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One of t h e  longest  l i v e d  experimental  programs involv ing  t h e  

use of p r i s o n  inmate volunteers  i n  studies on r ep roduc t ive  physiology 

has  j u s t  been t e r m i n a t e d .  Termination occurred because of t h e  phys ica 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 decizion of 
. . .. 

t h e  s t a t e  o f f i c i a l s  t o  d iscont inue  all research  p r o j e c t s  i n  s t a t e  

i n s t i t u t i o n s .  The experiment:, success fu l ly  c a r r i e d  on from 1956 t o  

1973, involved t h e  study of the  normal male r ep roduc t ive  system and 

how i t  i s  a f f e c t e d  by exoge'nously adminis tered agen t s .  

of an agen t  which would allow i n f e r t i l e  men t o  become f e r t i l e  and t h e  

development of male cont racept ive  agents  were s p e c i f i c  aims. 

s t u d i e s  were continuous f o r  t he  17-year per iod . During the 

l a s t  t e n  years  an a d d i t i o n a l  goa l  was added; t h a t  of determining t h e  

e f f e c t  of graded dose: cf i cn iz ing  r a d i a t i o n  on t h e  func t ion  of t h e  

human t e s t i s *  

The development 

These 
( 1 - 4 3 )  

( 1 6 ,  1 9 ,  23, 27, 31, 35, & 41 ) 

This p r o j e c t  began p r i o r  t o  c l o s e  s c r u t i n y  of human volunteer  

procedures .  

changes i n  t he  protect ionE af forded  t h e  volunteers  throughout t h e  

The development of governmental g u i d e l i n e s  caused many 

exper imenta l  program$. 

The admin i s t r a t ive  and e t h i c a l  cons idera t ions  of t h i s  e n t i r e  

program were controverEia1 and complex. 

Euccezsful from t h e  viewpoints of both the  vo lun tee r s  and i n v e s t i g a t o r s ,  

we are documenting t h e  h i s t o r y  of t h e  program and t h e  admin i s t r a t ive  

d e t a i l a  of how It waz r u n  a t  i t s  conclusion. 

Because it wa: highly  

We hope t h a t  It w i l l  be a 

* 

1 0  

A s e r i e s  of papers a r i s i n g  from t h e  completed r a d i a t i o n  experiments 
is currently i n  prep3ra t ion .  
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u s e f u l  example t o  o t h e r s  w h q a r e  working or want t o  work i n  t h e  

s e n s i t i v e  y e t  ind ispensable  a r e a  of human r e s e a r c h .  

HI STORY 

E$ t a b l  i s hnen t of t h e  Program ---- 
Pr io r  t o  i n i t i a t i o n  of experimental  work many b a r r i e r s  had 

t o  be overcome. 

worth of t h e  program, and,  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 ztudy and i t s  goa l s  t o  t h e  p r i son  super in tendent .  

w r i t t e n  prospec tus  was drawn up and aga in  approved by t h e  phys ic ian  and 

super in tendent .  

s t a t e  governor and t h e  S t a t e  Board of Control .  

from each 

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

about h a l f ,  and 25 were u l t ima te ly  accepted i n t o  t h e  program. 

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

Later a 

The superintendent  then  explained t h e  p r o j e c t  t o  the 

Approval was obtained 

Subsequently 1 2 5  inmates volunteered t o  l i s t e n  t o  a 

Of the,ce, 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  prospectus '  and t h e  l a t e r  d i scuss ion  with inmate 

volunteer: included bcth t h e  purpose and t h e  p l an  of the  proposed 

endocr inologica l  i n v e s t i g a t i o n  i n  g r e a t  d e t a i l .  

was explained a s  being " t o  determine t h e  e f f e c t  of s eve ra l  ............ 
B r i e f l y ,  t he  'purpose 

hormonal p repa ra t ions  upon reproduct ion i n  t h e  human male." The p l a n  

was t h a t  " s e v e r a l  observa t ions  w i l l  be nade on each Eubject before  

t h e  p repa ra t ion  i s  adminis tqred ,  a t  i nve rva l s  du r ing ,  and a f t e r  t h e  

p repa ra t ion  has been d izcor t inued .  

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

( gonadotropins ,  17 -ke tos t e ro ids t  es t rogens  and pregnanediol  ), and 

The observa t fons ,  a l s o  explained i n  
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t e s t i c u l a r  b i o p s i e s .  The exac t  s u r g i c a l  procedure used i n  o b t a i n i n g  

t h e  t e s t i c u l a r  biopsy inc lud ing  recupera t ive  procedures were l i s t e d .  

The method of drug adminis t ra t ion  ( i .e.  , frequency, dosage end 

a d m i n i s t r a t i o n  route ) 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 t l i t y ,  

impotency, e t c .  ) were descr ibed .  

. 

The ques t ion  of payment t o  vo lun tee r s  remained u n s e t t l e d  for some 

time a f t e r  t h e  experimental  program was underway. 

r a i s e d  as t o  t h e  p s y c h o l o ~ i c a l  impact of payment and as  t o  what 

c o n s t i t u t e d  f a i r  payment without u 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  decided t h a t  a payment of $5.00 p e r  month and $10.00 p e r  

biopsy could be made. Half of t h e  money was he ld  i n  t h e  volunteer$ '  

s av ings  accounts a t  t h e  pr izon .  

Questions were 

It 

. It should be noted t h a t  a t  t h i s  e a r l y  d a t e  ( 1956 ) funding 

agencies  placed no r e z t r i c t i o n s  on how studies involving p a r t i c i p a t i o n  

by human volunteers  were c a r r i e d  out**. Even then ,  however, i t  was much 

more d i f f i c u l t  t o  become an accepted volunteer  for t h i s  program t h a n  t o  

d iscont inue  p a r t i c i p a t i o n .  

d e c l a r e  i n t e n t .  

and h o F p i t a l  s t a f f  had t o  approve. 

v o l u n t e e r  had t o  be very good and they  had t o  be reproduct ive ly  "normal". 

