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INTRODUCTION 

One of t h e  longes t  l i v e d  exper imenta l  programs invo lv ing  t h e  

use  of p r i s o n  inmate vo lun tee r s  i n  s t u d i e s  on reproduct ive  physiology 

has  j u s t  been te rmina ted .  Termination occurred because of the 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 dec i s ion  of 

t h e  s ta te  o f f i c i a l s  t o  d i s c o n t i n u e  a l l  r e sea rch  p r o j e c t s  i n  s t a t e  

I .  L 

i n s t i t u t i o n s .  The 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,  involved t h e  s tudy  of t h e  normal male reproduct ive  system and 

how it i s  a f f e c t e d  by exogenously adminis tered agen t s .  

of an agent 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  

The development 

development of male con t r acep t ive  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 cont inuous f o r  the 17-year per iod  . During t h e  

l a s t  t e n  yea r s  a n  a d d i t i o n a l  g o a l  was added; t h a t  of de te rmining  t h e  

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

human testis:': 
( 16,  19 ,  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 vo lun tee r  

procedures .  

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

The development of governmental gu ide l ines  caused many 

exper imenta l  programs. 

The a d m i n i s t r a t i v e  and e t h i c a l  cons ide ra t ions  of t h i s  ent i re  

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 ,  

w e  a r e  documenting t h e  h i s t o r y  of the 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 run  a t  i t s  conclusion.  

Because it was h igh ly  

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

$: A series of papers  a r i s i n g  from t h e  completed r a d i a t i o n  experiments 
i s  c u r r e n t l y  i n  p rep9ra t ion .  

1 0 0 3 3 2 b  . 



Heller E Rowley . - 2 -  

u s e f u l  example t o  o t h e r s  who a re  working or want t o  work i n  t h e  

s e n s i t i v e  y e t  i nd i spensab le  a r e a  of human re sea rch .  

HISTORY 

Establ ishment  of t h e  Program . .  ---- 
l?ri,or t o  i n i t i a t i o n  of exper imenta l  work many barr iers  had 

t o  be overcome. These included conv inc ing . the  p r i s o n  phys ic ian  of t h e  

worth of t h e  program, and ,  i n  a seminar, p re sen t ing  d e t a i l s  of t h e  . 

proposed s tudy  and i t s  g o a l s  t o  t h e  p r i s o n  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 i an  and 

supe r in t enden t .  

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

Later a 

The super in tendent  t hen  explained t h e  p r o j e c t  t o  t h e  

Approval was obtained 

from each 

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

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

Subsequently 125  .inmates volunteered t o  l i s t e n  t o  a 

The w r i t t e n  prospectus  and t h e  l a t e r  d i scuss ion  wi th  inmate 

vo lun tee r s  included both t h e  purpose and t h e  p l an  of t h e  proposed 

endoc r ino log ica l  i n v e s t i g a t i o n  i n  great  d e t a i l .  

was explained as being lr t o  determine the  e f f e c t  of s e v e r a l  ............ 
hormonal p repa ra t ions  upon reproduct ion  i n  t h e  human male." 

was t h a t  lr s e v e r a l  observa t ions  w i l l  be made on each s u b j e c t  before  

t h e  p r e p a r a t i o n  i s  adminis te red ,  a t  i nve rva l s  du r ing ,  and a f t e r  t h e  

p r e p a r a t i o n  has  been d iscont inued . r7  The obse rva t ions ,  a l s o  expla ined  i n  

great d e t a i l ,  included seminal  f l u i d  examination, u r i n a r y  s t u d i e s  

B r i e f l y  , t h e  purpose 

The p l an  

I 0 0 3 3 2('gonadotropins, 17 -ke tos t e ro ids ,  e s t rogens  and pregnanediol  ), and 
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t e s t i c u l a r  b iops i e s .  The e x a c t  surgical  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  r ecupe ra t ive  procedures  were l i s t e d .  

The method of drug admin i s t r a t ion  ( i . e . ,  f requency,  dosage and 

admin i s t r a t ion  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 tc .  ) 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  f o r  some 

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

r a i s e d  as t o  t h e  psychologica 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 wi thout  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 pe r  month and $10.00 p e r  

biopsy could be made. Half of the money was he ld  i n  t h e  v o l u n t e e r s '  

It 

savings  accounts  a t  the p r i son .  

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

agencies  p laced  no r e s t r i c t i o n s  on how s t u d i e s  involv ing  p a r t i c i p a t i o n  

' by human vo lun tee r s  were c a r r i e d  outcc2k. Even then ,  however, i t  was much 

more d i f f i c u l t  t o  become an accepted vo lun tee r  f o r  t h i s  program than  t o  
~ 

m 
0 
W d e c l a r e  i n t e n t .  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  
W 
1*3 
00 

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

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

vo lun tee r  had t o  be very good and they  had t o  be r ep roduc t ive ly  ''normal". 

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

z 

, Declara t ion  
J. ... (44) .. ,. Our e a r l y  g u ' d e l i n e s  were based on The Nuremberg Code 

of Hels inki .  145) 
Human Sub jec t s  (46p, and,  as they  were developed t h e  p o l i c i e s  
incorpora ted  i n t o  The I n s t i t u t i o n a l  Guide t o  DHEW Pol icy  on 
Protect ion of Human Sub jec t s  (47). 

ae d a l u s :  E th ica l  Aspects of Experimentat ion  with 
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Subsequent Program Development - .  -- 
Subsequent management of t h e  experimental  procedures  and 

g u i d e l i n e s  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  o b t a i n  t h e  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.  It was f e l t  t h a t  t h e  more complete t h e  d a t a  obtained from 

each vo lun tee r ,  t h e  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 t h e  

l e s s  chance t h a t  a d d i t i o n a l  experiments would have t o  be done f o r  each 

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  

p r o j e c t  . 
During 1962 a new experimental  d i r e c t i o n  was i n v e s t i g a t e d .  It was 

d iscovered  t h a t  t h e  e f f e c t s  of fon iz ing  r a d i a t i o n  on humans were, except  

f o r  t h e  g r o s s e s t  in format ion ,  unknown. Apart from some inadequate  pos t -  

mortem s t u d i e s  on Japanese atomic bomb v ic t ims  and a few i s o l a t e d  case  

h i s t o r i e s  from nuclear  a c c i d e n t s ,  no accu ra t e  information was a v a i a b l e  

on t h e  a c t u a l  r e a c t i o n  and dose 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  exposure ( s - 600r ). 

were based on animal d a t a .  

