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One of t h e  l c r g e s t  l i v e d  experimental  programs involv ing  t h e  

use cf p r i son  inznate volunteers  i n  s t u d i e s  on r ep roauc t ive  physiology 

has j u c t  been terrzinated.  Te rc ina t ion  occurred because of t h e  p h y s i c a l  

d i s a b i l i t y  of t h e  p r i n c i p a l  i n v e s t i g a t o r  and t h e  subsequent d e c i s i o n  of 

t h e  s t a t e  o f f i c i a l s  to c i5ccn t inue  a l l  r e sea rch  p r o j e c t s  i n  s t a t e  

i n s t i t u t i c n s .  lTie experiments ,  s u c c e s s f u l l y  c a r r i e d  on from 1956 t o  

1973,  invol\:ed t h e  study of t h e  ncrrral male reproduct ive  syEtem and 

how i t  i s  a f f e c t e d  by excsenousiy adminis te red  a g e n t s .  

of an agent  which r m u l d  a l lc fx  i n f e r t i l e  men t o  become f e r t i l e  and t h e  

The development 

* development of male ccr.:race;tive agen t s  were s p e c i f i c  aims. These 
( 1 - 4 3 )  

s t u d i e s  were ccntinilcas f c r  t h e  17-year per iod  . During the  

l a E t  t e n  yea r s  an aad i t i c .na l  Goal was added; t h a t  of determining t h e  

e f f e c t  of graded doses cf i o n i z i n z  r a d i a t i c n  on t h e  f u n c t i o n  of t h e  

human t e s t i s "  
( 16, 10: 23, ,27, 31, 35, ET 41 ) 

This p r o j e c t  !x;z? p r i m  t o  c l o s e  s c r u t i n y  of human v o l u n t e e r  

procedure$.  The d e v e l q n e n t  of governmental g u i d e l i n e s  caused many 

changes i n  the  p r o t e c t i o n s  a f forded  t h e  vo lun tee r s  throughout t h e  

experimental  programs. 

The a d m i n i s t r a t i v e  and e t h i c a l  conEidera t ions  of t h i 5  e n t i r e  

program were c o n t r o v e r s i a l  and complex. 

s u c c e s s f u l  from t h e  viewpoints of both t h e  vo lun tee r s  and i n v e s t i g a t o r s ,  

Because it  was highly  

we a r e .  documenting t h e  h i s t o r y  of t h e  program and t h e  a d m i n i s t r a t i v e  

d e t a i l s  of how it  was r u n  a t  i t s  concluEion. We hope t h a t  it w i l l  be a 

.., '' A s e r i e s  of papers a r i z i n g  from t h e  completed r a d i a t i o n  experiments  
t~ currently i n  p repa ra t ion .  
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u s e f u l  exargple t o  o t h e r s  who a r e  working or want t o  work i n  t h e  

s e n s i t i v e  ye; ind ispensable  a r e a  cf hunan r e sea rch .  

H I  STCRS 

EstaLlisl-,i::ent zf t h e  Program ---- 
Pr io r  t o  i n i t i z l t i o n  of experimental  work many b a r r i e r s  had 

t o  be overccne.  

worth of t h e  prograir., a n d ,  i n  a seminar, p r e s e n t i n g  d e t a i l s  of t h e  

proposed s tudy  a d  i t s  goal: t o  t h e  p r i son  supe r in t enden t .  

w r i t t e n  p rospec tus  \:as dravn up and aga in  eipproved by t h e  phys ic i an  and 

s u p e r i n t e n d e n t .  

These included convincing t h e  p r i s o n  phys ic ian  of t h e  

L a t e r  a 

The su2er in tendent  then  expla ined  t h e  pro jec t  t o  the  

s t a t e  governor  and the  S:ate bcard cf Control .  

from each Subsequentl;: 125 inmates vzlunteered t o  l i s t e n  t o  a 

Approval was obta ined  

d i s c u s s i o n  of t h e  F r c j e c t .  

about h a l f ,  and 25 .Y:EF? ul t i rza te ly  accepted i n t o  t h e  program. 

Cf t h e s e ,  p r i s o n  a u t h o r i t i e s  e l imina ted  

The w r i t t e n  prc-cpectxs an3 t h e  l a t e r  d i s c u s s i o n  with inmate 

v o l u n t e e r s  included k t h  t h e  purpoEe and t h e  p l a n  of t he  proposed 

endocr i n o l c z i c a l  in:*e:; i a a t  ion i n  great d e t a i l .  B r i e f l y  , the  purpose 

was expla ined  a s  being '' t o  determine t h e  e f f e c t  9f s e v e r a l  ............ 
hormonal p r e p a r a t i o n s  upon reproduct ion  i n  t h e  human ma1e.l' 

was t h a t  " s e v e r a l  o b s e r v a t i o n s ' w i l l  be made on each sub jec t  be fo re  

t h e  p r e p a r a t i o n  i s  admin i s t e red ,  a t  i nve rva l s  d u r i n g ,  and a f t e r  t h e  

p r e p a r a t i o n  has  been d i s c o r t i n u e d .  T1 

g r e a t  d e t a i l ,  included seminal  f l u i d  examinat i on ,  u r ina ry  s t u d i e s  

( gonadot ropins ,  17 -ke tos t e ro idc ,  e s t rogens  and pregnanedio l  ), and 

The plan 

The obse rva t ions ,  a l s o  exp la ined  i n  
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t e s t i c u l a r  b iops i e s .  "?-,e exac t  s u r g i c a l  procedure used i n  o b t a i n i n g  

the  t e s t i c u l a r  b i c p s y  inc luding  r ecupe ra t ive  procedures  were l i s t e d .  

The nethed of dri:? Zdn-Lnistration ( i . e . ,  f requency ,  dosage and 

a d a i n i s t r a t i o n  r o u t e  ) and p o s s i b l e  r e s u l t a n t  e f f e c t s  ( i n f e r t i l i t y ,  

impotency, e t c .  ) v;ere descr ibed .  

