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~ .:. - The following facti  have: 

. -. 
L' . .  

..'. , r e l e v a n t  t o  the' . . la 'muit . .befng 'prepared agaiaet*.'€he Paderd *Covhment';..~ 
.. 
i. decedent who r e c e i v a l  'iadicil trsatmnt .fo 
.,h' . '(DOE, Department :of, the Amy; and )uSA)''on behalf :of : , t h a " f d y  of 

- lymphatic leukemia a t  the Medical Mvl8ion'of OBAU h J u l ~ ~ 1 9 6 4 .  
. . .  l a w e g t  alleges. t&t the procedures used were lnapp$ t~pr i a fe  for' . t reatment  of leukemia; -that effectiv&' chemotherapy wa8 vithheld; ;. 

% *  . and that t h e  claimante  rcre denied. inforroat ioa.rcgardlng dterna 
- t r e a t m e n t  and the hazards of the r a d i a t i o n  erposuree.  

Congreeeional ove r s igh t  hear ings on t h i s  matter before  t h e  S u b c d t t e e  on 
I n v o a t l g a t i o w  and Oversight of t h e  Bouee Committee on Science and Technology 
97 th  Congress were held on September 23, 1981. < 

I n  1957 under t h e  A E C ,  t h e  Medical Divis ion of ORAU began a cancer  
t r e a t n e n t  program designed t o  improve r a d i a t i o n  t h e r a p i c r  and t o  aesesB 8 

t h e  h e a l t h  e f f e c t s  of t o t a l  body i r r a d i a t i o n .  In 1964, NASA a l s o  began 
providing a d d i t i o n a l  funds t o  o b t a i n  information on t h e  onset  of a c u t e  
r a d i a t i o n  s ickness .  Fran 1957 t o  1974 n e a r l y  200 p a t i e n t s ,  Inc lud ing  

, were t r e a t e d  a t  this f a c i l i t y .  v 

The hearings inves t iga t ed  t h e  a l l e g a t i o n s  that f a d l i t i e s  were substandard,  , 
that treatnrents were of l i t t l e  t h e r a p e u t i c  value and i n f e r i o r  to  other 
a v a i l a b l e  techniques,  t h a t  f u l l y  informed consent was not given,  and 
f i n a l l y ,  that t h e  a t t e m p t  t o  gain data f o r  t h e  apace program took precedence 
over  proper  medical considerat ions.  

The Total  Body I r r a d i a t i o n  Study a t  O W  w a s  i n i t i a t e d  with two p r i n c i p a l  
o b j e c t i v e s  -- the first wae t o  seek i n fonns t lon  that  might l a a d  to improved 
r a d i a t i o n  therapy for lsukemlas and lympbomae and the second t o  a c q u i r e  

: r ad iob io log ic  . i n f o F t i p n .  , . ~ ~ ~ , ~ , ~ : ~ ~ ~ ~ " i ~ . ~ ~ ~ - ~ ~ ~ ~ , ~ ~ ~ ~ . " ~ ~ ~ . ~ . ~ ~ ~ ~ ~ ~ ~ ~ . . ~ ~ ~ . . ~  . .  . . . .  -; . . . . . . . .  'y.,;b7f,- . 

.-:. All p a t i e n t s  w i t h  thee@' dieeaeeo : ' d & t t e d ' ~ t o - A t ~  M e d i a d '  Divlaion ' hosp i t 'd  
' '_ during this per iod  were .considered for this . t h e r a p e u t i c ,  progrim. 'The ':' - - .  ... I.'' 

diagnoses were e s t a b l i s h e d  by clinical hiakory, physicdl examination, a d  . ~ 

' . microscopic s t u d y  of s u r g i c a l  b iops i e s ,  .bode Parrow; and p e r i p b e r d  blood 
.. samplee: The urgency f o r  t reatment  was aesessed, and those  p a t i e n t s  whwe j 

; cond i t ion  r equ l r ed  some o t h e r  kind of t h e r a p y , ' o r ,  no therapy a t  a l l ,  were ' '  -.: 
mitted. If t h e  c l i n i c a l  s t a t u s  was changing r a p i d l y  and it warn a n t i c i p a ' t d  

i .  
- obscrvntSon pe r iod ,  t h e s e  p a t i e n t s  were a l s o  excluded. 

s u p e r i o r  therapy w a s  a v a i l a b l e  f o r  a particular p a t i e n t  and the  total-body 

..*- .,,*. * - . . - .  -, >:*; 
I ;. .. 

t h a t  o t h e r  a d d i t i o n a l  treatment might be need@ dur ing  t h e  p o e t i r r a d i a t l o n  ... 
If no c l e a r l y  ' . ~ - . : : = b - .  . 
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r a d i a t i o n  t reatment  was regarded as an accep tab le  way of management, the 
p a t i e n t  w a s  offered t h i s  form of treatmemt, folloving a n  explanat ion of 
t h e  r e sea rch  protocol. Informed consent  was obtained In accordance w i t h  

t 
t 

! 

