
M E M O R A N D U M  

DATE: 17 A p r i l  1972 

TO : E. P .  C r o n k i t e  

FROM : d & r t s o n  

R e f e r e n c e :  C I R C  m i n u t e s  f o r  m e e t i n g  of 3 A p r i l  1972. 

A s  i n d i c a t e d  i n  t h e  r e f e r e n c e d  m i n u t e s ,  t h e  C I R C  is conce rned  a b o u t  
t h e  c o n t i n u e d  a p p e a r a n c e  of c e r t a i n  p r o j e c t s  on t h e  a c t i v e  l i s t  b u t  which 
a r e  o v e r  two y e a r s  o u t  of d a t e  and f o r  which  r e q u e s t s  f o r  r e v i e w  have  
no t  been  r e c e i v e d .  
i n a c t i v e ,  
l i s t  th rough  t h e  u s u a l  p r o c e d u r e .  

It  is proposed  t h a t  t h e s e  now be r e c l a s s i f i e d  as 
They c a n ,  of c o u r s e ,  s u b s e q u e n t l y  be r e s t o r e d  t o  t h e  a c t i v e  

S p e c i f i c a l l y ,  i t  i s  p roposed  t h a t  t h e  f o l l o w i n g  p r o j e c t s  be  
r e l e g a t e d  t o  t h e  i n a c t i v e  l i s t :  

C I R C  Date  P r i n c i p a l  
I n v e s t  i n a  t o r  D e s c r i p t i o n  NO. OriR. - 

H - 3  Cel l  K i n e t i c s  2 6 /3 0 / 6 4  D r .  C r o n k i t e  

D r .  C r o n k i t e  C14 L a b e l l e d  P y r i m i d i n e  2 A  2/28/67 ’9 6 / 3 0 / 6 4  D r  . A t k i n s  TC-99M Scanning  TC04 

,- -,. D r .  A t k i n s  TC-99M Scanning TC-S ( 15A/ 2 / 5 / 6 5  
u D r .  C r o n k i t e  CO-60 ECIB 

D r ,  C r o n k i t e  CO-60 ECIB l eukemia  

Dr. C r o n k i t e  

D r .  S c h i f f e r  

6 / 3 0 / 6 4  18 

1 8 A  1 2 / 1 5 / 6 4  

1 8 B  2 / 2 5 / 6 5  

1 8 C  7/12/65 
1 8 D  1/27/69 Dr. Rai  E C I B  C U  

CO-60 E C I B  pre  k i d n e y  t r a n s p l a n t  

CO-60 E C I B  a m p h o t e r i c i n  B 



The Committee on C l i n i c a l  I n v e s t i g a t i o n s  and Uses o f  R a d i o i s o t o p e s  

h e r e b y  approves t h e  program w i t h  t h e  f o l l o w i n g  t i t l e :  

99m A p p r a i s a l  of Tc a s  a s c a n n i n g  a g e n t .  

C I R C  # 15 h a s  been a s s i g n e d  t o  t h i s  program. 
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Walton W. S h r e e v e ,  M.D., Ph.D., Chairman 
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Euge6e P. C r o n k i t e ,  M.D. 

LLJ hdk- 
Eckar t  Schackow, M. D.  
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99  
Title: Clinical Use of ?c Sulfur Colloid 

Spon. Phys.  : Dr. Brill 
Prin. Invest.:. H.L .  Atkins 
Others: a m  B , , u S  

E7-i Xi. ma 

Consent forms: 327 ,32 -9 ,400 ,401  . 

NO AGE LIMIT 

Approva 1 s 

Ini t ia 1 

Recertification 

Modification 
(no age limit) 

2 / 4 / 7 4  2 / 4 1  7 4  

Dep t . 
10 I 2 4  / 7 2 

111 1 1 7 3  

L 
HSRC 

9 / 8 / 7 2  

101 29 I 7 3  

- 

IND 4 1 7 2  - *- 
Recertification 

Sulfur colloid - 3/78 Now commercially available 1 / 6 / 7 5  2 / 2 8 / 7 5  
Pertechnetate-Now normal procedure and is to be Recertification 
used when medically indicated for routine purpose. 4 / 1 3 / 7 6  4 / 1 6 / 7 6  
IND is inactive. Recertification 

Recertification 
5 / 1 1 / 7 7  5 / 1 7 / 7 7  

5 / 1 7 / 7 8  5 / 2 2 / 7 8  
Pts. studied 
1 9 7 2 - 1 9 7 3  - 3 1 4  pts. 1981-1982 - 7 pts. 
1 9 7 3 - 1 9 7 4  - 3 1 0  pts. 1982-1983  - 
1 9 7 4 - 1 9 7 6  - 57 pts. 
1976-1977  - 4 9  pts. 