All t h a t  was necessary t o  d i s c o n t i n u e  was t o  

To become involved i n i t i a l l y  t h e  p r i s o n  a d m i n i s t r a t i o n  

I n  a d d i t i o n  t h e  h e a l t h  of t h e  

** O u r  e a r l y  gu'de i n e s  were based on The Nuremberg Code (44) ,  Declarat ion of Hels inki .  1 4 4  
Human Sub jec t s  (467, and,  as  they  were developed t h e  p o l i c i e s  . 
tncorporated i n t o  The I n s t i t u t i o n a l  Guide t o  DHEW Policy on 
P r o t e c t i o n  of Human Subjec ts  ( 4 7 ) .  

8 d a h s  : E t h i c a l  Aspects of Experimentat ion  with 
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Su bs e cpen t Program De ve 1 opme n t  -- - .  - 
Subsequent management of t h e  experimental  procedures  and 

. gu ide l ines  f o r  vo lunteer  p a r t i c i p a t i o n  were worked out a s  t h e  program 

developed. 

and t o  ob ta in  the  g r e a t e s t  amount of s c i e n t i f i c  d a t a  from each 

experiment.  

The aim was t o  achieve f u l l  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 , o b t a i n e d  from 

each vo lun tee r ,  t he  more j u s t i f i a b l e  h i s  p a r t i c i p a t i o n  became and the  

less chance t h a t  a d d i t i o n a l  experiments would have t o  be done for each 

p r o j e c t .  

D u r i n g  1962 a new experimental  d i r e c t i o n  was inves t iga t ed .  It was 

dizcovered t h a t  t h e  e f f ec tE  of i on iz ing  r a d i a t i o n  on humans were, except 

f o r  t h e  g rosses t  information,  unknown. Apart from Eome inadequate  post-  

mortem s t u d i e s  or, Japazese atomic bomb vic t ims  and a few i s o l a t e d  case 

h i z t o r i e s  from nuclear  accident: ,  no accu ra t e  information was ava iab le  

on t h e  a c t u a l  r e a c t i o n  a n d  dose response of t h e  human t o  r e l a t i v e l y  low 

doze r a d i a t i o n  expozure ( 8 - 630r ). 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 an i r l a l  d a t a .  

spec ie s  t o  ano the r ,  while o f t en  rewarding, f a i l s  t s  o f t e n  t o  be e i t h e r  

app l i cab le  or accu ra t e .  

Ext rapola t ing  c o l l e c t e d  informat ion  from one 

It wa,c f e l t  t h a t  t o  ga in  knowledge of t h e  

p r e c i s e  na ture  of i r r a d i a t i o n  change: produced i n  man and t h e  dura t ion  

of an e f f e c t  from any do:age adminis te red ,  only man could serve  a s  t h e  

experimental  sub jec t .  

knowing t h e  e f f e c t  and dura t ion  of a Epec i f ic  r a d i a t i o n  dosage e f f e c t  bn 

man might we 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 consequently the  

fears  t h a t  surround r a d i a t t o n  exposure. 

Since r a d i a t i o n  exposure i s  a f a c t  of l i f e ,  

. 

It was decided t h a t  t h e  sooner 

- 4 -  
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t h i s  knowledge was determined t h e  sooner 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 medical p ro fes s ions  and t h e  community a t  l a rge .  

Once t h e  d e c i s i o n  t o  d o  t h i s  r e sea rch  was reached, c a r e f u l  

cons ide ra t ion  wa: g iven  as t o  how t o  proceed. 

given as t o  why t h e  t e s t i s  should have p a r t i c u l a 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 sea rch  was concerned. These included t h e  f a c t  t h a t  the. 

seminiferous ep i the l ium appeared t o  be one of t h e  most r a d i o - s e n s i t i v e  

organs.  

Several  reasons were 

The human t e s t i s  is an i n t e r n a l  organ which happens t o  be 

e x t e r n a l  and t h e r e f o r e  i s  a l s o  one of the  very few organs which could be 

i s o l a t e d  and exposed t o  r a d i a t i o n  without exposing t h e  rest of t h e  body. 

Since a pool from w h k h  volunteer2 might cane was a v a i l a b l e ,  t h e  

p e n i t e n t i a r y  program w a s  considered as t h e  source of experimental  

ma te r i a l .  Af te r  approval  cf t he  p r i son  a u t h o r i t e s ,  d i scuss ion  was he ld  

w i t h  t h e  var ious  inmates t o  a s c e r t a i n  t h e i r  r e a c t i o n  and it was found 

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

When t c l d  t h a t  cnly thoce men having or wishing t o  be vasectomized 

would be accepted ( t o  avoid any p o s s i b i l i t y  of contaminating t h e  gene ra l  

popula t ion  with i r r ad ia t ion - induced  mutants ) t h e  men became even more 

i n t e r e s t e d ,  regard ing  t h e  f r e e  vasectomy ac: a b e n e f i t .  

t o  be solved was t h a t  of providing a r a d i a t i o n  device  which would g ive  

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

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

built. 

temperature  water .  

The next problem 

A l ead - l ined  box containing two X-ray tubes 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  with s c r o t a l  

A man l y i n g  acro-cs t h e  box lowered h i s  t e s t e s  i n t o  

. 
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t h e  water.  

two d i r e c t i o n s  t o  allow a homogeneous dosage. 

exposure t o  graded doses' of i on iz ing  r a d i a t i o n  was restricted t o  t h e  

scrotum and contents .  The accuracy of d e l i v e r y  of t h i s  X-ray device  

Uniform doses of r a d i a t i o n  were achieved by r a d i a t i n g  from 

With t h i s  equipment .  

was confirmed using phys ica l  and b i o l o g i c a l  dosimetry by i m p a r t i a l  

r a d i a t i o n  expe r t s .  