-: ... ethical practice t o  prQte 
. . . . . . . .  

. . -  <' , ., :.-- ' ' .. . .  I ' . I  ' 

'Under .. an iaerigency agreem 
: ' . - ,  1964 to. i d e n t i f y  and corapll :- . exposed t o  1arge.domee of 

, the course of ' t he rapy  for 
. :?. i d o  mat ion t o  ::a uppo rt  US 
.*.-. . -manned rpace f l i g h t s .  . T c s t i e n y  at the hearixigs. e s t ab l i shed  th6t'. NbSA4.r .!'.'; .:. ..d..a.-.? 
. -  .::, i n t e r e s t  i n - t h i s  proepective,otudjiwar . ko le ly ' i n .  d c q u i r f n g ' x c b r a t t '  . . . . .  :.*.--. . . 
.a r a d i a t i o n  dose-response data on a non-interference - b a ~ i ~  from t h  AEC/ORIIW-. 

. -  . .  . .. 

clinical s tudy of t h e  d f e c t i v c n e s s  of l o r l e v e l  t o t a l  body r a d i a t i o n  i n  
t r e a t i n g  persona with c e r t a i n  types of n e o p l a s t i c  diseases (lymphom, 
leukemia). 
of pa t i en t s ,  s e l e c t i o n  of t h e r a p e u t i c  m d a l i t y ,  r e f e r r a l  of p a t i e n t s ,  o r  
any o t h e r  aspect of t h e  clinical etudy. NASA w a s  i n t e r e s t e d  o n l y  i n  
acquir ing &ta f r o n  adu l t  human r a d i a t i o n  exposure. 

No evidence wae found that NASA had any role i n  the s e l e c t i o n  

, i n  t h e  course of hie t reatment  a t  t h e  Medical Divieion of 
OHAU, w a s  t r e a t e d  with several experimental  procedures including 
i r r a d i a t i o n  of e x t r a c t e d  bone marrow, subsequent i n j e c t i o n  i n t o  his mother 
and r e i n j e c t i o n  of he r  8emm i n t o  h h ,  as w e l l  as an experimental t o t a l  
body i r r a d i a t i o n  i n  t h e  Medium Exposure Total  Body I r r a d i a t o r .  He vao 
then t r a n s f e r r e d  t o  a second f a c i l i t y  - t h e  Lou Expoeure Total  Body 
I r r a d i a t o r  -- f o r  i n t e n s i v e  monitoring of h i s  a c u t e  react ions t o  t h e .  
t o t a l  body i r r a d i a t i o n .  One v l t n e s s ,  Dr. P e t e r  Wiernik of t h e  Baltimore 
Cancer Research Center ,  t o l d  Gore that t h e  treatment a t a t u s  for leukemia 
a t  t h e  t i m e  was such t h a t  any new treatnust could be t r i ed . .  He had no 
problem wi th  t h e  t reatment ,  "it was a good i d e a  t h a t  d i d n ' t  work." 
Besides t h e  s c i e n t i f i c  and medical experts t e s t i f y i n g  on t h e  medical . . 
need and a c c e p t a b i l i t y  of t h e  t r ea tmen t s  given, f d y  members of o the r ,  . 
p a t i e n t s  t e s t i f i e d  t h a t  this f a c i l i t y  a f f e r e d  t h e i r  one l a e t  hope for: 
saving a re la t ive  and d e o  s u b s t a n t i a t e d  the q d i t y  of good care p r o ~ i d a d .  . .  

, * C ~ . - r i c - ' ~ , ; 4 ~  *....,y* ...... b- 
After t h e  hear ing,  in rbponst: t o  qucs;+om f ,  report=ri ; .++rt ,  Gore, 
s t a t e d  that he thought . t h a t  the t e s t e n y  'r e h t i a l l y  , r e f o t e d ' t b :  char$ 
(The Oak Ridmr, September 24,,;1981).-- .Yhere has been'nothing. sU+.eq% 

" t o  t h e s e  hearing# t o  alter &e si tuat ion. .  This  cu r ren t  - 1 a w s d t  'le: p.6, 
on t h e  same in fonua t ion  thoroughly and a d q ' u a t d y  covered .. i n  -the hffariogi.: 

