
THE SECRETARY OF ENERGY 
WASHINGTON. O.C. 20% 

September 20,  1384 

Honorable Richard L. Otti nger 
Chai man, Subcornni t t e e  on E n e r g  

Conservation and Power 
House of Representatives 
Washington, D.C. 20515 

Dear Mr. Chairman: 

This i s  i n  response t o  your l e t t e r  requesting cer ta in  informtion a b o u t  projects 
involving human t e s t  subjec ts  and r a d i a t i o n  t h a t  have been funded by the  
Department o f  Energy and i t s  predecessor agencies. 

An enclosed memorandun cjutlines t h e  approacn tha t  was taken t o  a s sen t l e  the 
per t inent  information and 1 i s t s  i n  chronological order the Government o f f i c i a l s  
responsi bl e for  the studies.  

Also  enclosed are summaries o f  the project;, grouped by topfc. 

Ne trust t h a t  t h i s  i n fo rmt ion  wil l  be useful t o  you i n  your invest igat ion.  We 
continue t o  search for additional infcrmation and wil 1 forward such information 
i f  i t  covers projects n o t  repgrted by t h i s  l e t t e r .  

Si ncerel Y .  

DONALD PAUL H O E  L 

13  Encl osures 

CC: 
Hofiorzbl e Carlos J .  Moorhead 
Ranki ng  Minority Member 
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United States Government Department of Energy 

DATE SEP 7w 

INFORMATION: Response t o  Request from Honorable Richard L. Ottinger 

To. The Secretary 

This memorandum and the attached summary f a c t  sheets have been prepared i n  
response t o  Mr. O t t i  nger's 1 e t t e r ,  requesting cer ta in  information about 
projects invol v i n g  hunan t e s t  subjects and radiation t h a t  have been funded 
by the Depertment o f  Energy and  i t s  predecessor agencies. 

Medical radiation research has been conducted fo r  many years for  a variety 
of reasons. I n  some projects,  such as the production a n d  use of plutonium 
d u r i n g  t he  war years, there was an  urgent need t o  o b t a i n  radiobiological 
d a t a  on certain radionuclides for the purpose o f  establishing safety . 
c r i t e r i a  for protection of i n d i v i d u a l s  i n  the workplace. In other research, 
i t  was c lea r  t h a t  the use o f  radiation provided considerable improvement i n  
the treatment of cer ta in  human diseases, such as cancer. In addition, there 
was a l s o  a need for basic knowledge about the biological e f fec ts  produced t o  
determine whether repair  of biological damage occurred, a n d  t o  ascertain the 
treatments necessary t o  promote recovery of the individuals who had been 
exposed. Thus, depending u p o n  the magnitude o f  the problem, there were 
instances i n  which humans were exposed t o  radiation for  the purpose of 
determining the re1 ationship between biological e f fec ts  and radiation dose, 
t o  determine the metabol ism, deposition, and e l  imination o f  radioactive 
substances o f  i n t e re s t  which h a d  been inhaled or ingested by the individual,  
o r  t o  demonstrate the e f fec t iveness  of radiation i n  the treatment of cancer 
or other diseases. 

Pr ior  t o  the time t h a t  formal guidelines were promulgated, there was a 
general practice t o  inform participants i n  human volunteer s tudies  w i t h  
respect t o  the purpose of the experiment and the potential hazards  involved. 
I n  c l i n i ca l  studies re la ted  t o  the use o f  radiation or radioact ivi ty  for  
medical treatment purposes, such information was provided as a matter of 
routine. I n  addition, no proposed treatment protocol by an individual 
physician coul d be used without approval of a1 1 the c l in i ca l  s taff .  In 
November 1966, the Advisory Commi t t e e  for  Biology and Medicine recommended 
t o  the A E C  t h a t  fomal  procedures be established i n  AEC laborator ies  t o  
ensure t h a t  e thical  practices then e x t a n t  were followed w i t h  respect to use 
of  human v o l  unteers f o r  research purposes. 
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I n  December of 1966, Dr. Charles L. Dunham, then Director of the Division of 
Biology and Medicine, directed the program directors  of the laborator ies  t o  
consider current 1 aboratory practices and revise  their procedures, i f  
necessary, t o  comply w i t h  the code of e thics  which the Surgeon General had 
inst i tuted.  

Subsequently, i n  1970, Dr. John R. Totter notified the labora tor ies  t ha t  the 
AEC had o f f ic ia l  ly adopted the National In s t i t u t e  of  Health procedures which 
were described in the booklet en t i t l ed  "Protection of the Individual as a 
Research Subject." A t  an ear ly  time, therefore, the AEC and i t s  labora- 
to r ies  were cognizant o f  and  sens i t ive  t o  the need for  implementation of 
procedures t o  ensure a responsive code of e th ics  i n  t h e i r  research programs. 