The quez t icn  cf Fa;.::t.nt t o  vo lun tee r s  remained u n s e t t l e d  f o r  some 

time a f t e r  t h e  e x y e r i w f i t a l  ppcgram was underway. Questions were 

r a i s e d  a s  t c  the  pc:,pc!-.zlegical irnpact of payment and a s  t o  what 

c o n s t i t u t e d  f a i r  pti>*a-=.nt i . : i thout t i n f a i r  inducement t o  p a r t i c i p a t e .  

was f i n a l l y  de r ide5  th.ot c Fzymnt  of $5.00 pe r  month and $10.00 p e r  

biopsy could be rrade. I-iialf cf t he  money was he ld  i n  t h e  v o l u n t e e r s '  

It 

savings  account s 

It should be r,cte< t t I ;a t  a t  t h i s  e a r l y  d a t e  ( 1956 ) funding 

agencies  placed ns r e s t r i c t i c n s  on hcd s t u d i e s  invo lv ing  p a r t i c i p a t i o n  

by hunar, vclur,tee-s v:cr'~ c a r r i e d  out"::'. 

more d i f f i c u l t  t o  tecc- rc -   ET^ accepted vo lun tee r  f o r  t h i s  program than  t o  

Even t h e n ,  however, i t  was much 

d i scon t inue  p a r t i c i p a t i c n .  A l l  t h a t  was necessary  t o  d i s c o n t i n u e  was t o  

d e c l a r e  i n t e n t .  Tc k c m e  involved i n i t i a l l y  t h e  p r i zon  a d m i n i s t r a t i o n  

and ho.cpi ta1 s t a f f  had t c  approve. I n  a d d i t i o n  t h e  h e a l t h  of t h e  

vo lun tee r  had t o  De very good and they  had t o  be r e p r o d u c t i v e l y  "normal". - = 
cp 

VI 
F 
c 

, Declara t ion  (44)  <: 9: O u r  e a r l y  g u ' d e l i n e s  were based on The Nuremberg Code 
of Hels inki .  I 4 j )  
Human Subjec ts  (467, and,  a s  they  were developed t h e  p o l i c i e s  . 
incorpora ted  i n t o  The I n c t i t u t i o n a l  Guide t o  DHEW Pol icy  on 
F'rotection of Human Subjec ts  (47). 

3 d a l u s  : E t h i c a l  Aspects of Experimentat ion wi th  
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Subsec;.icnt r e n a s m e n t  of t h e  exper i n e n t a l  procedures and 

g u i d e l i n e s  f o r  vcl inteer  p a r t i c i p a t i o n  were worked out  as  t h e  program 

developed. 

and t o  o b t a i n  t h e  g r e 6 t e s t  arrtount of s c i e n t i f i c  da t a  from each 

experiment .  

each v c l u n t e e r ,  t h e  n c r e  j u c t i f i a b l e  h i s  p a r t i c i p a t i c n  became and t h e  

l e s s  chance t k a t  a2<’ t ; cna l  experirz.ents would have t o  be done f o r  each 

The a i r .  v:as t o  achieve full p r o t e c t i o n  of vo lun tee r  r i g h t s  

It was f e l t  t h a t  t h e  more complete t h e  d a t a  obta ined  ‘from 

p r o j e c t .  

During 1 9 6 2  a ne;.: exper i r ien ta l  d i r e c t i o n  was i n v e s t i g a t e d .  It was 

discovered t h a t  t h e  e f f e c t s  of i o n i z i n g  r a d i a t i o n  on humans were, except  

f o r  t h e  gro5,cest i n i c r r c t i o n ,  unkncwn. Apart from some inadequate  pos t -  

mortem s t u d i e s  c n  J;;;~..:CE c l tmic  bcnb v i c t ims  and a few i s o l a t e d  case  

h i s t o r i e s  from nucie;:- a c c i d e n t s ,  no a c c u r a t e  information was a v a i a b l e  

on t h e  a c t u a l  reGc:icr$ e!-i6 acse  response of t h e  human t o  r e l a t i v e l y  low 

dose r a d i a t i o n  exFo5ur.e ( € - 600r ). I n  f a c t ,  r a d i a t i o n  s a f e t y  limits 

were based on anitxi1 66:s. Ext rapo la t ing  c o l l e c t e d  informat ion  from one 

spec ie s  t o  af ic ther :  :.:r.-~le o f t e n  rewarding,  f a i l s  c s  of t en  t o  be e i t h e r  

a p p l i c a b l e  o r  accc race .  

p r e c i s e  na tu re  cf i r r a j i a t i o n  changes produced i n  man and t h e  d u r a t i o n  

. .  

It was f e l t  t h a t  t o  ga in  knowledge of t h e  

of an e f f e c t  from any dosage admin i s t e red ,  on ly  man could s e r v e  a s  t h e  

experimental  s u b j e c t .  Since r a d i a t i o n  exposure i s  a f a c t  of l i f e ,  

knowing t h e  e f f e c t  and du ra t ion  of a s p e c i f i c  r a d i a t i o n  dosage e f f e c t  on 

man might w e l l  d i s p e l 1  many of t h e  u n c e r t a i n t i e s  and consequent ly  the  

f e a r s  t h a t  surround r a d i a t i o n  exposure.  It was decided t h a t  t h e  sooner 
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t h i s  hc:.:ledge ::3s Gc:c?r.:,ined t h e  socner i t  would be a v a i l a b l e  t o  t h e  

s c i e n t i f i c  and r e e i c g l  P I c i e i s i o n s  and t h e  community a t  l a r g e .  

Once the d e c i s i o n  t o  do t h i s  r e s e z r c h  was reached,  c a r e f u l  

cons ide ra t io r .  W G Z  gi:*en a r  t o  hcw t o  proceed. 

g i v m  a s  t o  why t h e  t e z t i s  should have ps l r t i cu la r  a t t e n t i o n  a s  f a r  as 

r a d i a t i o n  r e see rch  r.:as ccncerned. Theze included t h e  f a c t  t h a t  t h e  

Severa l  reasons  were 

serninif erouc 

organs.  The 

e x t e r n a l  and 

i z o l a t e d  and 

S ince  a 

p e n i t e n t i a r y  

e p i t h r - l i u r  &;?eared t o  be one of t h e  most r a d i o - s e n s i t i v e  

huc,~:: t e s t ’ s  i s  zn i n t e r n a l  organ which happens t o  be 

t h e r e f c r e  i s  a l s o  cne cf t h e  very few organs which could be 

exFcse2 t c  r o e i s t i o n  without exposing t h e  r e s t  of t h e  body. 

p c c l  f r r  ..:?,kk v c l m t e e r s  night come was a v a i l a b l e ,  t h e  

prc?rc:. ;a:: r ccnzidered as  t h e  source of exper imenta l  

m a t e r i a l .  

w i t h  t h e  var ieuz  inrazcz t c  a sce - t a in  t h e i r  r e a c t i c n  and it  was found 

t h a t  t hey  were,  i n  f a c t ,  i r . t e r e s t ed  i n  p a r t i c i p a t i n g  i n  such a program. 

