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Re:  

Dear M r .  Thorne: 

Pol icy on Research Involving Human Subjecta 

On August 18, 1972 you wrote m e  on the  above r u b j e c t  t o  t h e  e f f e c t  

t h a t  t h e  Univers i ty ' s  po l icy  ". ..goer f a r  beyond DHEW'r i n t e r p r e t a t f o n  of 

the  new DHEW policy...in t h e  a r e a  of assumption of l i a b i l i t y  of medical 

c a r e  of subjec ts  required ar a r e s u l t  of the  experimentation conducted 

. 

upon auch aubjectr." 

and a t  t h e  Lame t i m e  wrote t o  D r .  Donald Chalkley of NIH i n  an at tempt  

I provided an in te r im response on January 16] 

t o  c l a r i f y  the  apparent d i r p a t i t y  of v i w r .  

D r .  Chalkley has  now rep l ied  i n  a l e t t e r  of February 16, 1973, a 

copy of which is enclosed. 

t o  him whether the  u n i v e r s i t y ' s  po l icy  is broader than t h a t  required by 

Although he  does not  d i r e c t l y  answer my quest ion 

' . :.. 
DHEW, he  does so i n d i r e c t l y  by c i t i n g  the  opinion of DHEW General Counsel. 

Our understanding of D r .  Chalkley's l e t t e r  i r  t h a t  Universi ty  pol icy - 
, , appears t o  go farthe: i n  terms of the  time dura t ion  of i n s t i t u t i o n a l  

r e s p o n s i b i l i t y  than DHEW intended when they promulgated,Ln t h e i r  I n s t i t u t i o n a l  

. Guideathe paragraph which reads: 

This  i n s t i t u t i o n  w i l l  provide f o r  t h e  f a c i l i t i e s  and profess iona l  

a t t e n t i o n  required f o r  s u b j e c t s  who may r u f f e r  phys ica l ,  psycho- 

l o g i c a l  o r  o t h e r  i n j u r y  a s  a r e r u l t  Of p a r t i c i p a t i o n  i n  an ac t iv i ty ."  

He goes on t o  say t h a t  h i s  Off ice  of General Counsel is of the  opinion 

t h a t  the  quoted paragraph] i n  absence of a Court d e c i s h n ,  "...could be 
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reasonably i n t e r p r e t e d  as giving f u l l  assurance t h a t  a11 necer rary  care 

w i l l  bc provfdcd t o  a r u b j c c t  in jured  i n  the  course of an ac t iv i ty- -wi thout  

regard t o  f a u l t ,  d u r a t i o n  of t h e  impai-ent, o r  ability of the i n s t i t u t i o n  ' 

t o  provide such care." We conclude t h a t  the Uqivers i ty ' s  po l icy  ham Simply 

an t ic ipa ted  t h i s  i n t e r p r e t a t i o n  of the  D W  pol icy .  

D r .  Chalkley cont inuer  with. the  suggestion of a rev ised  paragraph, 

l i m i t i n g  the provis ion of  a t t e n t i o n  and care t o ' i n j u r i e r  of inmediate and/or 

shor t - te rm dura t ion .  

t o  a cout t ' . s  i n t e r p r e t a t i o n  of the  r e a l  meaning of "immediate" and/or 

' Is hor  t - term . 'I 

Even t h i s  change, a s  he poin ts  ou t ,  gives  no pro tec t ion  

I n  view of t h e  foregoing dincursion,  we would apprec ia te  your reviewing 

D r .  Chalkley'r l e t te r ,  and aga in  reviewing the  i r r u e  of whether indeed the 

Universi ty 's  po l icy  does exceed t h a t  of DHEW. We bel leve  t h a t  i t  does not .  

I f  you d isagree ,  we would apprec ia te  8 c l e a r e r  d e f i n i t i o n  from you sa t o  

which c o s t s ,  incurred under what circumstances, could be considered t o  be 

unallowable under Contract  No. 7405-ENG-48 and o ther  contract8 SAN has 

w i t h  the  Univers i ty ,  so t h a t  we may be guided i n  our f u t u r e  a c t i v i t i e r  

involving human subjec ts .  -_ 

John A. Perkins  

A t t r .  
cc: Dr. Chalkley, w/o at t r .  

. Direc tor  McMillan, w/attr. 
Di rec tor  Batzel ,  w/atts. 
Di rec tor  Lunt, w l a t t s .  
Contract  and Grant Off icers ,  w/atts. 


