. Tho dogroo o f  r i r k  to t h o  v o l u n t r o r  should n w o r  exceod t h a t  do t rmined  

10. 

Corn- 



.. 

ions should bo made and adoqJatr  f a c i l i t i e s  provided 
subjec t  a g a i n s t  oven renote  p o s s i b i l i t i o s  o f  injury, 
rrcludra h o s p i t a l i z a t i o n  and medical t r ra tment  a s  may 

Tine human voluntciar s u b j e c t  should b r  a t  l l b o r t j  t o  b r i n g  t h o  rxper i -  12. 
ment t o  aP end i f  he f e e l s  t h a t  I t  is inpossible f ? r  tiin t o  cont inue under t h e  

13. The s c i e n t i s t  or physician i n  charge must be prepared to t e n n i n a t e  the  
experiment a t  any s t a g e ,  if  he ha; p r o t a b l e  cause t o  b e l i a > e ,  i n  t h e  e x e r c i s e  
o f  t h e  g3od f a i t h ,  & p e r l o r  sk!li and c a r e f u l  judgmrmt rowired of him t h a t  a 
c o n t i n u a t i m  of  t h e  ex;:ariment i s  l i k e l y  to r e s u l t  in I n j u r y ,  d i s a b i l i t y ,  o r  
dea th  to *he experimental subject .  

Es taSl i thed  p0l ic :y  ; ; . x h i b i t s  t h e  use of  prisoners cf war i n  human 

& a n t s  used i n  r e m a r c h  nust have t h e  fol lowing l i m i t i n g  c h a r a c t e r i s t i c s ;  

a. C o n t r o l l a b l e  l e t h a l i t y  

b. No r r r i o u s  c h r o n i c i t y  a n t i c i p a t e d  

c. E f f e c t i v o  therapy a v a l l a b l r  

d. Adequato background o f  animal rxper immtat ion .  

14. 
s x ~ c r i n e n t a t l o n .  

15. 

They w i l l  not  b r  used under any circumstances. 
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