When t o l d  t h a t  cn ly  t h r c e  nen having or  wishing t o  be vasectomized 

would be accepted ( t o  avc id  any p o z s i b i l i t y  of contaminat ing t h e  general 

Af te r  ap~rc~.* :1  c i  t h e  p r i s m  a u t h o r i t e s ,  d i s c u s s i o n  was he ld  

popu la t ion  with i r r a j i a t  ion-induced mutants ) t h e  men became even more 

i n t e r e s t e d ,  regard inq  t h e  f r e e  vasectomy as  a b e n e f i t .  

t o  be solved was t h a t  cf proLJiding a r a d i a t i o n  dev ice  which would g i v e  

uniform exposure t o  t h e  t e s t i s  without causing s k i n  burn or exposure of 

The nex t  problem 

t h e  r e s t  of t h e  body. 

b u i l t .  

t empera ture  water .  

A l ead - l ined  box con ta in ing  two X-ray t u b e s  was 

Between t h e  tubes  a small  p l e x i g l a s s  box was f i l l e d  wi th  s c r o t a l  

A man l y i n g  ac ross  t h e  box lowered h i s  tes tes  i n t o  

l U b b 5 4 b  
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t he  water .  Unifcrr: dcce: of r a 2 i z t i o n  were achieved by r a d i a t i n g  from 

t o o  d i r e c t i c n z  t o  allc;-: a hcccgenegus dozage. t!ith t h i s  equipment 

exposure t o  graded  doze: cf i c n i z i n g  r a d i a t i o n  was r e s t r i c t e d  t o  t h e  

scrotum and c c n t e n t s .  The accuracy of d e l i v e r y  of t h i s  X-ray dev ice  

was confirmed ucing F l t j*S ica l  and b i o l o z i c a l  dosimetry by i m p a r t i a l  

r a d f a t i o n  e x p e r t s .  

It xac a t  t h i z  t i r E  ( 19i3 ) t h a t  a r e sea rch  proposa l  was w r i t t e n  

and e x p e r i n e n t a t i c n  i : ; i t i a t ed .  I n  o rde r  t o  monitor exper imenta l  

a c t i v i t i e z  and Frcvicle pi::;crti:e f cy unusual problems, advizory  

committees were selecteed and r r .eet ings were held. Discussion a t  t h e  f i r s t  

meeting i n  Ncverber of 1?63 cen te red  arcund t h e  proper  hand l ing  of t h e  

vo lun tee r s .  

December 1967 ~ e r e  FTiT-:?'i:'.' EC d i scus5  ve r ious  a s p e c t s  of t h e  ,work being 

Subseqxn :  m e t  In?;. 5n December 1965, I4arch 1967 and 
. -  

done. 

medical  e x p e r t s .  

g i v i n g  permission f c -  chi: F r c j e c t  and pe r sona l ly  v i s i t e d  t h e  p e n i t e n t i a r y  

Each con;:i:tee ::'L:: - -  , . i a C ~  up cf n a t i c n a l l y  prominent s c i e n t i f i c  and 

Ti:.; Z i ~ s :  c c x i i t t e e  s p e c i f i c a l l y  po l l ed  o f f i c i a l s  

t o  e v a l u a t e  the  knc:..:Lec:?c and consent  of t h e  inmate vo lun tee r s .  

Between 1963 and 1 9 7 1 ,  74 i r r a d i a t i c n s  were performed a t  doses  ranging 

from 8 t o  603r. Twelve Ten had been vasectomized p r i o r  t o  imprisonment. 

The o t h e r  62  men were vasectonized pr ior  t o  r e l e a s e  from priEon or when 

t h e  program te rmina ted .  

vase'ctopy escapees .  

p a r t i c i p a t e  i n  t h e  hormme a d m i n i s t r a t i o n  program i w t e a d  of t h e  r a d i a t i o n  

1Jone r e fused  vasectomy, nor  where t h e r e  any pre- 

A l l  vo lun tee r s  were offered an oppor tun i ty  t o  

program. 

DOEIHQ 
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Since t h e  c e z s a t i c n  cf Re;; i r r a d i a t i c n s  i n  1971 t h i s  program has 

been ~ l o v l y  phasing os; ~s t he  vo lun tee r s  rega in  app6rent  r ep roduc t ive  

system norna lcy .  

~ r ~ ~ z ~ ~  2:s-c terrninatecj d u e  t o  i ncapac i ty  of t h e  p r i n c i p a l  i n v e s t i g a t o r  

and  Eubsequent s t a t e  re -eva lKat icn  of c o r r e c t i o n a l  i n s t i t u t i o n a l  

A: of 1973, hcwever,  t h e  en t i r e  p r i son  experimental  

involvenent  i n  experimenta 1 p r o g r a m .  

PROjE C T O2G A ! ,'i %A TI C: ,' 

During t h e  dsJra:icr, cf e x F e r i r e n t a t i o n  w i t h i n  t he  p r i s o n ,  the 

inmates became v:eil i r i : c x ~ d :  bjl word of mouth, and/or observa t ion ,  on 

most d e t a i l s  cf the  ex;.Eri.;;,zr,ta1 techniques.  

procedure fcr an)' TTGTI v:antir,rJ ts  jGin t h e  r e sea rch  program: 

The fol lowing was r o u t i n e  

1. The rzr1 heard.  about t h e  p r o j e c t  from o t h e r  inmate 

v o l u n t e e r s ,  o r  nss; U Z s S L l j T ,  h i s  c e l l  mate, o r  as a r e s u l t  of t h e  f a c t  

t h a t  he hagpened t c  Le a k ,osp i t a l  worker. 

2. He su>-. i t ted an in t e rv i ew reques t  t o  t h e  i n v e s t i g a t i n g  

p h y s i c i a n  v i a  t h e  p e n i t e n t i a r y  h o s p i t a l .  Actual  examples a r e :  

Dear S i r :  I v:czld l i k e  t o  t a l k  wi th  you a s  soon as possible 
* 

about  g e t t i n g  on t h e  bicpsy program. I have heard a l o t  about  i t ,  and I 

t h i n k  I w ou I d  l i k e  t o  s i g n  up for i t .  Thank lt  you. 

