
Department of Energy 
Oak Ridge Operat ions . 
PO. Box E 
Oak Ridge, Tennessee 37830 

July 21, 1980 

Union Carbide Corporation 
Nuclear Division 
ATTN: Dr. Herman Postma, Director 

Post Office Box X 
Oak Ridge, Tennessee 37830 

Oak Ridge National Laboratory 

Gentlemen: 

ORNL HUMAN USE EXPERIMENTAL PROCEDURES 

We have recently been contacted by the Office for Protection from Research 
Risks i n  the Office of the Director of NIH concerning the exposure of one 
or more ORNL employees t o  12-0-tetrodecanoyl phorbol 13-acetate (TPA) in 
the s p r i n g  of 1979. 
cern for several reasons: 

This incidence i s  viewed by OR0 with considerable con- 

1.  I t  indicates t h a t  the ORNL procedures fo r  human use experiments 
are either inadequate, n o t  being followed, or t h a t  ORNL employ- 
ees are not aware of them. 

2. In response to an inquiry from the National Cancer Insti tute,  ORNL 
acknowledged by l e t t e r  of February 28, 1980, t h a t  an exposure did 
occur. 
using TPA are n o t  associated with my NIH g r a n t  or my NIH contract 
b u t  rather w i t h  Department of Energy funding." This statement 
implies that  DOE would condone such act ivi t ies .  On the contrary, 
the Department of Energy imposes the same requirements as does 
NIH. I n  any case, the source of funding i s  immaterial since NCI 
work a t  ORNL i s  conducted for  DOE under the DOE/UCC-ND contract. 

The ORNL response also indicated t h a t  the " i n  vitro studies 

3 .  The concern by NCI was raised some months ago yet we are unaware 
of any steps taken by ORNL to prevent recurrences. 
OR0 became aware of the February 28 ORNL l e t t e r  t o  NCI only when 
requested by the Office for Protection from Research Risks t o  

Moreover, 
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obtain a more responsive att i tude from ORNL. 
considered a program matter and ORNL should have involved OR0 
a t  an early date. 

This cannot be 

In  order that  we may be assured that ORNL practices and procedures con- 
cerning research i n v o l v i n g  human subjects may reasonably be expected 
to prevent such occurrences i n  the future, we need the fol lowing i n -  
formation : 

Confirmation from ORNL of the reported incident including whether 
formal institutional review o f  the act ivi t ies  took place and, i f  
so, results o f  the review. 

I f  there was no p r io r  approval, a report of any followup or cor- 
rective actions taken by ORNL including measures t o  prevent the 
occurrence of  similar incidents. 

A copy of the ORNL procedures and policies regarding review of 
proposed research i n v o l v i n g  human subjects and what has been done 
o r  i s  planned t o  assure understanding of and compliance w i t h  th is  
policy on the pa r t  of individuals conducting research a t  ORNL. 

Your response to  the above i s  requested by August 15,  1980. r/ 
Si ncerel y , 

ER-13:WRB 

cc: R .  F. Hibbs, UCC-ND 

Assistant Manager for  Energy 
Research and Development 


