
I n s t i t u t i o n a l  Review Commit tee Meeting 

1. Place: A d m i n i s t r a t o r ' s  Conference Room 

2. Time and Date o f  Meetina: 1300 hours, 10 A p r i l  1979 

3. Chairman: Colonel Gunter R. Meng, D i r e c t o r  o f  Hospital Services 

4 .  Members Present: 

Colonel Casper H. Burke, Dental Services 
Colonel C l l n t  E. Chambers, Department o f  Surgery 
Colonel Robert C. Walters, D i r e c t o r  o f  Dental Services 
L t  Colonel John L. Baldwin, Department o f  Medicine 
L t  Colonel Enr ique Pantoja, Chairman, Department o f  Radiology, SGE Represent 
L t  Colonel Richard E. Smith, D i r e c t o r  o f  Veter inary  Services 
Capta in  Teresa F. McMahon, Ass is tan t  D i r e c t o r  o f  Medical Education, Recorder 

Members Absent: 

L t  Colonel Gary W. Hinzman, D i r e c t o r  o f  Medical Education, (TDY) 
L t  Colonel Dwight D. Smith, Departmect o f  Medicine ( leave)  

Guest Present :  

Lt Colonel W i l l i a m  K. Rundell ,  Department o f  Surgery 
Major Richard W. Houston, Department o f  Medicine 
Major  Stephen P. Donohue, Legal Consultant 

5. The I n s t i t u t i o n a ;  Review Committee convened j o i n t l y  w i t h  the Medical 
Isotopes Comni t t e e  and the  Human Exper imentat ion Subcomni t t e e  t o  review 
t h e  proposal f o r  one t ime use o f  Copper-64 Cuprice Acetate, t o  be 
admin is te red  t o  a p a t i e n t  f o r  a L i v e r  Funct ion Study f o r  Wilson's Disease. 
The comni t tee a l s o  reviewed t h e  proposed p a t i e n t  "Radioactive Study of 
Wilson's Disease Consent Forn" t o  be used, i f  t h e  s tudy i s  approved. 

p a t i e n t ,  presented the  f o l l o w i n g  case h i s t o r y :  

( 1 )  Th is  i s  a 21 year  o l d  female f i r s t  seen a t  t h i s  Medical Center  
i n  September 1977 and a suggestion o f  demyel i r ia t ing disease was  made a t  
t h a t  t ime.  She was fol lowed and u l t i m a t e l y  re tu rned i n  January 1978 when 
a d iagnosis  o f  Wi lson 's  Disease w a s  made based upon f inds  o f  Kaiser- 
F l e i s c h e r  r i n g s  i n  the  cornea, decreased serum ceruloplasmin, increased 
copper s t o r e s  i n  the  l i v e r  on l i v e r  b iopsy and h c r  general neuro log ic  
p i c t u r e .  She was begun on pen ic i l l am ine  a t  t h a t  t ime and has shown a 
p rogress ive  improvement i n  he r  neuro log ic  p i c t u r e .  

( 2 )  I n  August 1978 the p a t i e n t  was evaluated by Dr. I .  Herber t  
Scheinberg a t  the A l b e r t  E i n s t e i n  College o f  Medicine i n  New Y o r k .  

J. Lt Colonel Rundell ,  t he  surgeon, scheduled t o  cperate on the  
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a d d i t i o n  t o  p e n i c i l l a m i n e  he started her  on BAL and has  maintained an 
i n t e re s t  i n  t h i s  p a t i e n t .  

( 3 )  The  p a t i e n t  h i d  her  f i r s t  ep i sode  of  u p p e r  G I  hemorrhage in 
August 1978. She had a recurrent bleed i n  October  1978 a n d  a t  t h a t  time 
was found t o  have upper GI hemorrhage from b leed ing  esophageal  varices.  
She a l s o  had an ep i sode  o f  h e p a t i c  coma and r equ i r ed  nine units o f  whole 
b l m d  t r a n s f u s i o n .  In  February 1978 she  had a recurrent uppe r  61 hemorrhage 
from her varfces which  r e q u i r e d  s i x  u n i t s  o f  whole blood t r a n s f u s i o n .  
Because o f  the recurrent v a r i c e a l  hemorrhage, she was u l t i m a t e l y  referred 
back t o  t h i s  medical  f a c i l i t y  f o r  c o n s i d e r a t i o n  f o r  a por to-sys temic  
S t m t  p rocedure .  A t  the  t ine o f  t h i s  h o s p i t a l i z a t i o n ,  r a t h e r  massive 
esaphagea l  v a r i c e s  were a g a i n  no ted .  She has  had two ep i sodes  of minor 
upper  G I  hemorrhage w h i l e  under  o b s e r v a t i o n  a t  t h i s  h o s p i t a l .  
apProxlmate ly  three u n f t s  o f  blood t r a n s f u s i o n .  The  d i a g n o s i s  i s ;  ( A )  
Wilson's Di sease ;  (B) Esophageal v a r i c e s  secondary  t o  Wilson 's  Disease ;  
( C )  Recurrent hemorrhage secondary t o  esophageal  varices. 

three weeks ago.  
esophageal  v a r i c e s  and a mass ive  en largement  of the c p l e e n ,  he i s  recommer#dir 
t h a t  t h e  p a t i e n t  undergo a ;  ( A )  sp leno-rena l  s h u n t ;  (E)  splenectomy. 

