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Department o f  t h e  A i r  Force 
W i l f o r d  H a l l  USAF Medical Center (AFSC) 
Lackland AFB, Texas 78236 

R E P L Y  TO 
ATTN OF: SGH/Human Exper inenta t ion  Committee, Col H a l  ki/7756 

SUBJECT: K inu tes  o f  t h e  Human Exper imentat ion Corn i t tee,  28 M a r  1974 

i 
TO: SG 

1.  The Human Exper imentat ion Committee Meeting !*!as he ld a t  1000 
hocr-s on 28 March 1974 i n  t h e  Office o f  the  Chairman, Room A1-17, ' 
W i  1 f o r d  H a l  1 USAF Medical Center. 

a .  The f o l l o w i n g  members or representa t ives  were present: 

Co7 H a l k i  (SGH) - Chairman 
Col McPhaul (SGS)  - Member 
Col Sparks (SGHH) - Member 
L/c  Burkhardt  (SGHNj - Member 
Col Whiteside (SGX) - Member 
blaj Sebesta (SGJ) - Member 

b .  The f o l l o w i n g  members were absent: 

Col C o l l i e r  (SGHN) 

c . The f o l 1  owing a d d i t i o n a l  personnel/guerl t s  were present: 

Maj Steven Pedro (SGHMD) 
M a j  E ' i l i s  P.  Couch (SGHOA) 

2. Old Business: The f o l l o w i n g  consent forms \!ere scheduled f o r  
rev iew a t  our February meet ing b u t  were no t  i n  the proper format, 
there fore  they were again reviewed. 

* a  
a. T i t l e :  "An E f f i c a c y  Study o f  Minocycl i t ie i n  Pat ien ts  w i t h  

Staphlococcal  Sk in  and S o f t  T issut: I n f e c t i o m . "  
- Primary I n v e s t i q a t o r :  - Steven Pedro, Ma.i, \;SAF, MC 

O f  t h e  t h i r t y - s e v e n  (37 )  consent forms s;ubmitted fou r  ( 4 )  were 
They were p roper l y  f i l l e d  o u t  and d lumented and a copy 

Maj Pedro 
n o t  dated. 
had been submit ted t o  the D i r e c t o r  o f  C l i n i c a l  Iksearch. 
was advised t h a t  a l l  consent forms should be dated. 

3 .  
discussed: 

New Business: - The f o l l o w i n g  consent forin w{is  reviewed and 



c 

a .  P T i t l e :  "Tc-Phosphate Complexes i n  the RadSoisotopic 
Diagnosis of  Avascular Necrosis' '  

E l l i s  P. Couch, M a j ,  USAF, MC P r i m a r y  I n v e s t i g a t o r :  

M a j  Couch s ta ted  t h a t  he d i d  n o t  have ,tny consent forms 
t o  be reviewed s ince  there  had no t  been any pa t i en ts  placed i n  the  
study s ince  the  pro toco l  had been approved. Ho.vever, dur ing  the  
d iscuss ion  i t  was revealed t h a t  several  pat ient ;  ( 5  o r  6) had 
r x e i v e d  Tc-Phosphate complexes under t h e  guide1 ines o f  the  pro toco l  
t o  the  Medical Center Research Committee. Maj Coach was informed of 
such improp r ie t y .  

MaJ Couch requested t h a t  the requirement t o  ob ta in  consent 
forms ( In formed Consent - AFR 169-8) from pa t ien ts  be d iscont inued 
s ince  the  use o f  Technetium disphosphonate (Ostcoscan) has been 
released f o r  ucf ieral  medical use by the  FDA and federa l  r e g u l a t i o n  
does n o t  r e q u i r e  fnfonned consent. Col Ha lk i  requested t h a t  a 
w r i t t e n  statement be subnii t t e d  t o  the Human Experimentation Committee 
t o  t h i s  e f f e c t .  I t  was the consensus of the  Colrimittee t h a t  even though 
ar! in fornwd consent would n o t  be requ i red  i n  t h i s  protocol  t he  
p a t i e n t  must be informed and a note made i n  the  p a t i e n t ' s  c h a r t  t h a t  
such was done. 

b. The f o l l o w i n g  p ro toco l  was reviewed and explained. 

(1  ) --- T i  t !e: "Combination Chemotherapy Study o f  Metas ta t i c  
Sarcomas: P Phase 111 Study" 

-- P r i m a r y  I n v e s t i g a t o r :  Charles A .  Col tnian, Col , USAF, MC 
Ac t ion :  Approved --- 

This p ro toco l  f a l l s  i n t o  Category I 1  o f  the  "Declarat ion 
o f  H e l s i n k i  , ' I  C l i n i c a l  Research coriibined w i t h  Pa t ien t  Care. The 
p r o j e c t  w i l l  be expla ined t o  the  
f o r  "Informed Consent" (AFR 169-8 P i s  adequate and w i l l  be used f o r  
the r eq u i remen t s t i  pu 1 a t ed . 
4 .  

a t i e n t  and the standardized format 

* s  
T,he meeting adjof ined a t  5045 hours. 

JOHN 3. H.9LK1, Colonel ,  USAF, MC 
D i r e c t o r ,  Hosp i ta l  Services 

Atch 
Protocol  as s ta ted i n  para 3 b ( l )  

Cy furn:  
SGfmAplaj Couch 
SGHMD/Maj Pedro 
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