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Dear George: 

The U C  San Francisco C o n i t t e e  f o r  t h e  Protect ion of Human Subjects has ra ised 
a j u r i s d i c t i o n a l  question regarding human subjec ts  review of Joe Castro 's  tumor 
treatment program a t  L B L .  
f o r  40% of h i s  sa la ry  through a purchase order ,  they contend t h a t  he i s  a 100% UCSF 
employee a n d ,  3s such, must secure UCSF-CPHS approval f o r  any a c t i v i t y  involving 
human subjec ts .  
re la t ionship  t o  UCSF and LBL i s  ident ica l  t o  Castro 's .  

possibly o thers  i n  t h e  f u t u r e ,  a r e  under the same purchase of se rv ice  arrangement. 
Presumably, these  o ther  names have not y e t  surfaced f o r  the  UCSF review committee, 
b u t  they c e r t a i n l y  w i l l .  

use of t h e  purchase order  reimbursement i s  merely the  most convenient means of 
al-locating the appropriate  par t  of his s a l a r y  t o  our funds. 
t h i s  an important point ,  and has asked us t o  seek General Counsel's opinion on the 
exis tence of an employer-employee re la t ionship  between Castro and L B L .  
r e f e r  this  matter  t o  General Counsel's o f f i c e ?  

some of the  pa t ien ts  t r e a t e d  here wil l  be referred by UCSF facul ty .  However, the 
treatment wil l  be car r ied  out e n t i r e l y  on our premises, by s t a f f  under our control ,  
with fur,ds administered by LBL, and i n  conformity t o  protocols approved by the 
Berkeley campus CPHS. Under these circumstances I do not bel ieve i t  i s  necessary 
f o r  a dual review by UCSF. 

A t  present ,  the  basic protocol and consent form, a s  well a s  the  spec i f ic  docu- 
ments f o r  some tumor s i t e s  have been approved by both t h e  Berkeley and San Francis- 
co Comnittees (Castro submitted them t o  UCSF a t  their reques t ) .  
added tumor s i t e  
ye t  t o  come. The point  i s  not whether t h e  program wil l  receive rigorous human sub-  
j e c t  review - we already have t h a t  through UCB - b u t  whether i t  wil l  become bogged 
down i n  dbpl icated paper work and a l t e r n a t i n g  submissions t o  one Comnittee or minor 
adjustments desired by the  o ther .  

Since we do not employ Joe d i r e c t l y ,  b u t  reimburse UCSF 

The same considerat ions a l s o  apply t o  Dr. Jeanne Quivey, whose 

As an addi t ional  observation, Drs. Woodruff, Carlson, S ick les ,  Genant, and 

As I see i t ,  Joe ' s  a c t i v i t i e s  a t  LBL a r e  t o t a l l y  under our cont ro l ,  and the 

The UCSF-CPHS considers 

Could you 

The UCSF-CPHS has a l s o  asser ted  t h e  need t o  review the Castro protocols because 

However, each 
requires  a separate  approval, and there  a r e  a good many of them 
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Edward L .  Alpen 


