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P r e s e n t :  
A l so  P r e s e n t :  A l t e r n a t e s  - G .  P r i c e ,  J .  S tone  . - -  -.- ' . 

Excused: P .  Chandra,  R .  Doremus, M .  M i l l e r ,  I . - - 2 a n z i -  ' -. - - -  . . . .  .- 

D .  Borg, D .  Chr i s tman ,  H. C o n n e l l ,  R. Love, C .  Meinhold,  S.P. Rathvon, J r .  

S e c r e t a r y  - C .  Kerr 

R s:,$ XO'j 

The mee t ing  w a s  h e l d  i n  t h e  La rge  Conference-Room of - -the--Medical---Research' .' 
C e n t e r  and c a l l e d  t o  o r d e r  by M r .  Rathvon a t  1400. 

The minu tes  of t h e  p r e v i o u s  mee t ing  h e l d  on 9 November 1977 were a c c e p t e d  a s  

C I R C  150 - "L ive r  F u n c t i o n  T e s t  Using 123~-monoiodotricarbocyanine ( 1231-MIT)11- 

d i s t r i b u t e d .  

I n i t i a l .  
t o  t h e  l a r g e  i n t e s t i n e .  

Approved s u b j e c t  t o  t h e  c o n s e n t  form b e i n g  amended t o  s t a t e  t h e  d o s a g e '  

CIRC 138 - "Lead-Burdened C h i l d r e n :  Development of  New D i a g n o s t i c  Techniques I:  
X-ray F l u o r e s c e n c e  of Bone Lead -- In-Vivo" - R e c e r t i f i c a t i o n .  
r e c e r t i f i c a t i o n  b u t  n o t  approved f o r  human s u b j e c t s  u n t i l  d a t a  i n  phantoms c o n t a i n i n g  
r a d i a t i o n  d o s e  i s  o b t a i n e d  by t h e  Committee. 

C I R C  137 - "Lead-Burdened C h i l d r e n :  

Approved f o r  annua l  

Dexgiopment of N e w  D i a g n o s t i c  Techniques 11: Om Mass S p e c t r o m e t r i c  A n a l y s i s  of Q u a s i - s t a b l e  
R e c e r t i f i c a t i o n .  Approval  w a s  g i v e n  f o r  Phase I.  
w i t h  t h e  r e q u e s t  t ha t  t h e  Committee be  f u r n i s h e d  w i t h  i n f o r m a t i o n  d e r i v e d  from Phase I .  

Pb f o r  T r a c e r  S t u d i e s  In-Vivo" - -- 
Approval  was g i v e n  f o r  Phase I1 

CIRC 9 6  Rev. 2 - "Long T e r m  S tudy  of  O s t e o p o r o s i s  and O s t e o g e n e s i s  I m p e r f e c t a  
Tarda ('OIT) i n  Adu l t s "  - R e c e r t i f i c a t i o n .  T h i s  C I R C  was approved f o r  a n n u a l  r e c e r t i -  
f i c a t i o n .  

i s  a g a i n  s u b j e c t e d  t o  c l i n i c a l  e v a l u a t i o n ,  i t  i s  r e q u i r e d  t h a t  t h e  FDA be  n o t i f i e d .  

However, HSRC i s  i n  rece ip t  of a l e t t e r  from t h e  FDA d a t e d  12/21/77 
s t a t i n g  t h a t  IND 13549 f o r  Calcimar (salmon c a l c i t o n i n )  i s  d i s c o n t i n u e d .  If t h i s  drug.  

C I R C  151 - "Adrenal Imaging w i t h  1311-19-iodocholesterol" - I n i t i a l .  D r ,  A t k i n s  
w a s  c a l l e d  i n t o  t h e  meet ing t o  answer v a r i o u s  q u e s t i o n s .  T h i s  p r o t o c o l  w a s  approved 
b u t  n o t  as  a s t u d y  t o  "demons t r a t e  t h e  e f f e c t i v e n e s s  of S C - 3 0 2 1 0  i n  imaging a d r e n a l  
g l ands" .  However, t h e  p rocedure  i s  approved f o r  u s e  unde r  t h e  f o l l o w i n g  c i r c u m s t a n c e s :  

1. There  must b e  a n  a d e q u a t e  p rocedure  t o  a s s u r e  t h a t  t h e  
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p a t i e n t  h a s  taken t h e  p r o p e r  dosage o f  L u g o l s '  s o l u t i o n .  

a o  2.  The c o n s e n t  form s h o u l d  be amended t o  s t a t e  t h e  impor t ance  
and n e c e s s i t y  o f  t h e  L u g o l s '  s o l u t i o n .  