'' I r e q u e s t  t o  be interviewed i n  regards  t o  ycur  r e sea rch  

program. I . a m  p a r t i c u l a r l y  i n t e r e s t e d  i n  being s t e r i l i z e d .  Thank you." 

'I I r e q u e s t  t o  f i n d  ou t  what a biopsy i s  a s  I may be i n t e r e s t e d . "  
1 

f O b b 5 4 8  
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'I I requezt  tc  t a l k  t o  you aSout t he  biopsy program. I want 

t o  k n c i  what the)> dr! and sc cn. I am i n t e r e s t e d  i n  doing  t h i s  but don ' t  

n want t o  g ive  an arm o r  ~ometh ing .  

I' I am doing a l i f e  sentence and due t o  t h e  c i r c u r s t a n c e s  1 

"hark you. 

would l i k e  t o  be.Zccepted i n t o  your r e sea rch  program a s  soon a s  p o s s i b l e .  

I w u l d  a l s o  l i k e  t o  hecme  involved i n  t h e  r a d i a t i o n  progran.  

t h a t  if and when I ge t  c;it I'll be t o o  o ld  t o  s t a r t  ano the r  fami ly ."  

I feel 

" I reques t  t c  2 c i n  ymr research  program, a s  I am most 

i n t e r e s t e d  i n  b i r t h  c c n t r o l .  Respec t fu l ly .  1: 

3. The i n v e s t  i c ~ . t  i ng  phys ic ian  would then  e x p l a i n  t h e  

progran t o  each volunteer  ir,ciiVidaally and answer any q u e s t i o n s ,  upon 

h i s  next  p e n i t e n t i a r y  v i s i t .  

4. I f  a t  t h i :  p c i n t  , no prcblems were encountered and t h e  

Volunteer Wac still in:el-ezted he wa$ placed on t h e  l1 temporary lt 

prozram. 

1. While cn t h e  (I t ecporary  " prcgram t h e  new vo lun tee r  

c o l l e c t e d  seminal f l u i d  once p e r  week and had a p h y s i c a l  examination. If 

t h e  man had ever  been i d e n t i f i e d  as Ca tho l i c  he was no t  accepted even on 

t h e  'I temporary 

p r i e s t .  

accepted onto  t h e  program. 

Catholic re turned  f o r  f u r t h e r  in te rv iews:  

prcgram u n t i l  'he 'had d i scussed  t h e  ma t t e r  wi th  a 

I f  t h e  p r i e s t  a f f i rmed t h a t  t h e  man was not  a Ca tho l i c  he was 

Afte r  d i scuss ion  wi th  a p r i e s t  no t r u e  

Examples of w r i t t e n  

s ta tements  from the  pr ies t  t o  t h e  i n v e s t i g a t i n g  phys ic i an  a r e  as 

fo l lows  : 

I O b b 5 4 Q  
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. 
l1 . . . . . . . . . . . . . . . . . .  would l i k e  t o  have h i s  r e l i g i o u s  p re fe rence  

changed from C a t h o l i c  t o  t h a t  of No Rel ig ious  P re fe rence . "  

'I Please Le infcrmed t h a t  ................. i s  not a Baptized 

Cathol ic .  

had a t tended  CGtechisn f c r  a s h o r t  while and had a t tended  Nass on 

var ious  o c c a s i c n s ,  an5 a t  t h a t  t i r . e  he wanted t o  t ake  Correspondence 

Courses ccncerning the  Ceitholic f a i t h .  

Baptized cr Coxf i r r e< :  and s i n c e  he i s  a Cathol ic  By P re fe rence ,  he can 

chanse h i s  f s i t h  a t  ZRj '  tize, i;nd will nc t  be recognized by the  Ca tho l i c  

Church u n t i l  he 1s ? . ~ j ~ , : ; ' . z ~ d  ~ r d  Confirmed. 

i n  your r e s e a r c h  k;,c:::-:.: :?,at he i s  not a Ca tho l i c .  

has been changed i n  ti-.:-: c f f i c e  from ( 2 .  C a t h . )  t o  (iio P re fe rence ) .  

Upon be-ing a3r . i t t ed  t o  t h i s  i n s t i t u t i o n ,  he s t a t e d  t h a t  he 

However, he has  not been 

Therefore  you may proceed 

H i $  card i n d i c a t i o n  

. Thank you. '' 
One no te  shcy72  k . ~ .  r i d e  h e r e .  A t  t h e  time an i n n a t e  enters t h e  

p e n i t e n t i a r y  he ha: tc  tat^ a religious pre fe rence .  

P r o t e s t a n t  or C s t h r L i c .  

His choice is 

T?IE purpose f o r  t h i s  is not e n t i r e l y  r e l i g i o u s  

as it o f f e r s  t h e  ir.:,ate sozecne t o  i n t e rvene  f o r  him and someone who is 

not a If cop I'  v i t h  s:hcr. he can t a l k .  

r u r p r i s i n g  t o  f i n3  nar,j., ?' changing" t h e i r  r e l i g i o u s  p re fe rence  when 

inconvenienced. 

Therefore it is not a t  a l l  

2. A t  t h e  end  of one month ( or t h r e e  seminal  f l u i d  

specimens ) t h e  i n v e s t i g a t i n g  phys ic i an  aga in  t a l k e d  t o  t h e  man. 

sperm counts  were normal,  t h e  Eeminal f l u i d  was of normal volume and 

consis tency ( o c c a s i o n a l l y  a man was not  accepted because h i s  semen was 

t o o  t h i c k  t o  count ) ,  h i s  h e a l t h  was good, he followed d i r e c t i o n s  and 

If the 

t O b b 5 5 0  
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caused KO FrcSle;;,,c ( d i c c i p l i n z r y  cr medical ) t o  t h e  h o s p i t a l  s t a f f ,  

an3 he s t i l l  wlsk$e3 t c  t e  on the program, he was accepted o n t o  t h e  

'I c o n t r o l  'I Frogran.  Only  about one oi:t of every t e n  men was accepted  

a t  t h i s  p o i n t .  