It was a t  t h i s  time ( 1963 ) t h a t  a r e sea rch  propo5al was w r i t t e n  

and experimentat ion i n i t i a t e d .  

a c t i v i t i e s  and Frcvide e x p e r t i s e  fo r  unusual problems, advisory  

committees were s e l e c t e d  and meetings were he ld .  

I n  o rde r  t o  monitor experimental  

Discussion a t  t h e  f i r s t  

meeting i n  Ncvember of 1963 centered  around t h e  proper  handl ing  of t h e  

vo lun tee r s .  Subsequent meetings i n  December 1965, March 1967 and 

December 1967 were p r imsr i ly  t o  discgss various a s p e c t s  of t h e  work being 

done. 

medical expe r t s .  

g iv ing  permizsion fc- t h i - c  p r o 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 c o x n i t t e e  wa: made up of n a t i o n a l l y  prominent z c i e n t i f i c . a n d  

The first co:,icittee 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  eva lua te  the knob-ledge az3 consent of t h e  inmate volunteer$ .  

Between 1963 an5 1 9 7 1 ,  74 i r r a d i a t i o n s  were performed a t  doses ranging  

from 8 t o  600r. 

The o t h e r  62 men were vasectomized p r i o r  t o  re leaEe  from pr i son  or when 

TkeIve men had been vasectomized p r i o r  t o  imprisonment. 

t h e  program terminated.  

vasectomy escapees.  

p a r t i c i p a t e  i n  t h e  hormone admin i s t r a t ion  program i n s t e a d  of t h e  r a d i a t i o n  

program. 

None re fused  vasectomy, nor where t h e r e  any pre- 

All volunteers  were of fe redan  oppor tuni ty  t o  
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Since t h e  c e s s a t i o n  of new i r r a d i a t i o n s  i n  1971 t h i s  program has 

been ,c lo l~ ly  phasing out  a s  t h e  volunteers  rega in  apparent  reproduct ive  

system normalcy. As of 1973, however, t h e  e n t i r e  p r i son  expe r inen ta l  

program was terminated due t o  incapac 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 subsequent Eta te  r e -eva lua t ion  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  

involvement i n  experimental  programs. 

Se lec t ion  of Vc lu r t ee r  Subiec t r  

During t h e  duraEion of experimentation wi th in  the  p r i s o n ,  t h e  

inmates became w e l l  i n f c r n e d ,  by word of mouth, and/or observa t ion ,  on 

most d e t a i l s  of t h e  experimental  techniques.  

procedure f o r  any nan K a n t i n g  t o  j o i n  t h e  research  program: 

The fol lowing was r o u t i n e  

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

volunteer:, or mozt u s u a l l y ,  h i s  c e l l  mate, or a s  a r e s u l t  of t h e  f a c t  

t h a t  he ha?pened t o  be a h o s p i t a l  worker. . 
2. He :ub--itted an in te rv iew reques t  t o  the  i n v e s t i g a t i n g  . 

phys ic ian  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 Sir: I would l i k e  t o  t a l k  wi th  you as foon a s  p o s s i b l e  
0 

about g e t t i n g  on t h e  biopsy program. 

t h i n k  I would l i k e  t o  s ign  up for i t .  

I have heard a l o t  about i t ,  and I 

Thank you.n 

I reques t  t o  be interviewed i n  regards  t o  your r e sea rch  

program. I am 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 ter i l ized.  Thank you.” 

I reques t  t o  f i n d  out  what a biopsy t s  as I may be interested.n 
P 

- 7 -  
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I reques t  t o  t a l k  t o  you about t h e  biopsy program. I want 

t o  know what they  do and E O  on. 

want t o  g ive  an arm or something. 

I am i n t e r e s t e d  i n  doing t h i s  but don't 

Thank you." 

t, I am doing a l i f e  sentence and due t o  t h e  circumstances I 

would l i k e  t o  be accepted i n t o  your research  program a $  soon as poss ib l e .  

I would a l s o  l i k e  t o  become involved i n  the r a d i a t i o n  program. 

t h a t  if and when I g e t  out Ivll be too  o l d  t o  Etart  another  family." 

I - f e e l  

" I requez t  t o  j o i n  your research program, a s  I am most 

i n t e r e g t e d  i n  b i r t h  con t ro l .  Respectful ly .  t 

3. The i n v e s t i g a t i n g  physician would then  e x p l a i n  t h e  

program t o  each volunteer  i nd iv idua l ly  and answer any ques t ions ,  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 s  pc in t  , no problems were encountered and t h e  

volunteer  was s t i l l  i n t e r e s t e d  he was placed on t h e  *' temporary " 
program. 

Su3seqgent VcIyJnteer Kanagement -- 7- 

1. While on t h e  temporary program t h e  new vo lun tee r  

co l l ec t ed  serninal f l u i d  once p e r  week and had a phys ica l  examination. 

t h e  man had eve r  been i d e n t i f i e d  a5 Cathol ic  he was not accepted  even on 

t h e  VI temporary *' program u n t i l  he 'had  discussed t h e  ma t t e r  wi th  a 

p r i e s t .  

If 

I f  t h e  p r i e z t  a f f i rmed t h a t  t h e  man was not a Catho l i c  he was 

accepted onto t h e  program. 

Catholic re turned  f o r  f u r t h e r  interviews.  

rtatement: from the  p r i e g t  t o  t h e  i n v e s t i g a t i n g  phys ic ian  are as 

f ollows : 

After d iscuss ion  with a p r i e s t  no t r u e  

Examples of w r i t t e n  
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.................. would l i k e  t o  have llis r e l i g i o u s  preference  

changed from Cathol ic  t o  t h a t  of No Rel ig ious  Preference." 