I n  f a c t ,  r a d i a t i o n  s a f e t y  l i m i t s  

Ex t r apo la t ing  c o l l e c t e d  informat ion  from one 

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

a p p l i c a b l e  o r  a c c u r a t e .  It was 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 tu re  of i r r a d i a t i o n  changes produced i n  man and t h e  du ra t ion  

of an e f f e c t  from any dosage adminis te red ,  only man could se rve  as 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 consequently the  

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 l0033Zd 
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t h i s  knowledge was determined t h e  sooner it 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 r g e .  

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

cons ide ra t ion  was given a s  t o  how t o  proceed. 

given a s  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 

Severa l  reasons  were 

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  t h e  

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.  

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 t h e  very few organs which could be 

The human tes t i s  i s  an i n t e r n a l  organ which happens t o  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  res t  of t h e  body. 

S ince  a pool  from w h k h  vo lun tee r s  might come 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 was considered a s  t h e  source of experimental  

m a t e r i a l .  

wi th  t h e  va r 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 s 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 o l d  t h a t  only those  men having o r  wishing t o  be vasectomized 

Af te r  approval  of t h e  p r i s o n  a u t h o r i t e s ,  d i scuss ion  was he ld  

would be accepted ( t o  avoid any p o s s l b i l i t y  of contaminat ing t h e  g e n e r a 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 ,  r ega rd ing  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  of providing a r a d i a t i o n  device  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 o r  exposure of 

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

b u i l t .  

temperature  water .  

The next  problem 

/ 

A l ead - l ined  box conta in ing  two X-ray tubes  was 

Between t h e  tubes  a smal l  p l e x i g l a s s  box was f i l l e d  w i t h  s c r o t a l  

A man l y i n g  a c r o s s  t h e  box lowered h i s  t e s t e s  i n t o  

- 5- 
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t h e  water .  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 

two d i r e c t i o n s  t o  a l low a homogeneous' dosage. 

exposure t o  graded dose5 of i o 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 con ten t s .  The accuracy of d e l i v e r y  of t h i s  X-ray device  

waS confirmed us ing  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  

With t h i s  equipment 

' 

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  proposa l  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 provide e x p e r t i s e  f o 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  November of 1963 centered  around t h e  proper  handl ing  of t h e  

vo lun tee r s .  

December 1967 were p r imar i ly  t o  d i s c u s s  va r ious  a s p e c t s  of t h e  work being 

done. 

Subsequent meetings i n  December 1965, March 1967 and 

Each committee was made up of n a t i o n a l l y  prominent s c i e n t i f i c  and 

medical expe r t s .  

g iv ing  permission f o r  t h i s  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  

t o  e v a l u a t e  t h e  knowledge and consent of t h e  inmate vo lun tee r s .  

The f i r s t  committee 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  

Between 1963 and 1971, 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  r e l e a s e  from p r i son  or when 

t h e  program te rmina ted .  

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. 

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

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

All volunteers  were o f f e d a n  oppor tuni ty  t o  

I Q O 3 3 4  t 
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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  1 9 7 1  t h i s  'program has 

been slowly phasing out as t h e  vo lun tee r s  r ega in  apparent  reproduct ive  

system normalcy. 

program was te rmina ted  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  

A s  of 1973, however, t h e  e n t i r e  p r i s o n  exper imenta l  

and subsequent s t a t e  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. 

PROJECT O R G A N I Z A T I O N  

Se lec t ion  of Volunteer Subjec ts  - -- 
During t h e  du ra t ion  of experimentat ion wi th in  t h e  p r i s o n ,  t h e  

inmates became w e l l  informed, 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 man wanting t o  j o i n  t h e  r e sea rch  program: 

The fo l 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 t h e r  inmate 

vo lun tee r s ,  o r  most u sua l ly ,  h i s  c e l l  mate, o r  as a resu l t  of t h e  f a c t  

t h a t  he 'happened t o  be a h o s p i t a l  worker. 

2.. H e  submitted an in te rv iew reques t  t o  t h e  i n v e s t i g a t i n g  

phys ic i an  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 .  A c t u a l  examples a r e :  

" Dear S i r :  I would l i k e  t o  t a l k  wi th  you as soon a s  p o s s i b l e  
r, 

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

t h i n k  I would l i k e  t o  s i g n  up f o r  i t .  Thank you. '' 
'I I r e q u e s t  t o  be interviewed i n  r ega rds  t o  your  r e s e a r c h  

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 t e r i l i z e d .  Thank you." 

'' I reques t  t o  f ind  out  what a biopsy i s  as I may be i n t e r e s t e d . "  

1003342 
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I t  I request t o  t a l k  t o  you about the biopsy program. I want 

t o  know what they  do and so on. 

, want t o  g i v e  an arm o r  something. Thank you.r1 

I a m  i n t e r e s t e d  i n  doing t h i s  but  don ' 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 p o s s i b l e .  

I would a l so  l ike  t o  become involved i n  t h e  r a d i a t i o n  program. I f ee l  

t h a t  i f  and when I g e t  o u t  1'11 be t o o  o ld  t o  s t a r t  another  family.," 

'' I r e q u e s t  t o  j o i n  your  r e sea rch  program, as  I am most 

i n t e r e s t e d  i n  b i r t h  c o n t r o l .  Respec t fu l ly .  t1 I 

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

program t o  each vo lun tee r  i n d i v i d u a l l y  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  p o i n t ,  no problems were encquntered and t h e  

vo lun tee r  was s t i l l  i n t e r e s t e d  he was placed on t h e  

program. 

temporary '* 

Subsequent Volunteer Management -- -- 
1. While on t h e  'I temporary It program the 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 eve r  been i d e n t i f i e d  as Ca tho l i c  he was not accepted even on 

t h e  lt temporary 

p r i e s t .  

accepted onto  t h e  program. 