. 
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. . .  
. , . r e l e v a n t  to the'lak&uit being"prepared a@&t t h e , F e d e r a l  Governme 

': (DOE, Department .of t h e  Amy, and NASA),'on bchdlf .of the 'family,of 
'.:. . decedent who received medlcal- ' treatmeat for 8 
..' ' . ' l ympha t i c  leukemia a t  the  H e d i d .  Division'of.0KAU in July1964I' 'The; 

... . .  - . . -  . lawsuit a l l e g e s  t h a t  the procedures used were ' i nappropr i a th  'for 
.. :.-- - a . t reatmcnt  of leul-$aia, t h a t  e f f e c t i v e '  chemotherapy W a 6  withheld,  ,. 
I . . . . .  and t h a t  t h e  claimants  w e r e ' d c n i e d , i n f o n ~ t i o n  regardi 

. . .  .,: . t r e a t n e n t  . . . . . . . .  

.. . .- 
. . . . .  

. . . . . .  
. . .  . . -: 

. .  1 

_ _  . '  .. 

t r e a t n e n t  program designed t o .  improve r a d i a t i o n  thera.pier and t o  assess*' ;. < .  ._ . . 
. . .  t h e  h e a l t h  c f f e c t e ' o f  t o t a l  body i r r a d i a t i o n .  I n  1964, HASA a lso  began .:. . .  

I _  

. . .  s .  - .  
- .  

. providing a d d i t i o n a l  funds ' t o  o b t a i n  i n f o m a t i o n  on the onset of a c u t e  .. ,' * i . '. 
r a d i a t i o n  s ickness .  .. - . . . . .  Prom 1957 t o  1974 . n e a r l y  200 pati,ents, Inc lud ing  _. ' . ' .  

. .  ... 
. . .  . . . . . . .  . . . . . .  

, , . - _. . _  . - 4  .. '. - ; .: . .-I,, ' 
. . . .  

: . 
. .  - . -. 

... . . .  . . .  . . . .  ,,,,. - .... . '. . 
' * -  - ? i r " .  * .  

yere ' t r e a t e d  a t  t h i s  f a c i l i t y .  '-:.' 
.. : . \; , ., 

. .  . I -.. ' . .. . _  
. _  . .  . .  :. * . . . . -  

-. The'"hearings inves t iga t ed  t h e  k l l e g a  t io& t h a t  f a c l l i  t i e  : sbi;$tandird, '.., 
t b r  t r ea tmen t s  were.of  l i t t l e  t h e r a p e u t i c  value and i n f e r i o r  to o t h e r  . '  .. 

. . .  a v a i l a b l e  techniques,  t h a t  f u l l y  informed consent w a s  not given, 'and;: .: . 
. : 
:.. . _ _  f i n a l l y ,  that  t.he 

. . .  . . .  

. .  over prope r  ued lca l  

: :.' . The Total  Body I r r a d i a t i  

r a d i a t i o n  therapy for l e  

7 .  . .  . i .. -. . . .  

. .  ' . . : ,- . _--. . .  . . . .  . . o b j e c t i v e s  -- t h e  f i r s t  

. . .  . A l l  p a t i e n t s  w i t h  t h e s e  

. .  . > .  : 

. . .  ..... - ... i . ._:. . .- r a d i o b i o l o g i c  i a f o r n a t i  

' , .  'during this per iod  were -considered fo r  this ther8peutl 'C program. 

. _ .  . -  . 

.- . .. , 

. - .  . .  

' ' :  

. .' . ' 

. -  
.: -. :  

. .- 

The. 
diagnoses were e s t a b l i s h e d .  by cllnical h i s t o r y ,  physical  examination, and *. ':' ' 

. nicroscoplc s t u d y  of surgicd' 'b iopsies ,  bone mrrow', and, pe r iphe ra l  blood.  
sncples.. The urgency f o r  treatment was assessed,  and those  ' p a t i e n t s  whose :. . 
cond i t ion  r equ i r ed  some o t h e r  kind of therapy,  or no t he rapy  a t  all.;"were . . _ . ' .  
on l t t ed .  ' I f .  t h e  d i n i c a l  s t a t u s  was changing r a p i d l y  and it  was a n t i c i p a t e d  ._ 

olBcrvotion per iod ,  t h e s e  p a t i e n t s  were a l s o  excluded. I f  no c l e a r l v  i:':l ' .. ' ' 

. .  - 

. . . .  
. . . .  

. .  . . .  t h a t  o t h e r  addi t ion 'a l  treatment b igh t '  be need+  du r ing  t h e  p o s t i r r a d i a t i o n  ..... 
_ .  - 
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