Please be informed t h a t  ................. is not a Bapttzed 

Cathol ic .  

had a t t ended  Catechism f o r  a s h o r t  while and had a t tended  Mass on 

var ious  occaEions, and a t  t h a t  t ime he wanted t o  t a k e  Correspondence 

Upon being admit ted 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 

Courses concerning the  Cathol ic  f a i t h .  

Baptized or Confirmed, and s i n c e  he i-c a Cathol ic  By Preference ,  he can 

change h i s  f a i t h  a t  any t ime ,  and w i l l  not be recognized by t h e  Cathol ic  

Church u n t i l  he i s  Faptized and Confirmed. 

i n  your research  knowing t h a t  he i s  not a Cathol ic .  

ha$ been changed i n  t h i s  o f f i c e  from ( 2 .  Cath . )  t o  (No Preference) .  

However, he has  not  been 

Therefore you may proceed 
' 

His card  i n d i c a t i o n  

. Thank you." 

One note  zhould be made h e r e .  A t  t h e  time an inmate enters t h e  

p e n i t e n t i a r y  he has t o  s t a t e  a r e l i g i o u z  preference .  

P r o t e s t a n t  o r  Cathol ic .  The purpose for 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  inmate someone t o  in te rvene  f o r  him and someone who i s  

not a 

c u r p r i s i n g  t o  f ind  many ') changing" t h e i r  r e l i g i o u s  prefepence when 

inconvenienced. 

His choice i z  

cop " with whor;, he can t a l k .  Therefore it i s  not a t  a l l  

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

Epecimens ) t h e  i n v e s t i g a t i n g  phys ic ian  aga in  t a lked  t o  t h e  man. 

:perm counts were normal, t he  seminal f l u i d  was of normal volume and 

ConsiEtency ( occas iona l ly  a man was not. accepted because h i s  Eemen 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 

I f  t h e  

I O b 5 0 1 2  
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caused no problems ( d i s c i p l i n a r y  or medical ) t o  t h e  h o s p i t a l  E t a f f ,  

and he z t i l l  wished t o  be on t he  program, he was accepted onto  the 

c o n t r o l  program. Only about one out of every t e n  men waz accepted 

a t  thiE p o i n t .  

3.  During t h e  three-  t o  six-month c o n t r o l  pe r iod ,  plasma 

samples were c o l l e c t e d  six times, semina l  f l u i d  was c o l l e c t e d  once 

weekly and one t e s t i c u l a r  bicpsy scheduled. Prior t o  any c o l l e c t i o n s ,  

a consent  forrn was explained and signed. It read a s  follows: 

1, acknowledge t h a t  

ha2 informed me t h a t  I may submit masturbated 

seminal  ccamples, blood iamples,  u r i n e  samples and t e s t i c u l a r  t i s s u e ,  and 

I hereby consent t c  giving such samples. 

I have been i n f c m o ?  what a t e s t i c u l a r  biopsy i s  and t h a t  t h e r e  are 

c e r t a i n  inhe ren t  r i z k . 5  i n  ~ u c h  a s u r g i c a l  procedure. 

but a r e  not  limite:! tG p a i n ,  both a t  t he  time of surgery and t h e r e a f t e r ,  

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

zurgery  by a l i cenze?  medical doc to r .  

These r i s k s  i n c l u d e  

I consent t o  the 

The samples a r e  t o  be uEed i n  a r e sea rch  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. 

t h e  p r o j e c t  w i t h  t h e  understanding t h a t  I Eha l l  not be per sona l ly  

i d e n t i f i e d  . 

I consent t o  t h e  pub l i ca t ion  of t h e  r e z u l t E  of 

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 advised t h a t  I may withdraw my conzent 
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This 25 yea r  old white-male,  f a t h e r  of t h r e e  c h i l d r e n  was 

evalua ted  t h i s  d a t e  for i nc lus ion  i n t o  t h e  ............ Program. The 

E i t u a t i o n  of vasectomy and i r r a d i a t i o n  was d iscussed  and he ts well 

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

w i l l  be recommended for t h i s  program. 

He 

"........... was evaluated for ........... program. He is 26 years 

o ld  and s t i l l  har  thoughts about g e t t i n g  married and r a i s i n g  a family.  

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

about t h i s  program. 

procedure: a r e  and along w i t h  t h i s  has pool. f o r e s i g h t  and planning. 

Although he i z  f u l l y  competent h i s  judgement regard ing  permanent 

s t e r i l i z a t i o n  i r  poor and he w i l l  q u i t e  l i k e l y  r e g r e t  it." 

He 

He has only vague knowledge about what t h e s e  

" ............. i s  now 3 7  years  old, had been married and d ivorced  

t h r e e  t imes ,  haz twz  l i v i n g  ch i ld ren  and one grandchi ld .  

contenpla tez  marricge aga in ,  he has no d e s i r e  for f u r t h e r  family.  

never  had p r y c h i a t r i c  treatment and show: no s i g n i f i c a n t  emotional 

d i s o r d e r .  

Although he 

He has 

There is no p s y c h i a t r i c  con t r a ind ica t ion  t o  a vasectomy." 

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

i n v e z t i g a t i n g  physician d i d  not perzonal ly  d i scuz r  t h e  s u b j e c t s '  e v a l u a t i o n  

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

4 .  I f  during the  c o n t r o l  biopsy procedure t h e  volunteer  

c rea t ed  any dizturbance or i'f any problems a r o s e  fol lowing t h e  procedure,  

t h e  i n v e s t i g a t i n g  physician discussed t h e  problems wi th  him end decided 

whether he should be dropped from t h e  program. 
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5. A t  t h e  end of the c o n t r o l  per iod ( about E i x  months ) all 

a v a i l a b l e  d a t a  were examined for normalcy ( t e s t i c u l a r  biopsy, hormone 

a n a l y s i s ,  sperm count and morphology, 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 a b i l i t y  eva lua ted .  