Ca tho l i c  r e tu rned  f o r  f u r t h e r  in te rv iews .  

statements from t h e  p r i e s t  t o  t h e  i n v e s t i g a t i n g  phys ic i an  are as  

follows : 

program u n t i l  he 'had  d iscussed  t h e  matter with 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 

Af te 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  



'' .................. would l i k e  t o  have Ilis 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  Preference.  

Pleaze be informed t h a t  . . . . . . . . . . . . . . . . .  i s  not  a Baptized 

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 

va r ious  occas ions ,  and a t  t h a t  t ime he wanted t o  t ake  Correspondence 

Courses concerning t h e  Ca tho l i c  f a i t h .  

Baptized o r  Confirmed, and s ince  he i s  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  Ca tho l i c  

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

i n  your r e sea rch  knowing t h a t  he i s  not  a Cathol ic .  

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

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 

However, he has  not  been 

Therefore you may proceed 

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

. Thank you. 

One no te  should be made h e r e .  A t  t h e  t ime an inmate e n t e r s  t h e  

p e n i t e n t i a r y  he h a s . t o  s ta te  a r e l i g i o u s  preference .  

P r o t e s t a n t  o r  Ca tho l i c .  The purpose f o r  t h i s  i s  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 'I cop 

H i s  choice is 

with  whom he can t a l k .  Therefore it i s  not  a t  a l l  

z u r p r i s i n g  t o  f i n d  many f 1  changing" t h e i r  r e l i g i o u s  p re fe rence  when 

inconvenienced. 

2. A t  t h e  end of one month ( o r  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 ian  aga in  t a l k e d  t o  t h e  man. 

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

consis tency ( occas iona l ly  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 

I f  t h e  
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. 
caused no problems ( d i s c i p l i n a r y  o r  medical ) t o  t h e  h o s p i t a l  s t a f f ,  

and he s t i l l  wished t o  be on the program, he was accepted onto t h e  

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

a t  t h i s  po in t .  

3. During t h e  three-  t o  six-month c o n t r o l  p e r i o d ,  plasma 

samples were c o l l e c t e d  s i x  times, seminal 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  biopsy scheduled. 

a consent form was explained and s igned.  

P r i o r  t o  any co l lec t ions ,  

It read as  fo l lows:  

I, acknowledge t h a t  

has informed me t h a t  I may submit masturbated 

seminal  s,amples, blood samples, u r ine  samples and t e s t i c u l a r  t i s s u e ,  and 

I hereby consent  t o  g iv ing  such samples. 

I have been informed 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 s k s  i n  such a s u r g i c a l  procedure.  

bu t  a re  not l imi ted  t o  pa in ,  both a t  t h e  t i m e  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. 

These r i s k s  inc lude  

I consent  t o  the 

surgery  by a l i censed  medical doc tor .  

The samples a r e  t o  be used 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.  I consent t o  t h e  p u b l i c a t i o n  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 pe r sona l ly  

i d e n t i f i e d  . 
I have been g iven  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 consent  

1 0 0 3 3 4 5  
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I' This 25 y e a r  o ld  w h i t e  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  for  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 vasectomy and i r r a d i a t i o n  was d iscussed  and he i s  w e l l  

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 
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?'.. ......... was evaluated f o r  ........... program. He i s  26 yea r s  

o ld  and still has thqughts  about g e t t i n g  married and r a i s i n g  a family.  He  

i s  a pass ive  dependent person 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. 

procedures are and along wi th  t h i s  has POOF f o r e s i g h t  and planning.  

Although he i s  fully competent h i s  judgement regard ing  permanent 

s t e r i l i z a t i o n  i s  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 has only vague knowledge about what t h e s e  

.............. i s  now 37 yea r s  o l d ,  had been married and divorced 

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

contemplates marriage aga in ,  he has  no d e s i r e  f o r  f u r t h e r  family.  

Although h e  

He has  

never  had p s y c h i a t r i c  t rea tment .and  shows no s i g n i f i c a n t  emotional  

d i s o r d e r .  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 ion  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  phys ic ian  d i d  not  personal ly  d i s c u s s  t h e  s u b j e c t s '  eva lua t ion  

( before o r  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. If 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  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  phys ic ian  d iscussed  t h e  problems wi th  him and decided 

whether he should be dropped from t h e  program. 

1 0 0 3 3 l s b  
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5 .  A t  t h e  end of t h e  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  were examined f o r  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 .  I f  a l l  were f a v o r a b l e ,  he was 

considered f o r  a s p e c i f i c  p r o j e c t .  
r . . .<  . 

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  o r  would 

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

6. 

p a r t i c i p a t e ,  t h e  proper consent  forms were d iscussed  and s igned.  

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

Once a man 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  

Examples are a s .  

fo l lows  : 

DRUG ADMINISTRATION CONSENT 

c 

0 
e 
w 
w 
s 
A 

1,. , have been made aware by 

, t h a t  I am t o  be given in t ramuscular  

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

( s e v e r a l  months ). 

drug  a l t e r s  plasma hormone l e v e l s  and t o  d iscover  what e f f e c t  i s  has  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 .  

aware t h a t  whi le  I a m  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  b iops i e s  w i l l  be r e q u i r e d ,  and I agree  t o  supply 

them. 

The p resen t  purpose i s  t o  determine whether t h i s  

I am a l s o  

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

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

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  informat ion  

obta ined  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  

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

I have been given the  oppor tuni 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 withdra:..] my 

consent a t  anytime and d i scon t 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 .  

W i t  ne s sed by : 
, . . ,~ 

Signature  'Signature 

b a t e  Date 

X-RAY CONSENT 

This agreement made t h i s  day of 19 

be t  ween and 

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

and testes.  

blood samples p e r i o d i c a l l y .  

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

I a l s o  agree  t o  donate 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  

du r ing  t h e  length  of the  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  procedure.  

I hereby agree  t o  submit t o  a vasectomy opera t ion  a t  t h e  completion 

I know t h a t  a vasectomy ope ra t ion  is of t h e  experimental  procedures.  

a t y i n g  of f  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 resul 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 

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

some 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 ,  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  explained 



t o  me. 

It Ls f u r t h e r  understood t h a t  t h e  s a i d  procedures a r e  t o  be 

performed a t  

t h e  d i r e c t i o n  of Dr. . He is  au tho r i zed  

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  members 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 

and w i l l  be perf  ormed under 

them q u a l 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. 

