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Dear John: 

A t  the  135 th  meeting of t h e  Advisory Committee f o r  Biology 
and Idedicine Commissioner Johnson asked u s  t o  comment d i r e c t l y  to  
you concerning the i n v e s t i g a t i o n  invo lv ing  t e s t i c u l a r  r a d i a t i o n  
o f  vo lunteer  s u b j e c t s .  

On t h e  b a s i s  of  in format ion  rec@yed a t  t h i s  meet ing t h e  ACBhl 
believes.  t h a t  t h e  p ro toco l  f o r  t h e s e  experiments  is i n  accord wi th  
t h e  Hels inki  Convention and o ther  recommendations concerning 
i n v e s t i g a t i o n s  invo lv ing  human s u b j e c t s .  

(1 

However, two ques t ions  remain: 
1) Since  v i a b l e  spermatozoa may remain i n  t h e  seminal 

ve5fsicles f o r  weeks fo l lowing  vasectomy, is a sperm count  showing 
no spermatozoa a f t e r  vasec#my ob ta ined  b e f o r e  r e l e a s e ?  

2) What p rev ious ly  unsubs t a n t i a t e d ' h y p o t h c s i s  forms 
t h e  b a s i s  and j u s t i f i c a t i o n  f o r  t h i s  experiment? That is, is 
t h e r e  a need f o r  new knowledge i n  t h i s  a r e a  which is  of such  
s i g n i f i c a n c e  t h a t  i n v e s t i g a t i o n s  invo lv ing  human v o l u n t e e r s  
a r e '  c l e a r l y  i n d i c a t e d  ? 

Since w e  do n o t  f e e l  t h a t  we have s u f f i c i e n t  in format ion  
a t  t h i s  t i m e  i n  r e l a t i o n  to t h e s e  two p o i n t s ,  w e  r e q u e s t  t h a t  
t h e  ACBM rec@ve a s t a f f  b r i e f i n g  a t  t h e  136 th  meeting concerning 
t h i s  i n v e s t i g a t i o n  i n  p a r t i c u l a r  r e f e r e n c e  t o  t h e s e  p o i n t s .  We - 
would then be in n p o s i t i o n  to  make a recommendation i n  r e l a t i o n  
to  t h i s  p r o j e c t .  W e  would l i k e  to reiterate t h a t  w e  see noth ing  
a t  t h i s  p o i n t  to i n d i c a t e  t h a t  t h e  p r o v i s i o n s  of  va r ious  recommendations 
r e l a t i n g  to i n v e s t i g a t i o n s  Involv ing  human s u b j e c t s  e r e  n o t  be ing  

w i t h  p r i sone r  volunteers, there i s .  8 burden .of  proof  concerning 
t h e  s i g n i f i c a n c e  of t h e  t h e s i s  t o  be t e s t e d .  

*, // adhered to;cX->~%Y%23@r however, we b e l i e v e  t h a t , p a r t i c u l a r l y  

Very t r u l y  yours ,  

ROBERT D. MOSELEY, JR. , M, D. 
Chairman, Advisory Committee f o r  
Biology and Medicine 
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Dear John: 

A t  t h e  1 3 5 t h  meeting of the Advisory Committee f o r  Bio logy  c- 
and Medicine Commiss ioner  Johnson asked us  t o  comment d i r e c t l y  t o  
you concerning the i n v e s t i g a t i o n  involv ing  t e s t i c u l a r  r a d i a t i o n  
of vo lun tee r  s u b j e c t s .  

on re&eve-d-a-t+tM+-meeti~44e+~M 
- b e M e V  t h e  p ro toco l  f o r  t hese  experiments is i n  accord  wi th  
t h e  He l s ink i  Convention and o t h e r  recommendations concern ing  
i n v e s t i g a t i o n s  invo lv ing  human subjects,+ 

/ 
(two ques t ions  remain: 

1) S ince  v i a b l e  spermatozoa may remain i n  t h e  seminal  
v e h i c l e s  f o r  weeks fo l lowing  vasectomy, is a sperm count  showing 
no spermatozoa a f t e r  vasecotmy ob ta ined  be fo re  r e l e a s e ?  

the, b 8s is -enLJ u s t i - f i c a  t . e n  -for -&hi s -cxp er itne n t? .+at--iS+- 
t a  need for new knowledge i n  t h i s  a r ea  w&h?k=* of  such  
s i g n i f i c a n c e  t h a t  i n v e s t i g a t i o n s  involv ing  human vo lun tee r s  

2) a s + Y  -u n s u b  t antis t ed-h  ypo thes i  s S o  rms 

r s  'tk- 

._ a r e  c l e a r l y  i n d i c a t e d  ? 

Since  w e  do not f e f L t z t ,  ' v ~ ~ - - ~ ~ ~ ~ ~ , u ~ & ~ i g ~ ~  ;nfo&rnz:p - 7~ ps-,-.~2 

"t . 
a t  t h i s  ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ - t o - - t h e s e - - t w o - p o i R ~  
t h e  ACBM r e c i e v e  a s t a f f  b r i e f i n g  a t  t h e  136th ,  meeting c o n c e r n i n g C b  p"luc 

r e s e s  t t a t  

-- %%hc-se points..  4&-- *I- Gi-n jar3Tcula-r- G&eza~& 
- i n s e l a t i o n  

* see no th ing  
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t 
r a t  t h i s  p o i n t  to  i n d i c a t e  t h a t  t h e  ~ r i a u s - T e c o m m e n d a t i o n s  nceise' 

fl+curw.Ja r e l a t i n g  to i n v e s t i g a t i o n s  involv ing  human s u b j e c t s  a r e  n o t  be ing  
adhered to,s:::Z:3%32~~ Nowever, we b e l i e v e  that,par t i c u l a r l y  b 

mi t h  p r i s o n e r  volunteers, t h e r e  is-s-Bur-dcfiof-pmdxwerning-- 7 ' L  
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a,- c 
-L-- , , the  s i g n i f i c a n c e  of  the t h e s i s  to be 
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Very t r u l y  yours ,  

~ Q I I  3 8 8  RC)BEilT I). hDSELEY, JR. , M. D. 
Chairman, Advisory C o m m i t  tewr 
Biology and Xedic inc  ._  