3. D u r i n g  t h e  t h r e e -  t o  zix-month c o n t r o l  p e r i o d ,  plasma 

saanples were c o l l e c t e d  c i x  t imes ,  seminal f l u i d  was c o l l e c t e d  once 

weekly and CZE t e5 t i c ; l c ; -  bici;sy scheduled. 

a consent fcrs waz e:-.;.L~-ir~e5 and  s igned.  It read a s  follows: 

P r i o r  t o  any c o l l e c t i o n s ,  

1, acknowledge t h a t  

1~~ i r i f c r m d  me t h a t  I may submit masturbated 

seminal  sar;.,ples, blcc5 s e q l e z ,  u r i n e  sanples  and t e s t i c u l a r  t i s s u e ,  and 
. .  I hereby concent t c  F-~.:-~:-.,; such samples. 

I have been i r L : x 5 5  t,;!-,at a t e s t i c u l a r  biopzy i s  and t h a t  t h e r e  are 

c e r t a i n  i n h e r e n t  r i c k . ?  ir, sac11 a s u r g i c a l  procedure.  

but a r e  not  1itni:eS t c  ; ; ? i n ,  both a t  t h e  time of surgery  and t h e r e a f t e r ,  

These r i s k s  inc lude  

and I may have i n t e r c a l  bleeding i n t o  t h e  scrotum. I consent  t o  the 

surgery  by a l i c e n s c t  z e d i c a l  d o c t o r .  

The samples a r e  t c  be used i n  a r e sea rch  p r o j e c t  which does n o t  

z p e c i f i c a l l y  b e n e f i t  r e .  I consent  t o  t h e  pu6 l i ca t ion  of t h e  r e s u l t s  of 

t h e  p r o j e c t  with t h e  understanding t h a t  I s h a l l  no t  be p e r s o n a l l y  

ider, t  i f  i ed  . 
I have been given t h e  oppor tuni ty  t o  ask any ques t ions  about t h e  

foregoing  procedure ,  I have been adviEed t h a t  I may withdraw my consent 



Hel l e r  E Rcwley - 12 - 
. .+ 

4 

l1 Tnis 25 yea r  o ld  white  male, f a t h e r  of t h r e e  c h i l d r e n  was 

evaluated t h i s  d a t e  I ’Gr  i n c l u s i o n  i n t o  t h e  . . . . . . . . . . . .  Program. The 

s i t u a t i o n  of vacectcrny and i r r a d i a t i o n  was d i scussed  and he i s  well 

aware of t h e  c i r ccnc tances  and was very r e c e p t i v e  t o  t h e  program. 

w i l l  be recommended f o r  t h i s  program.” 

He 

. . . . . . . . .  was ef ia lua ted  f o r  ........... program. He i s  26 y e a r s  

old and s t i l l  has  thcz?F,ts about  g e t t i n g  married and raising a family.  

i s  a pass ive  deFen2ent perscn who i s  ............. and q u i t e  i n d e c i s i v e  

about t h i s  prcgrarr,. 

procedure: a r e  and a lcng wi th  t h i s  has  poor f o r e s i g h t  and planning.  

Although he is f u l l y  cc-;etent h i s  judgement regard ing  permanent 

He 

Fie has  on ly  vague knowledge about  what t h e s e  

s t e r i l i z a t i o n  is pee? a:id he w i l l  q u i t e  l i k e l y  r e g r e t  it.’’ 

” . . . . . . . . . . . . .  i s  no:.: 3 7  yea r s  o l d ,  had been married and divorced 

t h r e e  time:, has twc i i v iEg  c h i l d r e n  and one grandchi ld .  Although h e  

contemplates marriage a g a i n ,  he has  no d e s i r e  f o r  f u r t h e r  fami ly .  

never  had psych ige r i c  t r e a t n e n t  and shows no s i g n i f i c a n t  emotional  

d i s o r d e r .  Tnere i s  no p s y c h i a t r i c  c o n t r a i n d i c a t i o n  t o  a vasectomy. 

He has 

To avoid any quescion about  i n f luenc ing  t h e i r  d e c i s i o n ,  t h e  

i n v e s t i g a t i n g  Fhysician d i d  no t  pe r sona l ly  d i s c u s s  t h e  Eubjec ts ’  e v a l u a t i o n  

( before or a f t e r  t h e  in t e rv i ew ) with e i t h e r  t h e  p s y c h i a t r i s t  o r  p r i e s t .  

.4.  I f  dur ing  t h e  c o n t r o l  biopsy procedure t h e  vo lun tee r  

c rea t ed  any d i s tu rbance  o r  if any problems a r o s e  fo l lowing  t h e  procedure,  

t h e  i n v e s t i g a t i n g  phys ic ian  d i scussed  t h e  problems wi th  him and decided 

whether he should be dropped from t h e  program. 

I O b b 5 5 2  
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5. A t  t l ie end of tyke c o n t r o l  per iod  ( about s i x  months ) a l l  

a v a i l a b l e  d a t a  v:?re exaTine5 f c r  normalcy ( t e s t i c u l a r  b iopsy ,  hormone 

a n a l y s i s  , qerm cclurct and mcrphology, phys i ca l  cond i t ion  ) and t h e  man’s 

a t t i t u d e  and r e l i s t i l i t y  eva lua ted .  I f  a l l  were f avorab le ,  he was 

considered f o r  a s p e c i f i c  p r c j e c t .  The exact  procedures  and p o t e n t i a l  

risks of t h a t  prcject  v.we explained t o  him i n  g r e a t  d e t a i l  and he was 

allowed t o  decide if tie :-:anted t o  p a r t i c i p a t e  i n  t h a t  p r o j e c t  o r  would 

r a t h e r  be i n  ancc?-1er ZFeci f ic  program. 

6.  

p a r t i c i p a t e ,  the  p r c ; ~ ?  ccnzent:  forms were d iscussed  and s igned .  

D i f f e r e n t  f c r r s  !.:.=.re C F _ C : ~ : - . E ~  f c r  each experiment.  Examples are as 

fo l lows  : 

Cnce a r8an s e l e c t e d  t h e  p r o j e c t  i n  which he wanted t o  

. .  

