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June 7, 1988 

To: B a r t  G l e d h i l l ,  Chair,  I n s t i t u t i o n a l  Review Board 

From: Jack Shearer, Member, I n s t i t u t i o n a l  Review Board 

Subject :  Proposed Renewal of Experiment "Pulmonary Gas .Rates i n  Man", 
w i t h  P. I. Paul Meyer, I R B  No. 8OP-109 

A t  our June 2, i988,  meeting o f  the  I n s t i t u t i o n a l  Review Board ( I R B )  
I voted aga ins t  approval o f  Paul M e y e r ' s  proposed experiment. 
w r i t i n g  t h i s  t o  exp la in  my vote.  

I am 

I n  t h e  p a s t  when t h e  I R B  had a problem w i t h  a proposed experiment we 
have been ab le  t o  work w i t h  the  experimenter and a r r i v e  a t  changes t h a t  
were acceptable t o  everybody. 
aspect o f  t h e  pro toco l ,  o r  what needed t o  be sa id  i n  the  consent form, or 
whether t h e  p a r t i c i p a n t ' s  i d e n t i t y  would be safeguarded, and so on. 
c o u l d n ' t  I do t h e  same w i t h  t h i s  experiment? What's d i f f e r e n t ?  
t o  admit  t h a t  a t  f i r s t  t h e  d i f f e r e n c e  I perceived was f e l t  a t  the  gu t  
l e v e l  r a t h e r  than understood i n  a r a t i o n a l  way. Unfor tunate ly  my 
understanding evolved s lowly .  I could n o t  a r t i c u l a t e  what I f e l t .  No 
doubt t h i s  c o n t r i b u t e d  s i g n i f i c a n t l y  t o  t h e  seemingly endless and 
p o i n t l e s s  d iscuss ions we had, and t o  t h e  f e e l i n g  by some t h a t  I was being 
unreasonable. My March 10, 1988, memo t o  t h e  I R B  was my f i r s t  r e a l  
a t tempt  t o  say what i s  bo ther ing  me, bu t  I now see  i t  was incomplete. So 
I welcome t h i s  second chance t o  exp la in  my p o s i t i o n .  

I n  these cases the  issue has been some 

Why 
I have 

To begin w i t h  I ' d  l i k e  t o  d i s t i n g u i s h  between " p r o b a b i l i t y " ,  which 
I'll use t o  mean t h e  l i k e l i h o o d  t h a t  something w i l l  happen t o  a human 
sub jec t  as a r e s u l t  o f  p a r t i c i p a t i n g  i n  an experiment, and " t h r e a t " ,  
which r e f e r s  t o  the  seriousness of  what can happen. 

I n  almost a l l  o f  t h e  pro toco ls  the I R B  reviews, t h e  t h r e a t  i s  
t r i v i a l .  T y p i c a l l y  what 's  invo lved i s  c o l l e c t i o n  o f  u r ine ,  o r  blood, or 
use o f  some o t h e r  low-threat procedure. 
t h r e a t e n i n g  i s  invo lved.  I n  Meyer's proposed experiment the t h r e a t  i s  
death by cancer. The p r o b a b i l i t y  o f  t h i s  i s  smal l ,  b u t  the t h r e a t  i s  as 
l a r g e  as i t  can be; i t ' s  hard t o  conceive o f  a worse t h r e a t  t o  a human 
sub jec t .  Hence I see t h i s  experiment as being d i f f e r e n t  i n  k i n d  from 
almost a l l  t h e  o t h e r  experiments the  I R B  considers.  
d i f f e r e n c e  I f e l t  a t  the  g u t  l e v e l  and t o  which I was r e a c t i n g .  

Nothing even remote ly  l i f e  

I t  was t h i s  
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I ' v e  'come t o  be l i eve  t h a t  the grea ter  the t h r e a t ,  the grea ter  the  
o b l i g a t i o n  on both the  experimenter and the I R B  t o  make sure t h a t  as few 
humans a re  exposed t o  i t  as poss ib le .  
should n o t  be asked t o  face such a th rea t ,  even i f  the  p r o b a b i l i t y  i s  
smal l ,  unless two c r i t e r i a  are met. F i r s t ,  i t  must be c l e a r  the re  i s  an 
essen t ia l  need f o r  the  i n fo rma t ion  the  experiment w i  11 prov ide.  Second, 
i t  must be c l e a r  the  needed in fo rma t ion  cannot be obta ined by some o the r  
method t h a t  reduces or e l im ina tes  the t h r e a t  or the number o f  human 
subjects  needed. 

i n i t i a l l y ,  when I wrote my March 10 memo, I be l ieved i t  might be 
d e f e c t i v e  i n  both.  Since then he ' s  obtained a d d i t i o n a l  i n fo rma t ion  from 
the  Navy which convinced me t h a t  there  i s  an essent ia l  need for the  
data. But I am no t  convinced t h a t  there  are no a l t e r n a t i v e s  t o  the 
exc lus ive  use o f  human beings. I n  experiments w i t h  t h i s  l e v e l  of t h r e a t  
t he  experimenter should make an extens ive at tempt t o  avoid or reduce the 
use of  human subjects .  This inc ludes l ook ing  f o r  and, i f  poss ib le ,  
developing animal models. 

I n  a s i t u a t i o n  l i k e  t h i s ,  humans 

I view M e y e r ' s  experiment as de fec t i ve  i n  the  second of these two. 

Le t  me p u t  my dilemma t h i s  way. Suppose somebody showed me evidence 
suggest ing t h a t  * w i t h  some reasonable amount o f  work, a su i  t a b l e  animal 
model could be developed. 
sub jec ts  t o  f i n d  ou t?  I c e r t a i n l y  t h i n k  so. I n  o the r  words, human 
subjects  should be used i n  t h i s  k i n d  o f  experiment on l y  as a l a s t  r e s o r t ,  
a f t e r  i t ' s  c l e a r  o the r  approaches won' t  work. 
can I g i v e  my approval when i t ' s  no t  c l e a r  t h a t  anybody has s e r i o u s l y  
t r i e d  t o  l ook  for  a l t e r n a t i v e s ?  

Would i t  be worth de lay ing  the use o f  human 

That being the  case, how 

A t  the  meeting Paul Meyer sa id  the i n fo rma t ion  I want does e x i s t ,  and 
t h a t  he w i l l  c o l l e c t  i t  f o r  me. I f  he does, and i f  the evidence i s  
conv inc ing,  I'll change my vote.  As I said,  I ' v e  become convinced the re  
i s  a r e a l  need f o r  the i n fo rma t ion  t h i s  experiment w i l l  p rov ide.  The 
remaining quest ion i s  how t o  get  i t  w i t h  the  l e a s t  r e l i a n c e  on or t h r e a t  
t o  human beings. 


