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February 19, 1974 

Dear B i l l  : 

The LASL Human Studies Review Committee has approved the 
use of the esophageal probe which was the subject of your 
letter of November 13, 1973. I have enclosed a copy of 
the action of our Committee as well as a signed confirmPtion 
that we have reviewed and approved the use of the probe on 
voluntecrs in compliance with the Guidelines for Protection 
of Human Subjects .  

I trust t h i s  takes care of that matter and we will proceed 
now with arrangements for  the initial trial of the  probe. 
I talked recently w i t h  Ken Swinth and it looks like we should 
be able to do t h a t  in the near future. 

Sincerely yours, 

Csizh3l E!nd E7 
Geoqa L Y . 0 4  24 
George L. Voelz, M.D. 
Health Division Leader 

GLV/mj t 

cc: Kenneth Swinth’ 1- 
R. S. Grier, M.D/’* 
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November 13 ,  1973 

Dr. George Voelz 
Health Divis ion Leader 
Univers i ty  o f  C a l i f o r n i a  
Los Alamos S c i e n t i f i c  Laboratory 
Los Alamos, NM 87544 

Dear Dr. Voelz: 

The purpose o f  th i s  l e t t e r  5 s  t o  advise  you o f  a c t i o n s  taken by 
B a t t e l l e ' s  Human Subjec ts  Committee a n d  some of our  concerns 
concerning the  t e s t i n g  o f  the esophageal probe. 

B a t t e l l e ' s  c n n t r i b u t i o n  t o  the esophageal probe was the  
development o f  t h e  sens ing  source a n d  t h e  in s t rumen ta t ion  
r e l a t e d  t h e r e t o .  The probe, we understand,  was des igned  by 
t h e  s t a f f  o f  t h e  U C L A  Laboratory o f  Nuclear Medicine and 
Radiat ion Biology. I t  i s  a p p a r e n t l y  in tended  t h a t  your  s t a f f  
w i l l  a c t u a l l y  perform the  t e s t i n g  of t he  probe by use on 
human s u b j e c t s  w h o  a r e ,  we understand,  employees a t  Los Alarnos 
S c i e n t i f i c  Laboratory.  

O u r  Human Sub jec t s  Committee has reviewed the  p o r t i o n  o f  t he  work 
performed by B a t t e l l e  a n d  h a s  determined t o  our  s a t i s f a c t i o n  
t h a t  i n  a n d  of i t s e l f  the  sens ing  c a p a b i l i t y  and r e l a t e d  
in s t rumen ta t ion  p resen t  no unusual risk t o  t h e  h u m a n  s u b j e c t s .  
W i t h  r e s p e c t  t o  the  probe i t s e l f ,  w h i c h  i s  the  r e s p o n s i b i l i t y  
of the  U C L A  s t a f f ,  as presen t ing  a p o t e n t i a l  r i sk ,  we have n o t  
a s ses sed  t h a t  p a r t  o f  t he  exper imenta t ion .  A d d i t i o n a l l y ,  s i n c e  
the  t e s t i n g  i s  t o  be performed by your s t a f f ,  we have n o t  
reviewed any of the  procedures ,  p r o t o c o l s ,  o r  measures t o  
p r o t e c t  the  human  s u b j e c t s .  Addit ional  ly, we have n o t  revlewed 
t h e  methods of s ecu r ing  consent  n o r  procedures f o r  sc reen ing  
p o t e n t i a l  p a r t i c i p a n t s .  

Slnce t h e  t h r e e  coopera t ing  f n s t i  t u t f o n s  a r e  a ? ?  performing 
t h e i r  po r t ion  o f  t h i s  a c t i v i t y  under U . S .  Atomic Energy 
Commission c o n t r a c t s ,  we have assumed t h a t  each must comply 
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w i t h  t h e  requirements  f o r  p r o t e c t i o n  o f  h u m a n  s u b j e c t s  i n  
accordance w i t h  AEC requi rements, Accordingly,  o u r  approval  
of t he  exper imenta t ion  involved i n  t e s t i n g  the  p r o b e  on human 
s u b j e c t s  i s  condi t ioned  u p o n  t he  understanding t h a t  t h e  o t h e r  
two i n s t i t u t i o n s '  Human Subjec ts  Committees have reviewed 
t h e i r  p o r t i o n  o f  t he  work and have approved i t  on the  b a s i s  
o f  compliance with the  Guidel ines  f o r  P r o t e c t i o n  o f  H u m a n  
Sub jec t s ,  which the  AEC r e q u i r e s .  We would a p p r e c i a t e  y o u r  
confirming t h a t  t h i s  has been done and t h a t  the  exper imenta t ion  
h a t  been approved c o n s i s t e n t  w i t h  t hose  Guide l ines .  You may 
do s o  by s i g n i n g  i n  t h e  a p p r o p r i a t e  space below, r e f l e c t i n g  
t h a t  t h e  necessary a c t i o n  by LASL and UCLA Human Sub jec t s  
Committees h a s  approved the  program. 

W .  J .  Ba i r ,  Chairman 
Human Subjects Commi t t e e  

CONFIRMED: 

BY 
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LOS A L A M O S  SClEIiTlFlC L & 8 C R A f O ? Y  
UNIVERSITY OF C A L l F 0 ~ ' A I A  

.OS ALAMOS. H E W  MEXICO 87544 

OFFICE MEMORANDUM 
TO : George L. Voelz, h1.D. , H-DO DATE: February  6 ,  1974 

I 

The Human U s e  C o m m i t t e e  m e t  on January  15, 1974 and  again 
reviewed B a t t e l l e ' s  le t ter  concerning t h e  e sophagea l  probe. 
They had p rev ious ly  given consent on June 16, 1973, and a t  
t h e  meeting on January  1 5 t h  t h e y  s a w  no o b j e c t i o n  t o  
s i g n i n g  t h e  approva l  r eques t ed  by Battel le .  The C o m m i t t e e  
f e l t  t h a t  a t  t h e  t i m e  t h e  probe was used on human s u b j e c t s  
t h e  fo l lowing  p recau t ions  should be carried o u t :  

1. Long form. The long form consent  t o  be made out 
and t h e  project explained t o  t h e  subject .  

2. The probe be in t roduced  by D r .  Lee, in t h e  X-Ray 
Department , under f l u o r o s c o p i c  c o n t r o l ,  and t h a t  
it might be w e l l  t o  have a bar ium swallow on each 
new s u b j e c t ,  i f  i n d i c a t e d  by D r .  Lee. 

3. Also,  a t  t h e  t i m e  of p a s s i n g  of the  probe, one of 
t h e  surgeons  - e i t h e r  D r .  Oakes or Drs. Newman and 
Jackson - would be p r e s e n t  o r  readily a v a i l a b l e  in 
t h e  even t  any d i f f i c u l t i e s  shou ld  arise. 

S t e r i l i z a t i o n  of t h e  probe would be accomplished 
with the  use of e t h y l e n e  oxide. It  is a n t i c i p a t e d  
t ha t  one of  t h e  phys ic i ans  o f  H-2 would be p r e s e n t  
during t h e  procedures  with t h e  esophageal probe, at 
least u n t i l  some expe r i ence  had been g a i n e d  w i t h  
t h e  procedure  and probably someone uncomfortable  
was innocuous.  

4. 

e&b 
Robert S. G r i e r ,  M.D. 
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