L’.=.L?. AD:.:i;;iST?3iTIOl.I COIISENT 

I, , have been made aware by 

, t h a t  I am t o  be given in t r amuscu la r  

i n j e c t i o n s  of d a i l y  f o r  a long pe r iod  of time 

( s e v e r a l  months ) .  Tr,e p re sen t  purpose i s  t o  determine whether t h i s  

d rug  a l t e r s  p l az rz  h o r r c i e  l e v e l s  and t o  d i s c c v e r  what e f f e c t  i s  h a s  on 

t h e  t e s t i s  i t s e l f  by examining semen and t e s t i c u l a r  b iops i e s .  I am also 

aware t h a t  while  I an  r e c e i v i n g  t h i s  drug,  many blood and semen samples 

- and s e v e r a l  t e s t i c u l a r  biops.ies w i l l  be r e q u i r e d ,  and I ag ree  t o  supply  
0 them. 
U 
CFI I have been informed t h a t  t h e  samples and information obta ined  from 
UJ 
w me i n  t h i s  s tudy  may be uzed a s  p a r t  of a r e s e a r c h  p r o j e c t  which does  

not  s p e c i f i c a l l y  b e n e f i t  me. I consent t o  t h e  use of t h e  in fo rma t ion  

ob ta ined  i n  t h e  r e s e a r c h  p r o j e c t ,  and t o  t h e  p u b l i c a t i o n  of t h a t  

in format ion  wi th  t h e  understanding t h a t  I s h a l l  no t  be PerSonal ly  

iden  t i f  i e d  . DOEIHQ 
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I have been given the  o2por tuni ty  t o  a sk  any qges t ions  about t h e  

fc regolng  procedure.  I have been advised t h a t  I may withdra:I my 

consent a t  a n y t i r e  and a i s c c n t i n u e  p a r t i c i p a t i o n  i n  t h e  p r o j e c t .  

b! i t ne s s e d  by : 

b i g n a t u r e  S i g n a t u r e  

b a t e  Date 

X-PAY CGi!SENT 

This  qreer i ,ent  m 5 e  t h i s  day of 19 

bet  we en  and 

I hereby agree  t o  s u k i i t  t o  X-ray r a d i a t i o n  exposure of my scrotum 

and t e E t e s .  

blood saxples  p r i o s i c e l l y .  

procedure kno,a:n a s  a t e s t i c u l a r  biopsy,  performed a number of times 

dur ing  t h e  length  cf t h e  experiment. 

I a l s c  a;”” t o  dcnate  u r i n e  samples,  semen samples, and 
. .  I f u r t h e r  agree  t o  s u b m i t ’ t o  a s u r g i c a l  

I have had explair ,e2 t o  me what a t e s t i c u l a r  biopsy i s  and I have 

knowledge of t h i s  Froce2ui’e. 

I hereby agree t o  subni t  t o  a vasectomy ope ra t ion  a t  t h e  completion 

of t h e  experimental  prccedures .  

a t y i n g  off of t h e  co rds .  

procedures’,  a l thcugh such r e s u l t  has not been guaranteed .  

s t e r i l e  person i s  incapable  of parenthood. 

I know t h a t  a vasectomy o p e r a t i m  i s  

I an aware t h a t  s t e r i l i t y  may’ r e s u l t  from these 

I know t h a t  a 

I a l s o  know.that  t h e r e  may be 

some skin  burn from t h e  r a d i a t i o n .  

The na ture  arid purpose of t h e  exper imenta l  p rocedures ,  t h e  r i s k s  

involved and the  p o s s i b i i i t y  of complicat ions have been f u l l y  expla ined  

DOEIHQ 
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It i s  furthe:’ u n d e r s t c o ~  t h a t  t h e  s a i d  procedure2 a r e  t o  be 

perforned a t  
t h e  diz-ection c.: Dr. . He i s  a u t h o r i z e d  

and w i l l  be performed under 

t o  u t i l i z e  i n  t h e  perfcrnar ,ce  of these procedures t h e  s e r v i c e s  of 

physician5 o r  rr.era>ez-s c f  tne  hcrsp i ta l  2 t a f f  t o  t h e  e x t e n t  t h a t  he  deems 

t h e n  q u b i i f i e 5 .  

I hereby z?:?s: :);at c;:1 cf t h e  above s ta tements  I have r ead  and 

t h a t  I f u l l y  un.?en,ctzn< ti;e r e a n i n ?  of t h i s  agreement. 

Signed 

Date 

The f c re5c i r . s  c.;:.c-c.:i’-r.t v:as r e a d ,  d i scussed  and s igned i n  my 
. .  presei;ce an3 i n  Fj’ c ; ;~~ ; . ; ’ ; : .  t ? , e  person 20 s i g n i n g  d i d  so f r e e l y  and with 

Signed 

Date 

Signed 

Date 

-_. - -m F,L<:JL>i FCX STERILIZATION 

Date 

I hereby r e q u e s t  t h a t  I be . s t e r i l i z e d  as  I do not  wish t o  f a t h e r  

c h i l d r e n  i n  t h e  f u t u r e .  

Signed 

I O b b 5 5 5  
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C@:;SE;:T FCR VASECTOKY 

I hereby r.eq:':st ~ n d  s l i t hc r i ze  Irr. and 

whomever he ma;; d.-$iar,ate o r  ass igr ,  t o  perform upon myself t h e  fo l lowing  

procedcre:  a vazectoriy. 

and t h a t  t h e  purpose is t o  produce s t e r i l i z a t i o n .  I know t h a t  permanent 

s t e r i l i t y  \+;ill prchtibl}? r e s u l t  frcm t h i s  ope ra t ion ,  a l though such resul t  

has not been 5uarat;teed. 

I kno.9 t h a t  a vasectomy i s  " ty ing  off t h e  cords':, 

I knew t h a t  a c t e r i l e  person  i s  incapable  of 

parenthocd.  I ha*,!e tee:; f u l l y  infcrmed of t h e  r i s k s  and p o s s i b l e  

ccnsequences invc.i':eci xi .5 t h a t  Enforeseen r e s u l t s  may occur .  

Signed 

Date 

The f c r e g c i n z  c c n c ~ r . t  v:zz ~ € 6 5 ,  discussed and s igned  i n  my presence ,  

and i n  my ~ p i ~ i c n  t h e  perscr. s c  s igning  d i d  so f r e e l y  and w i t h  full 

knowledge ar,d uncier:tan<ir.?. 

Witness 

Date 

( I f  married ) 

I concur and a.jree x i t h  my hudband's wishes t o  be s t e r i l i z e d  and 

g i v e  my consent t o  t h e  22era t ive  procedure.  

Signed 
(Wife) 

Date , 

( I f  not married ) 

I hereby s1:ear t h a t  I do not have a wife .  

Signed 

Date 

I 
DOE/HQ 
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If the  v;ife d id  nc,t ccnEent,  t hose  procedures r e q u i r i n g  vaEectomy 

were not  perfonled.  