Signed 

Date 

The foregoing  agreement was r e a d ,  d i scussed  and s igned i n  my 

presence a n d . i n  my opinion t h e  person so s ign ing  d i d  so f r e e l y  and with 

full knowledge and understanding.  

Signed 

Date 

REQUEST FOR STERILIZATION 

Date 

I hereby r eques 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 
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CONSENT FOR VASECTOMY 

and I hereby r eques t  and au tho r i ze  D r .  

whomever he may des igna te  o r  a s s ign  t o  perform upon myself t h e  fo l lowing  

procedure: a vasectorry. I know t h a t  a vasectomy i s  " ty ing  o f f  t h e  cords",  

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  ope ra t ion ,  a l though such resu l t  

has no t  been guaranteed.  

parenthood. 

I know t h a t  a z t e r i l e  person i s  incapable  of 

I have been f u l l y  informed of t h e  r i s k s  and poss ib l e  

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

Signed 

Date 

The foregoing  consent was r ead ,  d i scussed  and s igned i n  my presence,  

and i n  my opinion t h e  person 'so s igning  d id  s o  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 w e a r  t h a t  I do not  have a wife .  

1 - 0 0 3  350 Signed 

Date 
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I f  t h e  wife  d i d  not  consent ,  those  procedures  r e q u i r i n g  vasectomy 

were n o t  performed. 

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

d i scon t inue  t a k i n g  a drug ,  a t  any t ime without  n o t i c e .  H e  could a l s o  

r e f u s e  a t e s t i c u l a r  biopky a t  any t ime.  

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

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  adminis te red .  

most vo lunteers  who d iscont inued  p a r t i c i p a t i o n  d i d  n o t i f y  u s  i n  w r i t i n g .  

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

Although it was not r equ i r ed  

An example fo l lows  : 

'I I reques t  t o  be removed from t h e  r e sea rch  program a s  it 

i n t e r f e r e s  with my present  j o b  assignment. l1 

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

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

Almost without except ion  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 

, (  r e sea rch  program ). 

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

t h e  program. 

I was on it once before  when I was here  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.'1 

'' 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. 

When t h i s  happened, they were admit ted a t  once t o  contr 'o l  s t a t u s  

( The "temporary'l s ta tus  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.  
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. 
Occasional ly  a man would volunteer  t o  cont inue wi th  t h e  p r o j e c t s  

once he was r e l eased .  An example of t h i s  r eques t  fo l lows:  

I f a i l e d  t o  aEk you t h e  l a s t  t ime I seen you i f  you would be 

i n t e r e s t e d  i n  cont inuing  t h e  experiments with me i f  I should be granted  

Paro le .  

can h e l p  mankind. 

and wish t o  h e l p  you i n  any way I can. 

cont inue  t h i s  program with someonetho has  been r e l eased  from he re  

because of t h e  change i n  environment as cond i t ions  he re  a r e  almost i d e a l .  

Due t o  my wanting t o  he lp  rgankind with your worthy cause I know t h a t  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 a s  I t r y  t o  be i n  

here .  

program i n  t h e  f i r s t  p l ace  i f  I hadn' t  f u l l y  intended t o  go a long  wi th  

you u n t i l  you had completely exhausted your experiments w i th  me. 

Personal ly  I a m  i n t e r e s t e d  i n  t h i s  program because of how it 

I r e a l i z e  how 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  

Besides ,  I never would have accepted o r  asked t o  g e t  on the 

Believe 

me, it would be an honor t o  know t h a t  I had helped i n  some way for you t o  

achieve your  ul tamate goa l .  Thank you f o r  t h i s  oppor tuni ty . rT  

Unfor tuna te ly ,  our experimental  des ign  was such t h a t  t h e s e  vo lun tee r s  

could 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 phys ic ian  involved i n  t h e  r e sea rch  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 .  I f  needed, he was immediately a v a i l a b l e .  

I 

1 0 0 3 3 5 2  
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SPECIFIC POINTS ABOUT THE EXPERIMENTAL PROGRAM. 

The personnel  s t a f f i n g  t h e  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  p r i son  was a mix tu re  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 abora to ry  ind ica t ed  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 r e sea rch  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  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  I reques ted  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 chap te r s . ,  

One s p e c i f i c  i nc iden t  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  was one of t h e  a r e a s  most damaged. 

drugs and implements which could be used as weapons. 

could not  be used was broken and smashed. 

Af 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  

During a severe  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.  

passed t h e  word as t o  what belonged t o  t h e  r e s e a r c h  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 

I n  t h e  

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

There was no contac t  wi th  t h e  Parole  Board on behalf  of any of t h e  

vo lun tee r s .  

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

was f o r  t h e  inmate h o s p i t a l  t echn ic i an .  

was 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 r a r e  except ion  

Occasionally, '  t h e n ,  a r e fe rence  

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  t h e s e  vo lun tee r s  have 

I003353 
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!)?en c .I cmely broad and of major importance t o  t h e  m e d i c a l - s c i e n t i f i c  

commw . 

we r e i f  t h e  r e a d e r  t o  t h e  bibl iography.  

. Rather t h a n  a t tempt  t o  summarize the  major accomplishments, 

' DISCU!.3'aa N 

changes occurred throughout t h i s  17-year per iod  t o  a l low 

t h i s  r:: .arch program t o  cont inue  wi th  t h e  approval  of a l l  observing 

groups 

each vc.'~ 'nteer when he was t o  have a drug adminis te red .  

'' form: 

For  example, a t  t h e  beginning a consent form was prepared f o r  

These e a r l y  

merely s t a t e d  t h a t  t h e  volunteer  knew he was t o  r e c e i v e  an 

experir;  t a l  drug .  Almost immediately, it was decided t h a t  more 

formal. , . . a s e n t  documents were needed. 

he lp  0 :  

assume 

These were drawn up wi th  t h e  

n a t t o r n e y  and a l l  included a phrase  s t a t i n g  I agree t o  

'.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,  i nc lud ing  i n j u r i e s  

which i nay s u s t a i n  a s  a resu l t  of ................., and hereby 

absolve .............. from any l i a b i l i t y . "  With the  development of 

t h e  mol recent f e d e r a l  g u i d e l i n e s  t h i s  phrase  was e l imina ted  from 

a l l  coi mt forms. 