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

r i s k s  of t h a t  p r o j e c t  were explained t o  him i n  g r e a t  d e t a i l  and he was 

allowed t o  dec ide  i f  he wanted 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  or would 

r a t h e r  be i n  another  s p e c i f i c  program. 

I f  all were f avorab le ,  he was - . - - - .  

6. Once a man se l ec t ed  t h e  p r o j e c t  i n  which he wanted t o  

p a r t i c i p a t e ,  t h e  proper conEent forms were d iscussed  and signed. 

D i f f e r e n t  forms were designed f o r  each experiment.  Examples are as 

f O l l O W E  : 

DRUS CONSENT 

1, , have been made aware by 

, t h a t  I am t o  be given intramuscular  

i n j e c t i o n s  of 

( Eeveral months ) .  

drug a l t e r c  plasma hornone l e v e l s  and  t o  d iscover  what e f f e c t  is has on 

d a i l y  for a long per iod of time 

The present  purpose i s  t o  determine whether t h i s  

t h e  t e s t i s  i::elf by examining semen and t e s t i c u l a r  biopz.ies. 

aware t h a t  whi le  I am rece iv ing  th iE  drug ,  many blood and semen samples 

and s e v e r a l  t e c t i c u l a r  biopcies  w i l l  be r e q u i r e d ,  and I agree t o  supply 

them. 

I am a l z o  

I have been informed t h a t  t h e  sample$ and information obtained from 

l n  t h i s  s tudy  may be used as p a r t  of a r e sea rch  p r o j e c t  which does 

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

obtained I n  t h e  r e sea rch  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  

information wi th  t h e  understanding t h a t  I s h a l l  not  be personal ly  

i d e n t i f i e d .  
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I have been given the  opportuni ty  t o  a sk  any ques t ions  about t h e  

foregoing procedure.  I have been advised t h a t  I may w i t h d r a y !  my 

consent a t  anytime and d iscont inue  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 .  

Witnessed by : 
. .. . . .. . . 

Signa tu re  

b a t e  

X-RAY CONSENT 

This  agreement made t h i s  

between and 

- 
Signa tu re  

Date 

day of 19 

. 
I hereby ag ree  t o  subni t  t o  X-ray r a d i a t i o n  exposure of my scrotum 

and t e s t e s .  I a l s c  a s r e e  t o  d m a t e  u r ine  samples, semen samples, and 

blood samples p e r i o d i c a l l y .  I f u r t h e r  agree t o  submi t  t o  a s m g i c a l  

procedure known 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  of t h e  experiment. 

I have had explained 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  procedui%e. 

I hereby ag ree  t o  Eubmit t o  a vasectuny opera t ien  a t  t h e  completion 

of t h e  experimental  procedures. I k n m  t h a t  a vasectomy o p e r a t i m  is 

a t y i n g  off of t h e  cords.  I am aware t h a t  s t e r i l i t y  may r e s u l t  from t h e s e  

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

s t e r i l e  p e r s m  i s  incapable  of parenthood. 

I know t h a t  a 

I a1.so know.that t h e r e  may be 

e m  s k i n  burn from t h e  r a d i a t i o n .  

The na tu re  and purpose of t h e  experimental  procedures,  the  r i s k s  

Involved and the  p o E s i b i i i t y  of complications have been f u l l y  explained 

I O b s O l b  
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. 
to me. 

It is f u r t h e r  understood t h a t  t h e  sa id  procedures are t o  be 

performed a t  and will be performed 

- 1s - 

under 
t h e  d i r e c t i o n  of D r .  . He is author ized  

t o  u t i l i z e  i n  t h e  performance of t hese  procedures t h e  s e r v i c e s  of 

phys ic ians  or rr,ernbers of t h e  h o s p i t a l  s t a f f  t o  t h e  e x t e n t  t h a t  he deems 

them qual  i f  i e d  . 
I hereby swear t h a t  a l l  of t h e  above s ta tements  I have read and 

t h a t  I f u l l y  understand t h e  meaning of t h i s  agreement. 

The foregoing 

presence and i n  r ~ y  

f u l l  knowledge and 

Signed 

Date 

agreernent w a s  r e a d ,  discussed and signed i n  my 

cp in ion  t h e  person E O  s ign ing  d i d  so f r e e l y  and wi th  

und e r t and i n g  . 
Signed 

Date 

PJQUEST FOR STERILIZATION 

Date 

I hereby r eqJec t  that I be s t e r i l i z e d  as I do no t  wish t o  f a t h e r  

ch i ld ren  i n  the  f u t u r e .  

Signed 

I O b 5 0 1 1  
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CON SENT FOR VASECTOMY 

1 hereby reques t  and au tho r i ze  Dr. and 

whomever he may des igna te  or a s s ign  t o  perform upon myself t h e  fol lowing 

procedure: a v a s e c t o v .  

and t h a t  t h e  purpose i s  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  w i l l  probably r e s u l t  from t h i s  opera t ion ,  a l though such resul t  

has not been guaranteed.  

parenthood. 

consequences involved and t h a t  unforeseen r e s u l t s  may occur. 

I know t h a t  a vasectomy is "tying of f  t h e  cord$", 

I know that  a z te r i le  person is incapable  of 

I have been f u l l y  infcrmed of t h e  r i s k s  and pozs ib le  

. 

Signed 

Date 

The f c r e g o i n s  concent wac r ead ,  discussed and Eigned i n  my presence,  

and i n  my opinion t h e  Ferzon E O  signing d i d  so f r e e l y  and wi th  f u l l  

knowledge and understanding.  