7 .  During  t h e  zctgal e x p e r i c e n t a l  program, t h e  man could 

d isccnc inue  tak ing  a drug ,  a t  any t ime without n o t i c e .  

r e f u s e  a t e s t i c u l a r  bicipky a t  any t i n e .  

t h e  p r s j e c t ,  t h e  m a  t x A d  be allowed t o  cont inue c o l l e c t i n g  semen and 

plasma. 

He could a l s o  

I f  a biopsy were re fused  l a t e  i n  

I f  it ... :ere r e f s sed  e a r l y  i n  t h e  p r o j e c t ,  t h e  man would be 

drspped,  a1thoz;h he v,:o.-c observed rredical ly  t o  i n s u r e  no untoward 

r e a c t  i cns  f r cn  t h e  a2ent a d r * i n l s t e r e d .  Although it was not r equ i r ed  

most vo lunteers  who d i c r c z t i f i u e d  p z r t i c i p a t i o n  d id  n o t i f y  us i n  w r i t i n g .  

An exarcple fo l lows  : 

l1 I reques t  t c  5e re.;r.cved f r o n  t h e  r e sea rch  program a s  i t  

i n t e r f e r e s  wi th  n ~ r  F x s e z r  j o b  assignment.  

8. Voluntee=.,c v . 5 0  were on a p r o j e c t  and subsequent ly  paro led  

o r  r e l e a s e 3  o f t e n  r e tu rned  t(3 t h e  p e n i t e n t i a r y  f o r  another  o f f ense .  

Almost withcxt except i c n  the). re -appl ied  t o  t h e  program. 

" I would l i k e  t o  ,cpe about g e t t i n g  back on your  experiment 

( r e sea rch  program ). 

my cords t i e d  of f  before  I l e f t .  

t h e  progran. 

I was on it once before  when I was h e r e  and had 

I was a l s o  r a d i a t e d  once while  I was on 

I would l i k e  t o  g e t  cn  it i f  p o s s i b l e .  Thank you." 

" I reques t  t o  be back on t h e  r e sea rch  program f o r  b iops i e s  and 

whatever. Thank you.  f t  

t 
When t h i s  happened, sthey were admit ted a t  once t o  cont r 'o l  s t a t u E  

( The "temporary" s t a t u s  was e l imina ted  because of f a m i l i a r i t y  ). . 

However, a l l  consent  forms were aga in  gone over  i n  d e t a i l  and s igned.  

I O b b 5 5 1  DOEIHQ 
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Occas iona l ly  a r a n  v.:wld volunteer  t o  cont inue with t h e  p r o j e c t s  

once he  was r e l e z s o d .  A n  example of t h i s  reques t  f c l lows :  

'' I f a i l e d  tc as;: ;.c: t h e  l a s t  time I seen you i f  you would be 

i n t e r e s t e d  i n  ccnt in2ir .g  t h e  experiments with me i f  I should be g ran ted  

Pa ro le .  

can h e l p  mankind. 

and wish t o  h e l p  y c . ~  i n  any w ~ y  I can. 

c o n t i n a e  t h i s  p r r ~ r c r  :.:ith soEeonedio ha: been r e l eased  frcm here  

becauze cf t he  c?:a:-.?e i n  environnent  as cond i t ions  here  a r e  almost i d e a l .  

Due t o  my wanting t c  l-,eLr rianl.ind with your worthy cause I know t h a t  I 

can  be j u s t  a;' f2itk.f-Y t:: yo3 i n  t h e  o u t s i d e  world a s  I t r y  t o  be i n  

Persona11;~ I am i n t e r e s t e d  in t h i s  program because of how it 

I r e a l i z e  ha :  devoted you a r e  t o  t h e s e  experiments  

I know you may be r e l u c t a n t  t o  

here .  

program i n  t h e  fi7.C: ; l ace  i f  I hadn ' t  f u l l y  intended t o  go a long  with 

you u n t i l  you hcci ccr:;.letel;: exl-,austed yocr  experiments w i th  me. 

me, i t  would 

ach ieve  your ul ta ; .z tc  c;,-al. 

Bes ides ,  I nc-*:cz- :;lc..~ld have accepted or asked t o  g e t  on the 

Believe 

ar. ~ ! Z T ~ T T .  t o  know t h a t  I had helped i n  some way f o r  you t o  

Thank, you f o r  t h i s  oppor tuni ty ."  

UnfortunGtel::, E,::: experimental  dezign was such t h a t  t h e s e  v o l u n t e e r s  

could n c t  p a r t i c i r a t e  s f r e r  r e l e a s e .  

9 .  One phyzic ian  involved i n  t h e  r e sea rch  v i s i t e d  the  

p e n i t e n t i a r y  d a i l y .  I f  needed, he was immediately a v a i l a b l e .  

I 
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Tne personnel  s t a f f i n g  the  p o r t i o n  of t h e  l abora to ry  which i s  

w i t h i n  t h e  priccn +'a-c a mixture of inmate t e c h n i c i a n s ,  non-inmate 

t e c h n i c i a n s  and  s.:;crs~isCr). 7erscnnel .  All of thoce  s t a f f i n g  t h e  

l abora to ry  ind icc t ed  a a r e a t  i n t e r e s t  i n  t h e  r e s e a r c h  work. 

inmate personnel  v;,c f te2  t h e  primary re sea rch  labclratory because of t h e i r  

The non- 

' i n t e r e z t .  I h n y  cf t? 5 f.cluriteens a s  w e l l  a s  t h e  t e c h n i c a l  s t a f f ,  

cons t an t ly  req;ez:c-L E:-.:! reFr i r i t5  cf our  work and i n s t r u c t i v e  

textbook chc.pter?s. 

One s p e c i f i c  -l;~,c:::c:-,.: t r , < i c a t e s  t h e  sense  of p r ide  t h e  vo lun tee r s  

had i n  t h i s  work. 

h o s p i t a l  was cne c f  -:1:: EI'E.~:: 9 : z t  dsaaged. 

drug5 and icplerer.:: e..::.-..::. cc.:lt 5e uzed as  weapons. 

could not be use? :,:a: ,"rc:d.c-r, an3 smashed. 

Af te r  t h e  non-inrzcr  ; c ~ z z - , n ~ l  had f l e d  t h e  a r e a  t h e  inmate t e c h n i c i a n s  

pazzed t h e  word zs t: ....Gc belcnged t o  t h e  r e s e a r c h  p r o j e c t .  