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

was dc? *( .oped between t h e  i n v e s t i g a t i v e  s t a f f  and the vo lun tee r s .  

HowevcI-. t h e  psychologica l  bond t h a t  e x i s t e d  between them was very r ea l  

and CI" 

f r e e l t  lout himself  bc.th p h y s i c a l l y  and mental ly .  This was very 

impor., 

obsei? 

i: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  

... ons. This t r u s t  was given 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 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  confidences 

would not be passed on t o  t h e  p r i s o n  h ie rarchy .  

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

This became extremely 

e f f e c t s  when a l c o h o l  was imbibed. This information was g iven  t o  t h e  

i n v e s 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 

punished i f  p r i s o n  o f f i c i a l s  knew a l coho l  had been used. 

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

between t h e  vo lun tee r s  and i n v e s t i g a t o r s .  These inc lude :  

1. The men were t r e a t e d  a s  men not  s u b j e c t s  lt .  They were t a l k e d  t o  

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

coming t o  be interviewed by lr t h e  doc tor  

They enjoyed 

and came o f t e n  because they 

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

might a f f e c t  them. 

2. The i n v e s t i g a t o r  who d id  t h e  in te rv iews  was t h e  same person 

throughout t h e  17-year pe r iod .  

understanding of p e r s o n a l i t i e s .  

same person i s  probably more important i n  a p r i s o n  s e t t i n g  then  any 

This allowed long-term f a m i l i a r i t y  and 

To have cons tan t  con tac t  with t h e  

o t h e r  s i n c e  t h e  inmate i s  g e n e r a l l y  an exper t  a t  conning s t r a i g h t  

people .  Therefore much t ime i s  needed t o  g e t  t o  know t h e  vo lun tee r ,  

( i . e . ,  t h e  long l1 temporary 

i n  order  t o  d iscover  t h e  v o l u n t e e r ' s  s i n c e r i t y  in.warit ing t o  

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

and c o n t r o l  p o r t i o n s  of t h e  program ) 

3 .  Even though t h e  vo lun tee r s  were comfortable wi th  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 a l low themselves t o  be used 

by t h e  p r i s o n e r s  as 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  o r  t h e  
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o u t s i d e  world. S ince  t h i s  was w e 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  pe r sonne l  and d i d  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  a l l  s c i e n t i f i c  pe r sonne l  i n c l u d i n g  t h o s e  

who never v i s 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 the 

program. From time t o  time an  inmate t e c h n i c i a n  would be r e l e a s e d  from 

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 ed .  

most of them were l a t e r  r e tu rned  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 l ea rned  even more about t h e  r e s e a r c h  p r o j e c t .  

When one q u a l i f i e d  t o  work i n  t h e  r e s e a r c h  l a b o r a t o r y  

Unfortunately 

While t h e  r a p p o r t  between t h e  vo lun tee r s  and i n v e s t i g a t o r s  is 

- impor tan t ,  i t  i s  of equa l  importance t o  maintain t h e  goodwil l  of t h e  

p e n i t e n t i a r y  and s ta te  personnel .  Three major f a c t o r s  were involved..  

F i r s t ,  we pa id  wages t o  the inmate t e c h n i c i a n s  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 .  This prevented t h e i r  a l r e a d y  busy s t a f f  from being 

overworked because of ou r  program. 

manager one day t o  two weeks be fo re  needing h i s  cooperat ion i n  moving 

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

inmates from one area t o  another  ( f o r  i n t e r v i e w s ,  etc. ) or  b e f o r e  

b i o p s i e s  were t o  be performed. This allowed schedul ing of h o s p i t a l  

work. Thirdly,  w e  followed any o f f i c i a l  request 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. 

We b e l i e v e  i t  i s  very i m p o r t a n t  t o  p o i n t  o u t  aga in  t h a t  t h e r e  were 

no problems wi th  e i t h e r  t h e  p r i s o n  o f f i c i a l s  o r  vo lun tee r s  a t  t h e  time 

t h i s  program was d i scon t inued  e a r l i e r  t h i s  y e a r .  
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. 
We cannot pre tend  that t h e  f e a r , o f  lawsuits d i d  not  cause even 

more c a r e  than would have been used otherwise.  One such s u i t  would 

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

Many thousands of words have been w r i t t e n  about t h e  e th ics  of 

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

d i f f e r e n t  v i e w  from our y e a r s  of observa t ion  of t h i s  h igh ly  s u c c e s s f u 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 r u e  informed consent  

i s  very d i f f i c u l t  t o  achieve.  These people who a r e  t o g e t h e r ,  :who can 

d i s c u s s  t h e  procedures among themselves and who can a c t u a l l y  observe 

what i s  happening t o  o t h e 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 what can  

happen t o  them. 

have ex tens ive  pre- in te rv iew knowledge. 

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

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

Any n o n - i n s t i t u t i o n a l i z e d  

on a n  experimental  'program has only,  perhaps,  one b r i e f  d i scuss ion  wi th  

t h e i r  doc tor .  Inmate vo lun tee r s  i n  a r e sea rch  set t ing as descr ibed  above 

are perhaps t h e  bes t  informed human volunteers  i n  ex i s t ence  ( excluding 

medical personnal  themselves ). 

Although it i s  obvious,  a s  argued, t h a t  t hese  people a r e  not  f r e e  

p h y s i c a l l y ,  t hey  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  o r  non- 

p a r t i c i p a t i o n .  There was no bene f i t  of b e t t e r  pr i son  t r ea tmen t ,  t h e  

monetary reward was smal l  and they had t o  r eques t  t o  be on t h e  program. 

They were not  asked t o  p a r t i c i p a t e .  We be l i eve  it t o  be f a r  more'unsound 

e t h i c a l l y  t o  c a r r y  out i n v e s t i g a t i o n s  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  

i n d i v i d u a l s  before  chromosomal dangers or  reproduct ive  changes ( r e s u l t i n g  
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i n  p o s s i b l e  abnormal b i r t h s  ) have been worked out  on humans who 

cannot cause concept ion because of t h e i r  i s o l a t i o n  from g e n e r a l  s o c i e t y .  