The infomation t h a t  i s  summarized on the attached f ac t  sheets was 
obtained from several sources. The more recent projects are documented i n  
f i  1 es a t  DOE Headquarters i n  Germantown, Mary1 and. For  others, i t  was 
necessary to request our f i e l d  of f ices  t o  o b t a i n  f a c t  sheets from current or 
previous contractors. 
from summary reports or from d a t a  published i n  the open l i t e r a t u r e .  
Pertinent information i s  recorded in the proceedings of two previous 
congressional investigations:  (1) Hon. Chet Hol i f i e l  d (Chairman), 
Appl  $cations o f  Radio-isotopes and Radiation i n  the Life Sciences, Hearings 
before the Subcornnittee on Research, Development and  Radiation o f  t h e  J o i n t  
Cornnittee on Atomic Energy, March 27-30, 1961, and (2) Hon. A1 ber t  Gore, Jr .  
(Chai rman) ,  Oversight - Human T o t a l  Body Irradiat ion (TBI)  Program a t  Oak 
Ridge, Hearing before the Subcornni t t e e  on Investigations and  Oversight o f  
the House Committee on Science a n d  Technology, September 23, 1981. 

I n  some instances, the i n f o r m a t i o n  has been obtained 

The infomation currently a v a i  7 ab1 e i s  necessari l y  incompl e te ,  i n  pa r t  
because o f  the length o f  time t h a t  has  elapsed since the beginning of these 
studies. Many o f  the o r i g i n a l  records are currently unevai 1 a b 1  e because 
they have been 1 os t  or destroyed. However, a1 though i t  i s  possible t h a t  
sone a d d i t i o n a l  studies w i  11 s t i  11 be found,  i t  seems unl ikely t h a t  any 
significant project has been omitted. 

The reports have been grouped into the following categories: 

1. 

2. 
3 ,  
4 .  
5 .  
6.  
7 .  
8. 
9. 

10. 
11. 
12 .  

Metabolism and Biological Effects of Plutonium, Polonium, 
Thorium, Uranium, Radium and Lead-212 
Testicular I r radiat ion 
Who1 e-body I r r a d i a t i o n  for  Treatment o f  Leukemia and Lymphoma 
le1 etherapy with Par t ic l  e Beams 
Other Teletherapy Studies 
Treatment o f  Polycythemia 
Hematological Effects 
Neutron Capture Therapy 
Other Radi  a t i  on Therapy 
Biological Effects of Iodine-131 
Other Biological Effects Studies 
Metabolic and Physiological Studies 
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The responsible government o f f i c i a l s  f o r  these studies are  l i s t e d  below 
in chronological order: 

P e r i  od Name Agency Office 

Division 
or 

T i t l e  - 
42-45 
45-47 
47-52 
52-54 
54-67 
67-72 
72-77 
77-81 
81-date 

S t a f f o r d  L. Warren, M.D.* MED 
Robert S .  Stone, M.D.* MED 
Shields k'arren, M.D. * AEC 
John C. Bugher, M . D . *  AE C 
Charles L .  D u n h a m ,  M . D . *  AEC 
John R .  To t te r ,  M . D .  A E C  
James L. Livernan, Ph.3.  A E C / E R D A  
William A". Burr, M.0. D O E  
Charles X. E d i n g t o n ,  P h . D .  D O E  

DBM ' Director 
DBM Director 
DBM Director 
DBM Director 
D B E R  Di rector  
D B E R / O H E R  ActDi r/Di rec tor  
ORER ActDi r/ActAssoc 

Di rector/Assoc 
Director 

*deceased 

Abbreviations: 

MED - Manha t t an  Engineer Di s t r i c t  (1942-19451 
AEC - Atomic Energy CornmissSon (1945-1975) 
ERDF, - Energy Research & Development Administration (1975-1977) 
D O E  - Department o f  Energy (1977-date) ' 

DBM - Division of Siology 8 Medicine (1945-1974) 
D B E R  - Division of Biomedic'al 8 Environmental Research (1975-19811 

.OHER - Office o f  Health a n d  Environmental Research (1981-date) 

We trust  t h a t  t h i s  i n f o r r n z t i o n  w i l l  be useful t o  Mr. Ottinger i n  his i nves t i -  
gation. 
such information i f  i t  covers projects  not reported by t h i s  memorandum. 

We continge t o  search for additional information and w i l l  forward 

Alvin W .  Trivelpiece 
Director, Office o f  

Energy Research 

1 2  At tachents  

ER-73:JSRobertson:lw:353-5355:9-6-84 
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