3 .  A b a s i s  f o r  i n c l u s i o n  i n  t h e  program shou ld  be  t h e  d e t e r m i n a t i o n  
by t h e  p h y s i c i a n  hav ing  r e s p o n s i b i l i t y  f o r  t h e  c a r e  of t h e  
p a t i e n t  t h a t  t h e r e  i s  e v i d e n c e  t h e  p a t i e n t  h a s  a n  a d r e n a l  d i s e a s e .  

4 .  The c o n s e n t  form shou ld  be amended t o  d e l e t e  "but, d e f i n i t e l y  
o n  days 7 and 11," and add (second s e n t e n c e  under h a z a r d s )  
"While t h i s  i s  i n  t h e  u p p e r  range of r a d i a t i o n  doses  compared 
t o  t h o s e  encoun te red  i n  o t h e r  d i a g n o s t i c  p r o c e d u r e s  i t  i s  
comparable t o  t h a t  i n c u r r e d  by t h e  t h y r o i d  when i o d i n e - 1 3 1  is 
used f o r  imaging t h e  t h y r o i d .  
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5 .  Page 2 of 4 ,  E ,  t h i r d  s e n t e n c e  shou ld  r e a d :  "Lugo l s '  
i o d i n e ,  20 d r o p s  t h e  n i g h t  b e f o r e  and 10 d rops  T.I.D. 
f o r  s i x  weeks a f t e r  each  1311- iodocholes te ro l  admin- 
i s t r a t i c n  a re  n e c e s s a r y  t o  b lock  t h y r o i d  up take .  

The Committee would a p p r e c i a t e  l e a r n i n g  from D r .  A t k i n s  whether  t h e s e  
c o n d i t i o n s  a re  a c c e p t a b l e  t o  him. 

The Committee a l s o  no ted  t h a t  t h e  S e a r l e  p r o t o c o l  p r o h i b i t s  t h e  i n c l u s i o n  
of minors .  

C I R C  105 - "Study o f  t h e  E f f e c t s  of T h i a z i d e  on E s s e n t i a l  Hyper t ens ion"  - 
Addendum. 
p e r i p h e r a l  b lood  lymphocytes o b t a i n e d  from h y p e r t e n s i v e  and n o n h y p e r t e n s i v e  
p a t i e n t s  w a s  approved p r o v i d i n g  t h e  f o l l o w i n g  changes  are  made on t h e  c o n s e n t  form: 

D r .  Iwai's r e q u e s t  t o  compare t h e  a c t i o n  of v a r i o u s  c l a s t o g e n s  on 

1. Purpose:  The purpose  of t h i s  s t u d y  i s  t o  see whether  
t h e r e  i s  any d i f f e r e n c e  i n  r e s p o n s e  i n  t h e  blood c e l l s  
t o  c l a s t o g e n s  between h y p e r t e n s i v e s  and nomotens ives .  

2 .  Hazards :  Whenever blood i s  removed or' a s u b s t a n c e  i s  
i n j e c t e d  by v e n i p u n c t u r e ,  t h e r e  i s  minor  d i s c o m f o r t  
and a s l i g h t  p o s s i b i l i t y  o f  l o c a l  b l e e d i n g  i n t o  t h e  
t i s s u e s ,  p a i n  a t  s i t e ,  and p o s s i b i l i t y  of  i n f e c t i o n .  

Heart" - Addendum. Dr. A t k i n s '  r e q u e s t  t o  i n c r e a s e  t h e  dose  s c h e d u l e  of '%-2- 
deoxy-2-fluoro-D-glucose t o  10  m C i  i n s t e a d  of  5 m C i  w a s  approved w i t h  t h e  f o l l o w i n g  
m o d i f i c a t i o n s :  

CIRC 144 - " E v a l u a t i o n  of 18FDG i n  t h e  Diagnos i s  of  Disease of  t h e  B a i n  and 

Consent  form s h o u l d  be  mod i f i ed  t o  c i t e  b o t h  t h e  e s t i m a t e d  r a d i a t i o n  
d o s e  t o  t h e  whole body and t o  t h e  o rgan  r e c e i v i n g  t h e  h i g h e s t  d o s e  
( b l a d d e r ) ,  t h e n  comparing each  of  t h e s e  t o  p e r m i s s a b l e  o c c u p a t i o n a l  
exposures .  

C I R C  130 - " E v a l u a t i o n  o f  I n t e r n a l l y  D i s t r i b u t e d  Krypton-85 as a H e a l t h  
Hazard" - Annual R e c e r t i f i c a t i o n .  T h i s  C I R C  w a s  n o t  approved a t  t h e  9 November 1977 
meet ing .  The Committee r e q u e s t e d  t h a t  t h e  consen t  form be  r e v i s e d  t o  s t a t e  t h e  
purpose  and  b e n e f i t  t o  t h e  p a t i e n t .  C I R C  130 was reviewed a g a i n  a t  todays  meet ing  
and approved.  