Research involv ing  human vo lun tee r s  mus t  be done, and it i s  impera t ive  

t h a t  a l l  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 h igh ly  s u c c e s s f u l  p r i son  

inmate volunteer  program f o r  medical r e s e a r c h  was carried on has  been 

presented .  

be a success  inc luded:  

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  

1. 

2. 

3. 

4. 

5. 

It 

Obtaining t h e  t r u s t ,  of t h e  vo lun tee r .  

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

F u l l  exp laha t ion  t o ' t h e  volunteer  i n  language he could 

understand.  

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

Openness of a l l  information p e r t a i n i n g  t o  t h e  use of humans 

as  r e s e a r c h  vo lun tee r s  t o  anyone concerned wi th  t h e  

p r o t e c t i o n  of t h e  s u b j e c t ' s  r i g h t s  and wel fare .  

A v a i l a b i l i t y  of inmate vo lun tee r s  f o r  i n t e rv i ews  by t h e s e  

- same groups o r  i nd iv idua l s .  

i s  our hope t h a t  t h i s  information w i l l  o f f e r  some a s s i s t a n c e .  

t o  those  c u r r e n t l y  involved i n  o r  poss ib ly  cons ider ing  p a r t i c i p a t i o n  i n  

human r e s e a r c h  programs.. 

I003358 



Hel le r  & Rowley - 25 - 
..i - -  r 

RE: F E E  NCE S 

1. H e l l e r ,  C. G . ,  W. 'M. Laidlaw, H. T. Harvey E W. 0. Nelson. 1958. 

E f f e c t s  of p r o g e s t a t i o n a l  compounds on t h e  reproduct ive  

processes  of t h e  human male. Ann. NY. Acad. Sci .  71: 649-664. - . , ... - 
2. 

3.  

4. 

5 .  

6. 

Hel l e r ,  C. G .  & W. M. Laidlaw. 1958. Physiology and pa tho log ic  

physiology of t h e  t e s t i s .  Postgrad.  Med. - 24: 550-556. 

Rigas ,  D. A . ,  C. A .  Paulsen & C. G. He l l e r .  1958. P u r i f i c a t i o n  

of gonadotrophins der ived  from u r i n e  and p i t u i t a r y  glands 

of human beings:  observa t ions  of t h e i r  e l e c t r o p h o r e t i c  

behaviour and b i o l o g i c a l  a c t i v i t y .  Endocr ino lqy  - 62: 738-748. 

He l l e r ,  C. G . ,  D.  J. Moore, C. A .  Paulsen,  W. 0. Nelson E W. M. 

Laidlaw. 1959. E f f e c t s  of progesterone and s y n t h e t i c  

p r o g e s t i n s  on t h e  reproduct ive  physiology of normal men. 

' Fed. Proc. - 18: 1057-1064. 

Heller, C. G . ,  C. A .  Paulsen & D. J. Moore. 1960. A l t e r a t i o n  

spermatogenesis of normal men with s y n t h e t i c  and n a t u r a l  

p roges t in s .  F i r s t  I n t .  Congr. Endocrinology, Copenhagen, 

1960. Acta Endocrinol.  #465 suppl .  - 51: 925. 

H e l l e r ,  C. G . ,  D. J. Moore & C. A.  Paulsen. 1961. Suppression 

of spermatogenesis and chronic  t o x i c i t y  i n  men by a new 

s e r i e s  of B i s  (chloroacety1)Diamines.  Toxicol.  Appl. 

in 

Pharmacol. 3: 1-11. - 1003354 



e..:- 

Heller & Rowley 

-. 

- 26 - 

7. 

I ,  

8. 

9. 

10. 

11. 

12. 

Heller, C. G .  1961. Therapy o f  male i n f e r t i l i t y  and hypogonadism: 

Endocrine dyzfunct ion  and i n f e r t i l i t y .  Report of t h e  35th  

Ross Conference on P e d i a t r i c  Research. S .  J. Fomon, (ed.)  

Columbus, Ross Laboratory,  pp. 82. 

Moore, D. J. ,  R. T. Roscoe, L. J .  Matson E C. G .  Heller. 1962. 

Increased  gonadotrophin e x c r e t i o n  induced by an t i spermatogenic  

agen t s .  Cl in .  R e s .  - 10 : -88  ( a b s t r a c t  ). 

Paulsen,  C. A . ,  R. B. Leach, J. Lanman, N. Goldston, W. 0. Maddock 

E C. G .  Heller. 1962. Inhe ren t  e s t r o g e n i c i t y  of Norethindrone 

and Norethynodrel:  Comparison with o t h e r  s y n t h e t i c  p r o g e s t i n s  

and proges te rone .  J. C l i n .  Endocr. Metab. - 22:  1033-1039. 

Hel ler ,  C. G.  E D. J. Moore. 1962. Dichotomy between t o t a l  

gonadotrophins (HPG) and ICSH e x c r e t i o n  produced by clomiphene. 

C l in .  R e s .  - 11: 111 ( a b s t r a c t  ). 

Heller,  C. G . ,  B. Y .  F l a g e o l l e  E L. J. Matson. 1963. Histopathology 

of t h e  human testes as a f f e c t e d  by Bis(dichloroacety1)Diamines. 

Exp. Molec. Pa thol .  Suppl. 2 ,  - 2:  107-114. 

Heller,  C. G . ,  L. J.  Matson E D. J. Moore. 1963. Rate  of apermato- 

- genes i s  i n  man determined by inco rpora t ing  t r i t i a t e d  thymidine 

i n t o  t es tes .  Proc.  of an I n t e r n a t i o n a l  Symposium on t h e  

E f f e c t s  of Ion iz ing  Radia t ion  i n  t h e  Reproductive System, 

Colorado, 1962. Pergamon Press, pp. 263-267. 

t 0 0 3 3 b 0  



Hel le r  . .  & Rowley 

.. -.- r .. 

- 2.7 - 

13. 

. .  

14. 

15. 

16. 

17. 

18. 

19. 

Chr is tc f f  ers ,  H. J., R. T. Roscoe S C. G.  Hel le r .  1963. A combined 

chemica l -b io logica l  approach t o  t h e  de te rmina t ion  of u r ina ry  

e s t rogens .  