Witness 

Date 

( I f  married ) 

I concur and agree with 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  ope ra t ive  procedure. 

Signed 
(Wife) 

Date 

( I f  not married ) 

I hereby Et'ear t h a t  I do not have a wife .  

Signed 

Date 

t D b S 0 1 8  
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I f  t he  wife  d id  not congent,  thoze procedures r e q u i r i n g  vasectomy 

were no t  performed. 

7. During t h e  a c t u a l  experimental  program, t h e  man could 

d iscont inue  t ak ing  a drug,  a t  any time without n o t i c e .  

r e fuse  a t e s t i c u l a r  biopky a t  any time. 

t h e  p r o j e c t ,  t h e  man would be allowed t o  cont inue c o l l e c t i n g  semen and 

plasma. 

dropped, a l though he was observed medically t o  i n s u r e  no untoward 

r e a c t i o n s  from t h e  agent ad!ninistered. 

most vo lunteers  who dicccnt inued p a r t i c i p a t i o n  d i d  n o t i f y  UI i n  wr i t i ng .  

He could also 

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

I f  it were refused e a r l y  i n  t h e  p r o j e c t ,  t h e  man would be 

Although i t  was not r equ i r ed  

An example fol lows : 

" I reques t  t o  be recoved from the  r e sea rch  program a s  it 

i n t e r f e r e s  wi th  ny present  jo5 aszignment. 

8.  Volunteer: who were on a p r o j e c t  and subsequently paro led  

or re leased  o f t e n  re turned  t o  the  p e n i t e n t i a r y  for another  o f f ense .  

Almost without exce2t icn  they re-appl ied t o  t h e  program. 

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

( research  program ). 

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

t h e  program. 

I was o n  it once before  when I was here  and had 

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

I would l i k e  t o  g e t  cn it i f  poss ib l e .  Thank you." 

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

whatever. Thank you. " 
When t h i s  happened, t h e y  were admitted a t  once t o  c o n t r o l  s t a t u s  

( 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, all consent forms were again gone over i n  d e t a i l  and Eigned. 

l O b 5 0 1 9  



Hei ie r  t Kowiey - 18 - 

Occasional ly  a man would.volunteer t o  cont inue with t h e  p r o j e c t s  

once he was r e l e a s e d .  An example of t h i s  r eques t  follows: 

I f a i l e d  t o  a sk  you t h e  l a s t  time I seen you 

i n t e r e s t e d  i n  cont inuing  t h e  experiment5 wi th  me if 

Farole. Personal ly  I am i n t e r e s t e d  i n  t h i s  program 

can h e l p  mankind. I r e a l i z e  hcw devoted you a r e  t o  

i f  you would be 

I should be granted  

because of how it 

theze experiments 

and wi-ch t o  h e l p  you i n  any way I can. 

cont inue t h i s  pFogras wi th  soneonekf7o has been re l eased  from here  

because of the  change i n  environment as cond i t ions  here a r e  almost i d e a l .  

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

Due t o  my wanting t o  he lp  Tankind wi th  your worthy cause I know that I 

can be j u s t  as f a i t h f u l  t o  you i n  t h e  o u t s i d e  world as I t r y  t o  be i n  

here .  

prqram i n  t h e  first p lace  i f  I hada ' t  f u l l y  intended t o  go along wi th  

you u n t i l  you had c c t p l e c e l y  exhauzted your experiments w i t h  me. Believe 

me, i t  would be an h m c r  t o  know t h a t  I had helped i n  some way for you t o  

achieve your  u l t a r a t e  g c a l .  

Beside:, I never would have accepted or asked t o  g e t  on t h e  

Thank you f o r  t h i s  opportuni ty ."  

Unfor tuna te ly ,  o';r exper imenta l  des ign  was such t h a t  t h e s e  vo lun tee r s  

c o u l d  not p a r t i c i p a t e  a f t e r  r e l e a s e .  

9. One phyzic ian  involved i n  t h e  research  v i s i t e d  t h e  

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

. 
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SPECIFIC POINTS ABOUT THE EXPERIMENTAL PROGRAM. 

The perzonnel Etaf f ing  t h e  po r t ion  of t h e  l abora to ry  which ts 

w i t h i n  t h e  p r i son  was 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 supervisory personnel.  All of those  s t a f f i n g  t h e  

l a b o r a t o r y  ind ica ted  a g r e a t  i n t e r e s t  i n  t h e  r e sea rch  work. 

inmate personnel  v i s i t e d  t h e  primary research  l abora to ry  because of t h e i r  

The non- 

' i n t e r e s t .  Many of t h e  volunteers  as well a s  t h e  t e c h n i c a l  s t a f f ,  

cons t an t ly  requested and read r e p r i n t s  of our work and i n s t r u c t i v e  

textbook chapterz .  

One s p e c i f i c  inc ident  i n d i c a t e s  t h e  sense of p r i d e  t h e  volunteers  

had i n  t h i s  work. 

h o s p i t a l  waz one of the  a reas  most damaged. 

drug: and implerrents which col;ld be used a s  weapons. 

During a severe p r i son  r i o t  a few year2 ago, t h e  

The r i o t i n g  inmates wanted 

.Everything which 

could not be used was broken and smashed. There was one except ion .  

A f t e r  t h e  non-inmate personnel  had f l e d  t h e  a rea  t h e  inmate t echn ic i ans  

pacsed t h e  word a s  t c  what belonged t o  t h e  r e sea rch  p r o j e c t .  

course of t h e  r i o t i n g  and l o o t i n g ,  nothing belonging t o  t h e  p r o j e c t  was 

touched. 

I n  t h e  

Even t h e  drug supp l i e s  were l e f t  unopened. 