( 5 )  L t  Colonel  Rundell  and Major Houston have con tac t ed  Dr. 1. 
Herbert Sche inbe rg ,  a P r o f e s s o r  o f  Medicine and Head of  the  Division of 
Gene t i c  Medicine a t  A l b e r t  Einstein C s l l e g e  o f  Medicine. Yeshiva U n i v e r s i t y ,  
Bronx, New York. He has been s t u d y i n g  Wilson ' s  Disease  wel l  over twenty-  
f ive  y e a r s  and i s  considered an e x p e r t  on t h i s  ex t r eme ly  r a r e  cond i t ion .  
He feels t h a t  there i s  a b a s i c  unde r ly ing  enzyme d e f e c t  i n  t h e  l i v e r ,  w h i c h  
accoun t s  f o r  the problem of  the body ' s  i n a b i l i t y  t o  handle  copper and I t s  
subsequen t  d e p o s i t  I n  the l i v e r ,  gang l ion  o f  t h e  b r a i n  and other  a r e a s  o f  
t h e  body. For t h i s  reason, he has  recornended t h a t  p r i o r  t o  surgery, t h e  
p a t i e n t  be g iven  r a d i o a c t i v e  Copper-64 and a t  the time o f  s u r g e r y ,  a l i v e r  
b iopsy  ( approx ima te ly  Sgm) be t aken  f o r  r ad io -as say .  
expe r i enced  w i t h  t h i s  r ad iophannacu t i ca l  and a u t h o r i z e d  t o  use i t  a t  t h e  
A l b e r t  E i n s t e i n  C 3 l l e g e  o f  Medicine.  

E a c h  r e q u i w d  

( 4 )  L t  Colonel  Rundell f i r s t  saw this  young women approximately 
Because o f  r e c u r r e n c  e p i s o d e s  o f  upper GI hemorrhage, 

Dr. Scheinberg i s  

( 6 )  L t  Colonel R u n d e l l  has  counse l l ed  t h e  p a t i e n t  on t h i s  proposa l .  
She unde r s t ands  t h e  p r o p o s a l ,  t h e  l a c k  o f  provable  b e n e f i t  t o  her, and the 
l ack  of any known harmful e f f e c t s  o c c u r r i n g  a s  a r e s u l t  of t h e  a d m i n i s t r a t i c  
of  r a d i o a c t i v e  coppe r .  

b .  The  Medical I so topes  Committee discussed t h e  phys ica l  p r o p e r t i e s  o f  
Copper-64 Cupric A c e t a t e ,  t h e  dosage t o  be a d m i n i s t e r e d ,  hazards  t o  the 
p a t i e n t  and t o  medical  pe r sonne l ,  p r e c a u t i o n s  and moni tor ing  procedures  
and t h e  a p p r o v a l s  and l icenses  r e q u i r e d  p r i o r  t o  use a t  t h i s  medical cen ter .  
All a p p r o v a l s  and l i c e n s e s  have bcen ob ta ined  and t h e  Medical I so topes  
Comnittee g r a n t e d  approval  fo r  use of t h i s  r ad iophannaceu t i ca l  on a one- 
time b a s i s  and a u t h o r i z e d  Dr. Scheinberg  t o  administer the r a d i O i S O t O D e  
a t  this Medical Center. 



c. The Hunian Exper imentat ion Subcommittee reviewed and approved the  
prsposal  and t h e  consent form. 

0. The I n s t i t u t i o n a l  Review Comnittee reviewed the p ro tcco l  f o r  
a d n i n i s t r r i n g  the  Copper-64, Cupr ic Acetate.  A f t e r  d iscuss ion,  each 
c o m i t t k e  member was p o l l e d  and each approved the f o l l o w i n g  procedures: 

o f  approx imate ly  1-2 mg copper and 1 m i l l i c u r i e  o f  Copper-64 i n  approximate' 
4 or o f  sk im m i l k .  

(2 )  Ur. Scheinberg w i l l  admin is te r  the  radiopharmaceut ical ,  i n  t he  
presence c f  L t  C o l c w l  Rundel l  and Major  Houston, a t  approxlmately 0600 the  
m r n i n g  o f  surgery.  

(3 )  A t  t he  t ime o f  the  opera t ion ,  approx imate ly  two hours a f t e r  thc 
r a d i o i s o t o p e  has been administered, a b iopsy o f  t he  l i v e r ,  i n  the  amount of 
approx imate ly  5 gm w i l l  be taken. 

( 4 )  The specimen w i l l  be g iven t o  Or. Scheinberg f o r  qu i ck  f reeZin!  
and r e t u r n  t o  h i s  l a b o r a t o r y  for radio-assay and eva lua t i on  of t h e  enzymatic 
de fec t  o f  Wi lson 's  Disease. 

e.  The I n s t i t u t i o n a l  Review C o r n i t t e e  reviewed the "Radioact ive Study 
of Wi lson 's  Disease Consent F o n "  (Copy Atch) and made the  fo l l ow ing  change 
A f t e r  t h e  f i r s t  sentence i n  paragraph 2 add: "This  i s  an exper imental  
procedure, s i n c e  r a d i o a c t i v e  copper has no t  been genera l l y  accepted as a 
d i a g n o s t i c  or t he rapeu t i c  drug". Each c o m i t t e e  member w a s  p o l l e d  and each 
approved the informed consent, as amended. 

6. 
c a l l  o f  t h e  chairman. 

( 1 )  The p a t i e n t  w i l l  be g iven r a d i o a c t i v e  Copper-64 i n  an amount 

The n e x t  meet ing o f  t h e  I n s t i t u t i o n a l  Review Comnittee w i l l  be a t  t h e  

2 Atch 

2 .  Infornled Consent 
Recorder 1. Medical Statement 


