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Gentlemen: 

ORNL HUMAN USE EXPERIMENTAL PROCEDURES 

On page one o f  your  l e t t e r  ( J u l y  21 ,  1980) you s t a t e  t h a t  t h e  ORNL 
r e sponse  (Dr. T .  J. S l a g a ' s  l e t t e r  t o  D r .  T .  Domanski a t  NCI) i n d i c a t e d  
t h a t  t h e  " i n  v i t r o  s t u d i e s  u s i n g  TPA are n o t  a s s o c i a t e d  w i t h  my N I H  g r a n t  
o r  my N I H  c o n t r a c t  b u t  r a t h e r  w i t h  Department of Energy funding. ' '  
c o n t i n u e  t h a t  t h i s  s t a t e m e n t  i m p l i e s  t h a t  DOE would condone such a c t i v i t i e s  
b u t  p o i n t  o u t  t h a t  t h e  Department of Energy would n o t  do s o .  We b e l i e v e  
t h e r e  must be some misunderstanding.  
w i t h  TPA have n o t h i n g  t o  do w i t h  humans and are p a r t  of t h e  long e s t a b -  
l i s h e d  r e s e a r c h  program i n t o  t h e  mechanisms of c a r c i n o g e n e s i s  c a r r i e d  o u t  
on e x p e r i m e n t a l  animal  t i s s u e s  and c e l l s  i n  accordance w i t h  accep ted  
p r a c t i c e s .  

You 

The expe r imen t s  car r ied  o u t  i n  v i t r o  

I n  r e sponse  t o  t h e  r e q u e s t  f o r  i n f o r m a t i o n  on page two, items one and two, 
w e  can p r o v i d e  t h e  f o l l o w i n g :  

The f a c t  t h a t  D r .  T. J. S l a g a  and some of  h i s  c o l l e a g u e s  had a p p l i e d  
12-0-tetradecanoylphorbol-13-acetate (TPA) t o  a s m a l l  area of t h e i r  
forearms and had a subsequent  b iopsy  performed by a d e r m a t o l o g i s t ,  who w a s  
n o t  a s s o c i a t e d  w i t h  n o r  had any r e p o r t i n g  r e s p o n s i b i l i t i e s  t o  ORNL, o f f  
s i t e  and o u t  of working hour s  came t o  ou r  a t t e n t i o n  i n  t h e  s p r i n g  of  1979.  
Desp i t e  t h e  f a c t  t h a t  t h e s e  a c t i v i t i e s  were e x t r a m u r a l ,  D r .  J .  B. S t o r e r ,  
D i r e c t o r ,  Biology D i v i s i o n ,  and D r .  R. J.  M .  F r y ,  S e c t i o n  Head, Cancer 
and Toxicology,  m e t  w i t h  D r .  S l aga  t o  e s t a b l i s h  t h e  f a c t s .  D r .  S l aga  
was t o l d  of  t h e  need and importance of complying w i t h  t h e  Laboratory 
r e g u l a t i o n s  f o r  t h e  p r o t e c t i o n  of  human s u b j e c t s  and t h a t  t h e  f a c t  t h a t  
t h e  i n v e s t i g a t i o n  o n l y  invo lved  r e s e a r c h  workers p e r s o n a l l y  i n t e r e s t e d  i n  
t h e  a c t i o n  of TPA d i d  n o t  o b v i a t e  t h e  need f o r  fo rma l  pe rmis s ion  from t h e  
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Committee on Human Studies. Furthermore, Dr. Slaga was told that on no 
account was any further work on TPA involving any human subjects to be 
considered until an application was made to the Committee on Human 
Studies. Those instructions have been observed by Dr. Slaga. 

Members of the staff know of the regulations concerning the protection 
of human subjects, and no formal research program which entailed the use 
of human subjects could be started without the Division administration's 
knowledge. 

Sincerely yours, 

Herman Postma 
Director 
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