I::z-5:,: a sei?erE p r i s o n  r i o t  a few yea r s  ago,  t h e  

The r i o t i n g  inmates wanted 
. . .  Everything which 

There was one except ion .  

I n  t h e  

course of t h e  ricti:,; 6 ; L  l c c t i n g ,  nothing belonging t o  t h e  p r o j e c t  was 

touched. Even t h e  i.:-uz cxp?l ies  were l e f t  unopened. 

There was nc ccntzc: c t t h  t h e  Paro le  Board on behalf of any of t h e  

vo lun tee r s .  

pa ro le  o r  a s h o r t e r  icpr isonTent  by p a r t i c i p a t i o n .  

was f o r  t h e  inmate h q  ita1 t echn ic i an .  

was reques ted  because of t h e  work r e l a t i o n s h i p .  

There vias ns way by which they  could d e r i v e  an  e a r l i e r  

A r a r e  excep t ion  

Occas iona l ly ,  t h e n ,  a r e f e r e n c e  

The s c i e n t i f i c  r e s u l t s  from s t u d i e s  u t i l i z i n g  these  volunteerE have 
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c m l y  brcad an2 of m j c r  importance t o  t h e  rned ica l - sc i en t i f i c  

. 
t h e  reader tC t h e  b ib l iography.  

Rattier thar, a t t empt  tc z u m a r i z e  t h e  major accorn?lishments, 

N 

I change: occurred thrcughout  t h i s  17-year pe r iod  t o  allow 

a rch  F ~ C C J ~ Z :  t o  ccn t inue  wi th  t h e  approval  of a l l  observing 

Fcr exarrple,  c t  t h e  beginning a consent  form was prepared for 

.r.teer wP,en tie v.zs t o  ha\*e a drug  adminis te red .  These e a r l y  

merely s t a t e d  t h a t  t h e  vc lun tee r  kr,ew he was t o  r e c e i v e  an 

Tal  drug .   ala:,^: i r z e d < a t e l y ,  it was decided t h a t  more 

msent dccu:Er,ts wsre  neejed .  These were drawn up with  the  

11 a t t o r n e y  an3 ~ l f  included a ph rase  s t a t i n g  I agree t o  .' 

.1 t?-,e d i r e c t  ar,3 i n d i r e c t  risks involved,  i n c l u d i n g  i n j u r i e s  

~ ; a y  s u s t a i n  E :  G result of ................., and hereby 

. . . . . . . . . . . . . .  fro;;; any l i a b i l i t y . ( (  

r e c e n t  f e c ' e r o l  c z i d e l i n o s  t h i s  ph rase  was e l imina ted  from 

L'ith t h e  development of 

t m t  form$. 

.E d i f f i c u l t  t o  d e s c r i b e  or exp la in  t h e  communication t h a t  

was dc: ' r  .oped between t h e  i n v e s t  i g a t  i ve  s t a f f  and t h e  vo lun tee r s .  

IJowevf-. t h e  psychc log ica l  bend t h a t  e x i s t e d  between them waz ve ry  r e a l  

and CI :.ed an atmcsphere t h a t  allowed the  inmate t o  speak openly and 

- 20 - 

f ree? . ,  lout himzelf b r t h  p h y s i c a l l y  and mental ly .  This was very 

i rnp 01' : t o  t h e  accuracy  of some of t h e  more Eubjec t ive  medical  

ob 2 C' : .ons. This t r u s t  was g iven  more f r e e l y  a y e a r  or  so a f t e r  the 
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program v a s  i n i t i a t e d  when t h e  vo lun tee r s  r e a l i z e d  t h a t  confidences 

would not be passed on t o  t h e  p r i s o n  h i e ra rchy .  'This became extremely 

va luable  on occas ion ,  a s  was evidenced by one drug which had s i d e  

e f f e c t s  when a l c o h o l  v:as imbibed. This in format ion  was g iven  t o  t h e  

i n v e s t i g a t o r s  even thoush t h e  vo lun tee r s  r e a l i z e d  t h a t  . they would be 

punished i f  p r i c c n  o f f i c i a l s  knev a l c o h o l  had been used. 

We b e l i e v e  s e v e r c l  f a c t c r s  added t o  t h e  continued deep bond 

between t h e  v c l g z t e e r s  an2 i n v e s t i g a t o r s .  These i n c l u d e :  

1. Tk,e men s e r e  t r e E t e d  as  men not s u b j e c t s  '?. They were t a l k e d  t o  

and t h e i r  p e r s m a l  feelinGn e r e  known i n  some dep th .  

coming t o  be in te rv ic>:e< 'c;. '' tY,e d o c t o r  'I and came o f t e n  because they  

wanted i n f c r r , a t  ic:) cr-I E * : c . ~ * ;  asFect Gf tk,e exper imenta l  prccedure as  it 

might a f f e c t  the;. 

They enjoyed 

2. The i t x e c t i g z r c r  w57c did  t h e  in t e rv i ews  was t h e  Same person 

t h r o u g h m t  t h e  I l - y e z i  i ~ r ' i c d .  This allowed long-term f a m i l i z r i t y  and 

understanding ci r E r c : r , z l i t i e s .  

same perEon i s  p r ~ h k l : , ,  r r c e  important i n  a p r i s o n  s e t t i n g  t h e n  any 

o t h e r  s i n c e  t h e  it-.Ts:e iz s e n e r a l l y  an  expe r t  a t  '? conning l' 

people .  

To have cons t an t  c o n t a c t  w i th  the 

s t r a i g h t  

Therefcre  rruch t i r e  i s  needed t o  g e t  t o  know t h e  v o l u n t e e r ,  

( i . e . ,  t h e  long " ten;;orary '? and c o n t r o l  p o r t i o n s  of t h e  program ) 

i n  o r d e r  t o  d iscover  tlie v o l u n t e e r ' s  s i n c e r i t y  i n  .wanting t o  

p a r t i c i p a t e .  

3 .  Even though t h e  vo lun tee r s  were comfortable  w i t h  t h e  

i n v e s t i g a t o r s ,  t h e  i n v e s t i g a t o r s  would not  allow themselves t o  be used 

by t h e  p r i s o n e r s  a s  go-betweens t o  e i t h e r  t h e  p r i s o n  o f f i c i a l s  or  t h e  
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