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Dear D r .  McJougall:  

This  l e t t e r  i s  i n  response  t o  your  l e t t e r  of May 3,  1966 
r e g a r d i n g  t h e  Surgeon Genepal l s  memorandum of February 8 ,  1966 
concerning c l i n i c a l  i n v e s t i g a t i o n s  . involving human be ings .  

The ;Pac i f ic  Morchwest Ressp>ch- z-%gnd&Lon has  named a 
comqi t tee  t o  review each a p 2 l i c a S b n  f o r  Pub l i c  Heal th  
Serv ice  funds  and o t h e r  f u n d s  i c v o l v i n g  human s u b j e c t s .  
cornnitcee membeis a l s o  se-ve and 'nave served as members of 
t h e  Medical 6oara of the 2 a c i f i c  Northwest Research Foundation. 
This  Board, among o t h e r  d u t i e s ,  has  t h e  f u n c t i o n  of rev iewing  
each r e s e a r c h  c ~ r a n t  a p p l i c a t i o n  from any P a c i f i c  Noxhwest  
Research Foundacion i n v e s c i g a t o r  t o  any g r a n t i n g  agency. The 
rnenbers t h e r e f  o r e  a r e  thoroughly  f a m i l i a r  with t h e  p r i n c i p a l  
investigators of izhe Foundation and t h e i r  i n v e s t i g a c i o n s .  

members i n c l u d e  prl ,-xil ;al  i n v e s t i g a t o r s  i n  che  f i e l d s  of 
surgezy ,  incerna: n e c i c i n e ,  o $ ~ t h ~ l ~ o l o g y ,  and pa thology,  t h e  
E r e c t o r  of che Swedish Hospiyal  (a  su rgeon) ,  t h e  iiead of t h e  
Div is ion  of Parhology cf t h e  Swedish H o s p i t a l ,  t h e  Director of 
t h e  TLtmor Ins t i t u i ze  (a r a d i o l o g i s t ) .  The two e x - o f f i c i o  
members a r e  t h e  P r E s k e r A z  of che  Board of Truscees  of t h e  
P a c i f i c  Norchwest Ressazc:-. Fomda t ion  ( a  surgeon)  and t h e  
Business  Manage-r of t h e  'cmdacion.  

The committee convened on May 9, 1966 t o  review The rr.et'nods 
involved t o  a s s u r e  che  r i g h t s  ar.d we l fa re  of human s u b j e c t s  
involved i n  D r .  Ca r l  G .  E e l l e r ' s  r e s e a r c h  p r o j e c t s  (inc1udir.g 
3R01 Hi3 00804-0381 and AEC AT(45-3)-1780). 

The 

T'nere a r e  eig?-.c members, and two e x - o f f i c i o  members. The 
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The corrmitYee determined t h a t  Dr. i d e l l e r r s  r e s e a r c h  
' s u b j e c t s ,  w 3 0  a r e  i r s z t e s  a t  t h e  Oxgon S t a t e  P e n i t e n i i a r y ,  

VOlL2teeT to p . r c i c i p a t e  i n  h i s  r e s e a r c h  program. 
once a p s a r e r z  t h a t  ''iiiforr!xkI cozsent:7,  i n  a g e n e r a l  serise, was 
a l r e a d y  Lrtvolved b e f o r e  any s u h j  ~ c t  was interviewed by 92. 
Helle-r. 
prograrn has Deeil ii. operation by ih. Hel l e r  a t  t h e  Oregon % a t e  
? e n i t e n t i m y  s i n c e  1956 and -2he i,nmates a r e  well informed by 
f e l i o w  inma?es r e g a r d i n g  t h e  SeiTeral procedures  concerned 