There was no contact  with t h e  Parole Board on behalf of any of t h e  

v o l u n t e e r s .  

p a r o l e  or, a s h o r t e r  imprisonment by p a r t i c i p a t i o n .  

was for t h e  tnmate hoEpita1 technic ian .  

Wab requested because of t h e  work r e l a t i o n s h i p .  

There was no way by which they could d e r i v e  an e a r l i e r  

A rare except ion  

Occasional ly , '  t h e n ,  a r e fe rence  

The s c i e n t i f i c  r e z u l t s  from s t u d i e s  ' u t i l i z i n g  t h e s e  vo lun tee r s  have 

lob5081 
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9 
s 

!\?en c .. .crnely broad and of major importance t o  t h e  med ica l - sc i en t i f i c  

COmmIll. * 

we re!( t h e  reader  t o  t h e  b ib l iography.  

. Rather than  a t tempt  t o  summarize t h e  major accomplishments, 

. DISCU: ' N 

:. * changes occurred throughout t h i s  17-year per iod  t o  allow 

t h i s  Y : .arch program t o  cont inue  with t h e  approval  of a l l  observing 

groups For example, a t  t h e  beginning a consent form was prepared for 

each v(. ' ,  

form: 

expe r i r  

forma 1 

he lp  0. 

assume 

which i 

a h o l v e  

t h e  mo. 

mtee r  when he was t o  have a drug adminis tered.  These e a r l y  

merely s t a t e d  t h a t  t h e  vo lunteer  knew he was t o  r ece ive  an 

t a l  d r u g .  Almost immediately,  i t  was decided t h a t  more 

mcent docurnentc were needed. 

n a t t o r n e y  an3 a l l  included a phrase s t a t i n g  

.1 t h e  d i r e c t  and i n d i r e c t  r i s k s  involved, inc luding  i n j u r i e s  

These were drawn up wi th  t h e  

I agree  t o  

nay suEtain ss ii r eEu l t  of ................., and hereby 

.............. from any l i a b i l i t y . "  With t h e  development of 

r ecen t  f e c e r a l  g u i d e l i n e s  t h i s  phrace was e l imina ted  from 

a l l  COI c m t  forms. 

11 .s 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 div Y .oped between t h e  i n v e s t i g a t i v e  s t a f f  and t h e  volunteers .  

Hcwevc.:. t h e  psychological  bond t h a t  ex iz t ed  between them was very real  

and ct 

f r e e ) \  >out himself bcth p h y s i c a l l y  and mentally.  This was very 

h p o r .  

obsei. 

;.ed an atmosphere t h a t  allowed t h e  inmate t o  speak openly and 

: t o  t h e  accuracy of some of t h e  more s u b j e c t i v e  medical 

-om.  This t r u ' t  was given more f r e e l y  a year or $0 a f t e r  the 
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program was i n i t i a t e d  when t h e  volunteers  r e a l i z e d  t h a t  confidence$ 

would not be passed on t o  t h e  pr i son  h ie rarchy .  

va luable  on occasion,  a s  was evidenced by one drug which had Eide 

e f f e c t s  when a l coho l  was imbibed. This information was given  t o  t h e  

i n v e z t i g a t o r s  even though t h e  volunteers  r e a l i z e d  t h a t  . they would be 

This became extremely 

punished i f  p r i son  o f f i c i a l :  knew a l coho l  had been used. . 

We bel ieve  s e v e r a l  fac tor :  added t o  t h e  continued deep bond 

between t h e  volunteer5 and i n v e s t i g a t o r s .  These include:  

1. The men were t r e a t e d  a5 men not  zubjectz  ". They were t a l k e d  t o  

and  t h e i r  personal  f e e l i n g s  were known i n  some depth. 

coming t o  be interviewed by T1 t he  doc tor  '' and came o f t e n  because t h e y  

wanted information on every aspect  of t h e  experimental  procedure as it 

They enjoyed 

might a f f e c t  them. 

2. The i n v e s t i g a t o r  who d i d  t he  interviews was t h e  same person 

throughout t h e  17-year per iod .  ThiE allowed long-term f a m i l i a r i t y  and 

understanding of pereonal i t ie : .  To have constant  contac t  wi th  t h e  

same person i s  prcbably mGre i r p o r t a n t  i n  a prison s e t t i n g  then  any 

o t h e r  Eince t h e  i n m t e  i s  genera l ly  an exper t  a t  conning " s t r a i g h t  

people .  

( L e .  

i n  o r d e r  t o  d iscover  t h e  volunteer ' s  r i n c e r i t y  i n  .wanting t o  

Therefore. nuch t i n e  i s  needed t o  g e t  t o  know t h e  vo lun tee r ,  

t h e  long 'I temporary rr and c o n t r o l  por t ions  of t h e  program ) 

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

3. Even though the  volunteers  were cdmfortable wi th  t h e  

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

by t h e  pr isoner:  a s  go-betweens t o  e i t h e r  t h e  pr i son  o f f i c t a l z  or the  
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ou t s ide  world. Since t h i s  was we l l  understood t h e  inmates tended t o  

r e s p e c t  t h e  i n v e s t i g a t i v e  personnel  and d id  not  involve  t h e  experimental  

program i n  i n t r a - p e n i t e n t i a r y  problems. 
* 

4. The inmates knew t h a t  all s c i e n t i f i c  personnel  inc luding  those ’ 

who never v i z i t e d  t h e  p e n i t e n t i a r y  cared about every d e t a i l  of t h e  

program. 

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

was paroled and a p o s i t i o n  was a v a i l a b l e ,  he was h i r e d .  

most of them were l a t e r  re turned  t o  t h e  p e n i t e n t i a r y ,  however, when t h i s  

happened t h e  o t h e r  inmates learned even more about t h e  r e sea rch  p r o j e c t .  