The Chairman made t h e  f o l l o w i n g  announcements.  

1. A s  of Janua ry  1978 new HSRC members a r e  Mar i lyn  ? f i l l e r ,  M . D .  and 
Pradeep Chandra,  M.D.  r e p l a c i n g  A .  Upton, M . D .  and A .  A n s a r i ,  M . D .  
r e s p e c t i v e l y .  

2 .  The appo in tmen t s  of il. Doremus, L .  Owen, D . R .  Chr i s tman ,  J . P .  S t o n e ,  
and I .  Zanzi  t o  HSRC h a v e  been ex tended  t o  12 /31 /80 .  

3. The Chairman read a l e t t e r  t o  t h e  Commirtee t h a t  was a d d r e s s e d  t o  
Dr.  Zanzi  from J e a n  F .  Cur ran ,  D i a b e t e s  Program D i r e c t o r  f o r  C e l l u l a r  
and Molecular  S t u d i e s ,  N I H .  I n  PIS. Currans  l e t t e r  of 1 1 / 2 9 / 7 7 ,  r e :  
1 R01 &Y 20825-01 NTN e n t i c l e d  "Elementa l  Body Composi t ion i n  
Diabe te s  M e l l i t u s "  N I H  e x p r e s s e d  t h e  concern  of  t h e i r  r e v i e w e r s  
about  t h e  human s u b j e c t  s t u d i e s .  M r .  Rathvon w i l l  speak  t o  D r .  Zanzi  
abou t  t h i s  matter and r e p o r t  bzck t o  RSRC w i t h  t h e  outcome. I 1 1 3  1 1 q 
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4 .  " S t r u c t u r e - F u n c t i o n  S t u d i s s  on A c t i n  and Myosin" - HEW Grant .  

A r e q u e s t  from D r .  Fl. E l z i n g a  of t h e  Bio logy  Department f o r  
u s e  o f  t i s s u e s  from human h e a r t s  o b t a i n e d  from Drs. J . J .  Lsgsr  
and B .  Swynghedauw i n  Par i s ,  F r a n c e  w a s  approved  on 6 J a n u a r y  1978 .  

5. C I R C  119 - "Diso rde r s  of S k e l e t a l  Metabol ism i n  Hemato logica l  
Diseases" - Addendum. A s p e c i a l  r e q u e s t  t o  per form measurements 
of t o t a l  body ctl lcium by t o t a l  body n e u t r o n  a c t i v a t i o n  a n a l y s i s  
and o f  t h e  bone m i n e r a l  c o n t e n t  of  t h e  r a d i u s ,  a t  b a s e l i n e  and 
s e r i a l l y ,  a t  a f r equency  n o t  g r e a t e r  t h a n  t w i c e  a y e a r  on p a t i e n t  
3'18-61-6R w a s  approved on 1 2 / 1 5 / 7 7 .  *--- 

,/' 
/' Expenses f o r  V o l u n t e e r s  - D r .  Cohn ' s  r e q u e s t  for t r a v e l  expenses  on C I R C  139 

,f 

\ L a b o r a t o r y .  

and 140 w a s  p r e v i o u s l y  reviewed on 9 November 1977 and a g a i n  today .  The Committee 
h a s  no o b j e c t i o n  i n  p r i n c i p l e  t o  pay o u t  of t h e  pocke t  t ravel  expenses  under  t h e s e  
two C I R C ' S  f o r  t h e  p a t i e n t s  i nconven ience  of  h a v i n g  t o  t r a v e l  t o  and from t h e  

M r ,  Rathvon will send D r .  Cohn a memorandum i n  r e g a r d  t o  t h i s  matter.. 
-. \ - 

Dave Chr is tman,  Chairman of t h e  RDRC informed HSRC t h a t  t h e  a n n u a l  r e p o r t  w i l l  

The annua l  r e p o r t  i s  b e i n g  p r o c e s s e d  and c o p i e s  w i l l  be  s e n t  
b e  s u b m i t t e d  s h o r t l y  and t h a t  11 s u b j e c t s  w e r e  s t u d i e d  under  C I R C  139  and no  a d v e r s e  
e f f e c t s  were no ted .  
t o  Committee members a s  soon a s  p o s s i b l e .  

The mee t ing  ad jou rned  a t  1630. 

-- 

L, 

R e s p e c t f u l l y  s u b m i t t e d ,  

C a r o l e  L .  Kerr 
S e c r e t a r y  

CLK/ds t 
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