Washington. Proceedings ( Univers i ty  of Washington ). 

I n t e r n a t i o n a l  Workshop on Estrogens,  O r c a s . I s l a n d ,  

H e l l e r ,  C. G .  E Y .  Clermont. 1963. Spermatogenesis i n  man: An 

estimate of i t s  du ra t ion .  Science I__ 140:  184-186. 

He l l e r ,  C. G .  & Y. Clerrnont. 1964. K ine t i c s  of t h e  germinal 

ep i the l ium i n  man. Rec. Progr. Hormone R e s .  - 20: 545-575. 

H e l l e r ,  C .  G. E P. Wootton. 1964. E f f e c t  of graded doses  o f  

i o n i z i n g  r a d i a t i o n  on human testes.  Cl in .  R e s .  - 1 2 :  116 

( a b s t r a c t  ). 

Rowley, M. J. E C. G .  Heller. 1966. The t e s t i c u l a r  biopsy: 

s u r g i c a l  procedure,  f i x a t i o n  and s t a i n i n g  t echn ics .  F e r t i l .  

S t e r i l .  17: 177-186. - 

Rowley, 14. J. & C. G.  Heller. 1966. The du ra t ion  of each c e l l  

a s s o c i a t i o n  ( s t a g e s )  of the  human tes t i s .  Fed. Proc. 

25: 313 ( a b s t r a c t  ). - 
H e l l e r ,  C. G . ,  P. Wootton, M. J .  Rowley, M. F. L a l l i  & D. Brusca. 

1966. Action of r a d i a t i o n  upon human spermatogenesis.  Proc. 

V I .  Congreso Panamericano de Endocrinologia,  Mexico C i ty ,  

October 10-15, 1965. Excerpta Medica I n t .  Congr. S e r i e s ,  No. 

10033b f 
112,  pp.  408. 



c 

i 

Heller & Rowley 

* . r 

- 28 - 

20. Heller, C. G . ,  M. F. L a l l i  & M. J. Rowley. 1968. Fac to r s  

a f f e c t i n g  t e s t i c u l a r  f u n c t i o n  i n  man. . ' I I I  I n t e r n a t i o n a l  

Pharmacological Congress, Sao Paulo,  B r a z i l ,  J u l y  1966. 

Pharmacology of Reproduction. E. Diczfalusy ( e d . ) ,  Pergamon 

Pres s  Ltd.  pp. 61-73, Vol. 2. 

21. Heller, G. V., K. B. O'Keefe & C. G .  Heller. 1968. E f f e c t s  of . 

f o l l i c l e - s t i m u l a t i n g  hormone (FSH) on S e r t o l i  ce l l s  i n  t h e  

hypophysectomized r a t .  Cl in .  R e s .  - 16: 113 ( a b s t r a c t  ). 

22. Pearson, J. E.  & C. G. Heller. 1968. Human chor ion ic  gonadotropin 

e f fec t  on Leydig c e l l  number and s i z e  i n  normal men. C l in .  

Res .  - 16: 115 ( a b s t r a c t  ). 

23. Heller, C. G . ,  G. V. Heller, G. A. Warner & M. J.  Rowley. 1968. 

E f f e c t  of graded doses  of i o n i z i n g  r a d i a t i o n  on t e s t i cu la r  

cytology and sperm count i n  man. Rad. R e s .  35: 493 ( a b s t r a c t ) .  

24. Heller, C. G . ,  G. V. Heller & M. J. Rowley. 1969. Human 

spermatogenesis :  

a s s o c i a t i o n  and of each c e l l  type .  

Car los  Gual and F. J .  G. Ebling ( e d s . ) ,  Excerpta Medica 

Foundation ( A m s t . ) ,  pp. 1012-1018. 

An es t ima te  of t h e  d u r a t i o n  of each c e l l  

Progress  i n  Endocrinology, 

25. Rowley, M. J . ,  K. B. O'Keefe & C. G.  Heller. 1969. Decreases i n  

sperm concen t r a t ion  due t o  t e s t i c u l a r  biopsy procedure i n  man. 

J. Urol. - 101: 347-349. 



, 

26. 

27. 

Heller & .Rowley - 29 - 
.. 

. .. 
.+ . -. T 

Heller, C. G . ,  M.  J. Rowley E G .  V. He l l e r .  1969. Clomiphene 

c i t r a t e :  a c o r r e l a t i o n  of i t s  e f f e c t  on sperm concen t r a t ion  

and morphology, t o t a l  gonadotrophins,  I C S H ,  e s t rogen  and 

t e s t o s t e r o n e  e x c r e t i o n ,  and t e s t i c u l a r  cytology i n  normal men. 

J. Cl in .  Endocr. Fletab. 7 29: 638-649.. 

He l l e r ,  C. G . ,  F. Teshima E M. J. Rowley. 1969. Durat ion of 

t r a n s p o r t  of spermatozoa through t h e  d u c t u l a r  system. 

Advances i n  t h e  Biorciences 4 ,  Schering Symposium on Nechanisms 

Involved i n  Conception, Be r l in ,  Pergamon Pres s ,  pp. 121-131. 

28. 

29. 

30. 

Rowley, M. J . ,  J. D. Be r l in  E C. G. Heller. 1969. The f i n e  

s t ructure  of human spermatogonia. SOC. Study of Reproduction, 

2nd Annual Meeting, Universi ty  of Ca l i fo rn ia ,*Dav i s ,  C a l i f o r n i a ,  

September 8-10, ( a b s t r a c t  ). 

Hel l e r ,  G. V .  'E C. G.  He l l e r .  1970. Quan t i t a t ion  of normal and 

abnormal germinal  c e l l s  fo l lowing  admin i s t r a t ion  of clomiphene 

c i t r a t e  i n  normal men. J. C l i n .  Endocr. Metab. 30: 196-207. 

He l l e r ,  C. G . ,  H. C. Morse, M. Su E M. J. Rowley. 1970. The 

r o l e  of FSH, ICSH, and endogenous t e s t o s t e r o n e  du r ing  

t e s t i c u l a r  suppression by exogenous t e s t o s t e r o n e  i n  normal men. 