While the  rappor t  between t h e  volunteers  and i n v e s t i g a t o r s  i s  

From time t o  time an inmate t echn ic i an  would be r e l e a s e d  from 

When one q u a l i f i e d  t o  work i n  t h e  research  l abora to ry  

Unfortunately 

- impor tan t ,  i t  i s  of equal  importance t o  maintain t h e  goodwill  of t h e  

p e n i t e n t i a r y  and s t a t e  personnel .  

First, we p a i d  wages t o  the  i n n a t e  t echn ic i ans  a t  a l e v e l  s p e c i f i e d  by 

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

overworked becauEe of our  program. 

manager one day t o  t w o  weeks before  needing h i s  cooperat ion i n  moving 

inmates from one a rea  t o  another  ( f c r  in t e rv i ews ,  e t c .  ) o r  before  

b iops iez  were t o  be performed. Thi: allowed scheduling of h o s p i t a l  

work. Thizdly, we followed any o f f i c i a l  r eques t  p r e c i s e l y  and t r i e d  t o  

cause no a d d i t i o n a l  problems. 

Three major f a c t o r s  were involved. 

. 

This prevented t h e i r  a l r eady  busy s t a f f  from being 

Secondly, we n o t i f i e d  t h e  h o s p i t a l  

We bel ieve  i t  i E  very important t o  po in t  out aga in  t h a t  t h e r e  Were 

no problem5 with e i t h e r  t he  p r i s o n  o f f i c i a l :  or volunteers  a t  t h e  time 

t h i s  program was discont inued e a r l i e r  this year .  
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. We cannot pretend t h a t  t h e  f e a r  of lawsuits d id  not cause even 

more care than  would have been used otherwise.  One such sui t  would 

have brought about t h e  immediate te rmina t ion  of t h e  program. 

Many thousands cf words have been w r i t t e n  about t h e  e t h i c s  of 

uzing i n s t i t u t i o n a l i z e d  volunteers  and many well-meaning i n d i v i d u a l s  

agonize over  informed consent.  

d i f f e r e n t  view from our years  of observa t ion  of t h i s  h ighly  success fu l  

p r i s o n  r e sea rch  program. F i r s t ,  we be l i eve  t h a t  t rue informed consent  

We have, perhaps,  achieved a s l i g h t l y  

is very d i f f i c u l t  t o  achieve.  

discucs t h e  procedure5 among themielves and who can a c t u a l l y  observe 

what i s  happening t o  o the r  p a r t i c i p a n t s ,  l e a r n  a g r e a t  d e a l  about w h a t  can 

happen t o  them. 

have exten:ive p r e - i n t e r v i e x  knmledge.  

i n d i v i d u a l  t a k i n g  a t e z t  d r u g  and never see ing  anyone e l s e  who has been 

on an e x p e r i c e n t a l  Frccrar;, ha: only,  perhaps,  one b r i e f  discuEsion wi th  

These people who a r e  toge the r ,  who can 

A glance a t  t h e i r  in te rv iew reques ts  i n d i c a t e s  t h a t  t hey  

Any non- ins t i t u t iona l i zed  

t h e i r  d o c t o r .  Inza te  volunteers  i n  a r e sea rch  z e t t i n g  a s  descr ibed abwe 

a r e  perhaps t h e  bes t  i:?crnecl human volunteers  i n  ex i s t ence  ( excluding 

medical personnal  themcelves ). 

Although it i s  obvious,  a s  argued, t h a t  theze  people are not  f ree  

phyz ica l ly ,  they  a r e  f r e e  t o  make t h e  choice of p a r t i c i p a t i o n  or non- 

p a r t i c i p a t i o n .  

monetary reward was small  and they had t o  reques t  t o  be on t h e  program. 

They were no t  aEked t o  p a r t i c i p a t e .  

e t h i c a l l y  t o  ca r ry  out t nves t iga t ions  u t i l i z i n g  n o n - i n s t i t u t i o n a l i z e d  

h d i v i d u a l s  before  chromoEoma1 dangers or reproduct ive changes ( r e s u l t i n g  

There was no benefit of b e t t e r  pr i son  t rea tment ,  t h e  

We be l i eve  it t o  be far more'unsound 
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i n  p o ~ s  

. .  .*  

b le  abnormal b i r t h s  ) ha re been worked out  on humans who 

cannot cause conception because of t h e i r  i s o l a t i o n  from gene ra l  s o c i e t y .  

Research involv ing  human volunteers  must be done, and it is imperat ive 

t h a t  all s t u d i e s  be designed and c a r r i e d  out wi th  utmost c a r e  and 

cons ide ra t ion .  

CONCLUSION 

The development and documentation of how a highly  s u c c e s s f u l  p r i son  

inmate volunteer  p rcg raz  f o r  medical research  was c a r r i e d  on has  been 

presented .  We concluded t h a t  t h e  major f a c t o r s  a l lowing t h i s  program t o  

be a success  included:  

1. 

2. 

3 .  

4 .  

5 .  

It 

Obtaining t h e  truzt cf the  volunteer .  

Obtaining t h e  t r u s t  of prison o f f i c i a l s .  

Full exp laha t i cn  t o  ‘ the  volunteer  i n  language he could 

understan$.  

Consistency i n  perzonnel and  a t t i t u d e s .  

Qenness cf all information pe r t a in ing  t o  t h e  uEe of humans 

as r e i e a r c h  volunteer: t o  anyone concerned wi th  t h e  

p r o t e c t i o n  of t h e  Eubject’s  r i g h t s  and wel fare .  

A v a i l a b i l i t y  of inmate volunteers  f o r  interview: by t h e s e  

+ same groups or  ind iv idua l s .  

is our hope t h a t  t h i s  information w i l l  o f f e r  some assistance 

t o  those  c u r r e n t l y  involved i n  or possibly cons ider ing  p a r t i c i p a t i o n  in 

human re sea rch  programs. 
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