c o l l e c c i n g  serninal samTles, c o l l e c c i n g  u r i n e s  f o r  'nom0-e 
s t u d l e s ,  s u b n i ~ ~ i n g  to t e s c i c c l a r  b i o p s i e s ,  r e c e i v i n 5  r.ed:cz:tion 
o r a l l y  GT by injection, and having vasectomies i f  they  have 
Teceived i n t z a : s s c < c c l a  iu>e;i.ng doses of ~ h y m i d : n e - r ~  or 
exposcre of t h e  s c r o t m  t o  ionizi9.g r a d i a t i o n ) .  The i n n a t e s  
a-e not  wged to ap2iy t o  p a r t i c i p a t e  i n  t h e  proparn  by zr.yone. 
They ag?iy by s u b x i t t i i q  m ? : I x e r v i e w  Iiequeskfi d i r e c t e 6  t o  
e i t h e r  ';.he :<ospi ta l  Adrninistmto- o r  to Dr. Ee i le r .  Only oRe i n  
eight a?plicar,-c,-s i s  ad? '+tec t l  l. c t o  :he pogram. The v o i m t e e r s  a-'?e 
c a r e f u l l y  ScTeefiec? a s  Yo t:-!zir p a s t  medical h i s t o r y  and x e d i c a i  

the progrm c o d d  be judged t o  be d e l e t e r i o u s  t o  a n  inKate i n  any 
way, he i s  refused. 
l abe led  ':Catholic:: OF. h i s  Z o s p i t a l  c h a r t ,  he  i s  r e fused  adrnission 
t o  t h e  progpam because he would be asked t o  submit masturbated 
semen s a p l e s .  i f  h e . d e n i e s  being C a t h o l i c ,  he i s  r e f e r r e d  t o  t h e  
Ca-iholic C ' h 2 k i n .  ~f t h e  p r i e s t  d e c i d e s  he i s  n o t ,  indeed ,  a 
bap t i zed  Cschoi ic ,  he writes a i e t t e r  so s t a t i n g  and t h e  
Gpplicant  r e a g p l i e s .  

I 

It was a t  

r l  l h i s  has  evoivec becacse t h e  same g e n e r a l  r e s e a r c h  

s?atils, t2i.ei-r emotior,al stscus 6;nd r h e i r  r e l i g i o u s  status. ir - r  

For i n s t c n c e ,  if h i s  r e , l i g i o u s  s ta tc ls  i s  

- 

i f  t h e  c>? l i canc  wis?es t o  be vasectomized, he signs ap. 
"Ap2licozior. f o r  S t e r i l i z z c i o n "  . A t  -chis j u n c t u r e  he ( a f t e r  
sat isfyi i . lg  Dr. Heller :?e :?as a v d i d  reason for t h i s  d e s i r e )  i s  
r e f e r - e a  t o  c psyc?, iocr isc  for an o S j e c t i v e  review of his f e e l i n g s  
and f o r  t h e  o p i 9 i o z  of -cne ?syci-LiaCrist as  t o  whether t h e  s u b j e c t ' s  
e g o - s t r u c t u r e  can haindle becomi?g s c e r i l e .  I f  The inmate d e c i d e s ,  o r  
t h e  p s y c h i a t r i s t  d e c i d e s ,  :?s-z vasectomy i s  n o t  i n  h i s  b e s t  i n t e r e s t s ,  
t h e  applicant has  t h e  o p t i o n  of choosing a program i n  which vasectomy 
i s  r.ot n e c e s s a r y .  

- 

IO0  182.1,  
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The comrnixee concluded: 

1 1. The r igh ts  and wel,"are 02 che r e s e a r c h  cand ida te s  
are  a s s u r e d .  T're s u b j e c t  i s  zot s o i i c i t e c  20 p a r t i c i p a t e  i n  
:;?Et prGgrZi .7  si;? submits an a p p i i c a t i o n  with t h e  knowledge and 
apymvai  of Che a u t h o r i t i e s  a t  t h e  i n s t i t u t i o n  ana of i t s  
p h y s i c i a n s .  When Rev? drixjs a r e  u n d w  i n v e s t i g a t i o n ,  r e2ea ted  
obse rvz t ions  ap? made r e l a t i v e  t o  reinal,  h e p a t i c ,  hema topo ie t i c ,  
e t c .  f m c t i o n s  by apply ing  a p y o p r i a t e  t e s t s .  
?s t i re  ?TOT. t h e  pTogTan fc-r any r ezson  whazsoever, ana t;s any 
t i n e ,  w i thou t  p e n a l t y  (othe-r timn wizhholding a bonus t 3 a t  i s  
pa id  a t  t h 2  s a t i s f a c t o r y  corn2ieEion of Li?e exper iment ) .  