Advances i n  Experimental Medicine and Biology, vo l .  10, "The 

Human Testis". E.  Rosemherg & C. A .  Paulsen ( e d s . ) ,  Plenum 

Publ i sh ing  Corporat ion,  New York, pp. 249-259. 



Ileller & Rowley 

.. . - -  . .  - +  . .. -_ . c 

31. 

32 

33. 

34. 

35. 

36. 

37. 

Rowley, M. J., F. Teshima E C. G.  Heller.  1970. Duration of 

t r a n s i t  of spermatozoa through t h e  hum.an male duc tu l a r  system. 

F e r t i l .  S t e r i l .  - 21: 390-396. 

Hel le r ,  C. G . ,  H. C. Morse & M. J. Rowley. 1970; The e f f e c t  of 

t e s tos t e rone  on t h e  normal testis. 

Annual Meeting of The Endocrine Society,  S t .  Louis, Mo., 

June 10-12, pp. 50. ( abs t r ac t  ). 

Proceedings of t h e  52nd 

Rowley, M. J. E C. G. Heller.  1971. Embryology, anatomy'and 

h is to logy  of t h e  male sexual organs. F e r t i l i t y  Disturbances 

i n  Men and Women, C. A .  Joel (ed.) ,  Karger/Basel, pp. 48-64. 
. 

- 30 - 

Rowley, M. J. , J. D. Ber l in  & C. G.  Heller. 1971. The ultra- 

s t r u c t u r e  of four  types of human spermatogonia. 2. 
. .  

Zellforsch.  .112: 139-157. 
_I 

Rowley, M. J. E C. G. Heller. 1971. Quant i ta t ion of t h e  ce l l s  of 

t h e  seminiferous epithelium of t h e  human t e s t i s  employing t h e  

S e r t o l i  c e l l  as a constant.  2. Zellforsch.  - 115:  461-472. 

Heller, C. G . ,  M. F. L a l l i ,  J. E. Pearson E D. R. Leach. 1971. 

A method f o r  t h e  quan t i f i ca t ion  of Leydig ce l l s  i n  man. 

Reprod. Fe r t .  - 25: 177-184. 

3 .  

Heller, C. G. E D. R. Leach. 1971. Quant i f icat ion of Leydig cells 

and measurement of Leydig-cell s i z e  following adminis t ra t ion  of 

1 0 0 3 3 b l l  human chorionic  gonadotrophin t o  normal men. 
. .  

J. Reprod. Fe r t .  

25: 185-192. - 



, .  Hel l e r  & Rowley 

38. Rowley, M. J. I C. G.  He l l e r .  1972. The t e s t o s t e r o n e  rebound 

phenomenon i n  . the t rea tment  of male i n f e r t i l i t y .  F e r t i l .  

S t e r i l .  23: 498-504. - 
3.9. 

40. 

--------*-r-- *- 

- 31 - 

. . , ” *  

Morse, H. C . ,  D .  R. Leach, M. J. Rowley & C. G .  Heller. 1973. 

E f f e c t  of cyproterone a c e t a t e  on sperm concen t r a t ion ,  seminal  

f l u i d  volume, t e s t i c u l a r  cytology and l e v e l s  of plasma and 

u r ina ry  ICSH, FSH and t e s t o s t e r o n e  i n  normal men. 

F e r t .  - 3 2 :  365-378. I 

J. Reprod. 

Morse, H. C. E C. G .  Heller. .1973. Improvements i n  technique  for 

t h e  h is tochemica l  demonstration of 3p- and 1 7 p h y d r o x y s t e r o i d  

41. 

42. 

43. 

dehydrogenase i n  human tes t i s .  Histochemie ( i n  p r e s s . ) .  

He l l e r ,  C. G .  E M. J. Rowley. 1973. I n h i b i t i o n  and s t i m u l a t i o n  of 

human spermatogenesis.  Progress  i n  I n f e r t i l i t y  11. S .  J. 

Berhman (ed . ) ,  Boston, L i t t l e  Brown & Company ( i n  p r e s s  ). 

Morse, H. C . ,  N. Horike, M. J. Rowley E C. G.  Heller. 1973. 

Tes tos te rone  concent ra t ion  i n  testes of normal men: e f f e c t s  of 

t e s t o s t e r o n e  propionate  adminis t ra t ion .  J. Clin.  Endocr. 

Metab. ( accepted f o r  p u b l i c a t i o n  ). 

Morse, H. C. E C. G.  Hel le r .  1973. Changes i n  Leydig cell 

hydroxysteroid dehydrogenase induced by a d m i n i s t r a t i o n  

t e s t o s t e r o n e  propionate  t o  normal men. 

( submitted f o r  p u b l i c a t i o n  ). 

Endocrinology 

of 

1 0 0 3 3 b 5  



IleZler & Rowley - 32 - 

.+ .. , - . 
44. The Nuremberg Code - United S t a t e s  ve r sus  Karl Brandt ,  e t  a l .  

United S t a t e s  Adjutant  General 's Department. 1947. Trials of 

War Cr imina ls  Before Nuremberg M i l i t a r y  Tr ibuna l s  Under Con t ro l  
I 

, .  Council  Law No. 1 0  ( OctGber, 1946 - A p r i l ,  1949 ). The 

Medical Case. ' U. S. Government P r i n t i n g  Of f i ce .  Washington, D.C. 

V01.,2: 181-183. 

45. Dec la ra t ion  of Hels inki :  Recommendations Guiding Doctors  i n  C l i n i c a l  

Research ( Adopted by t h e  18 th  World Medical Assenbly,  He l s ink i ,  

F in land ,  1964 >. Ann. N.Y. Acad. S c i .  7 169: 592-593, 1970. 

46. D a d a l u s :  E t h i c a l  Aspects of Experimentat ion With Human Sub jec t s .  

Proc. h e r .  Acad. Arts Sc i .  Vol. 98. No. 2. Spr ing  1969. 

47. . U n i t e d  S t a t e s  Department of Heal th ,  Education, and Welfare, 

Pub l i c  Heal th  Serv ice .  The I n s t i t u t i o n a l  Guide t o  DHEW Pol icy  

on P r o t e c t i o n  of Human Subjec ts .  Washington, D.C. Government 

P r i n t i n g  Of f i ce .  1971. (DEW P u b l i c a t i o n  No. (NIH)72-102 ). 