2 .  The ze thods  used t o  secu-re i n f o x e c !  consent  aye 
apppo?riaCe and c o q r e h e n s i v e  Z n  that docurrents p e r t i n e n t  co 
v a r i o u s  aspects of t h e  research, m u s t  be  sicrned before a w i t n e s s .  

A subject may 

- 
p r i o r  t o  accepcance t o . a n y  p ; ; r t i cu l a r  stage of t h e  progran .  
These f o r m  i n c l a d e :  

a .  -3.29licaCion io p a r t i c i p a c e ,  (one of eight i s  

b. 
c .  .Zeques t  f o r  s t z r i l i z a t i o n  (having been g iven  

d .  

e .  Conmact between inmate and 0-r. Heller ( o u t l i n i n g  

- L . 

Risks a re  n e g l i @ l e  and t 3 e  inaivFdua1 i s  made f u l l y  

accep ted .  ) 
P o o f  of ap,zoval from h i s  re l ig ious  a d v i s o r .  

fuli knowledge of its e f f e c t s ) .  
%ques t  for v~seckomy (sccoz-+anied by s i g n a t u r e  
02 'she wife i f  i n d i v i d u a l  i s  mamied) .  

so.xe 02 t h e  o b l i s a t i o n s  of each ) .  

d-rucj i s  b e b g  a 2 p i i e d ) .  
3 .  

awa?e of any such possibility of r i s k .  
w i l l  be documented i n  pub i i cae ions  and i n  t h e  p r o g r e s s  -report  of 
t h i s  i n v e s t i g a e i o n .  These e x p s r i x e n t s  have been conducted s i n c e  
1956 and the s t a f f  phys i c i an  a: t h e  i n s t i t m i o n  h a s  a s s i s t e d  i n  
t h i s  progrcm wi th  knowledge and approval  of t h e ' a u t h o r i t i e s  cf t h e  

P.cknowledger~ent form ( i n d i c a e i n g  an i n v e s t i g a t i o n a l  

S e n e f i c s  have been and 

- P e n i t e n t i a r y .  

The corr,nircee voted unanimcusly t h a t  D r .  Heller had conpl ied  
w i t h  t h e  Surgeon G m e r a 1 7 s  memorandum of February 8 ,  1966 i n  a l l  
r e s p e c t s  (ana indeed long  before t h e  memorandum was i s s u e d ) .  



.- . ,P. 
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Examples of t h e  conp le t sd  forms w i l l  be g l a d l y  submit ted 
upon r e q u e s t .  

R e s p e c t f u l l y  Submitted,  
I--. 

W i l l i a m  B. Huechinson, M.D. 
P r e s i d e n t  

. .  C '  

I . , . : 1 ,*: : &-- - 
\ .  - 

;ose;?h E.  Primeau, 
Business  Manager / 8 s  P I /  

i 
\ \. I :. 

1 . 8  ~ - 
- , / '  

Car l  G .  Helle-, M . D . ,  Ph.D. 
Head, D iv i s ion  of Reproduct ive 

Pny s i o  logy 

cc :  I Paul  Hensh~cv, R7.D. , Div i s ion  of Siolcgy and Medicine,  
AE2 WashLiq-ton , D. C .  

P.EC, Richland , Washington 
Mrs. Ne11 Warner F r a s e r ;  OperaZions O f f i c e ,  

C. T. Gladden , Warden, Oregon S m t e  P e n i t e n t i a r y  
Danie l  D i Iacon i ,  M . D . ,  Cc;-.sulTsant t o  AT (45-3)1780 and 

I-ID 00804-0381 --.. 
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