1977-1978 - 44 pts. 
1978-1979  - 2 9  pts. 

Recertification 

1979-1980  - 27 pts. Recertification 
1 9 8 0 - 1 9 8 1  - 1 9  pts. 1 / 1 2 / 8 3  1 / 1 3 / 8 3  

PURPOSE: Colloid is used for liver, spleen, bone marrow and lymph node 

1 1 / 1 8 / 8 1  1 1 / 2 3 / 8 1  

imaging in clinical situations that require it o n l y .  
kits are available to make compound but we prefer own method because 
of particle size. 

USP approved 

99m TcO - dose to thyroid 0.2 rads/mCi 
Large Bowel 0.1 
Whole Body 0.01 'I 

(iv)to Whole Body 0.1 11 

(s.c) 

4 Dose : 
11 I t  

I, 

9 9m 

9 9m 

TcS dose to liver 0 .32  

TcS dose to skin 24 

11 II 

II 

I 1  
'I (max 

Recertification 

Recert if icat ion 
5 / 9 / 7 9  5 / 1 7  1 7 9  

7 /9/so 10 / 2  8 /P  0 



H3SFlTAi  OF THF MEDIC.'It RCSCARCH CCNIER, 
DR UO t.. H AL't N I4 A! IO N A 1 1 AB 0 li AT 0 R Y 

Uplon, N e w  Y o r i  1 1973 

Are a n y  i n v e s t i g z . t i o n a 1  d r u g s  t o  be  used  ( o n e s  no: i n  t h e  

I s  a d r u g  l i s t e d  i r i  t h e  USP o r  AXR t o  be used  

USP o r  ?:NIX)? . OP .FDA ? P P ~ ? V + .  list. . . . . . . . . . . . . . . . .  

- a .  i n  d o s e s  e x c e e d i n g  t h o s e  l i s t e d ? .  . . . . . . . . . . . . .  
b .  f o r  p u r p o s e s  o t h e r  t h a n  t h o s e  l i s t e d ?  . . . . . . . . . . .  

Are a n y  b i o l o g i c a l  p r o d u c t s  t o - b e  a d m i n i s t e r e d  t h a t - d o  NOT 

1. 

2 .  

3 .  

4 .  

5 .  

6. 

7. 

8 .  

. .  .x . 1 
* . 3 .  . 

C I R C #  15 Revised 9 / 7 / 7 2  i 

b e a r  on t h e i r  c o n t a i n e r s  o r  l a b e l s  n o t a t i o n s  o f  a p p r o v a l  by 
the B i o l o g i c a l  C o n t r o l  D i v i s i o n  o f  t h e  N a t i o n a l  I n s t i t u t e s  

b .  i s  t h e  r a d i o n u c l i d e  t o  be  used  w i t h i n  t h e  d o s e s  and 
f o r  t h e  p u r p o s e  apprcved  i n  t h e  USP. . . . .  I . . . .  

l I 

. X .  

Are zny  o t h e r  p r o c e d u r e s  t o  be  used  which exceed  t h e  o r d i n a r y  I 
d i a g n o s t i c  and t h e r a p e u t i c  measu res  f o r  t h e  p a t i e n t  concerned  
and which pay  e n t a i l  a h a z a r d ,  d i s c o m f o r t  o r  embarrassment  t o  
t h e  p a t i e n t ?  . . . . . . . . . . . . . . . . . . . . . . . . . . .  1 . . 
a .  Is  a d i r e c t  b e n e f i t  t o  t h e  p a t i e n t  t o  be  e x p e c t e d ?  . . . . . . .  1 . X .  

i x  
b .  W i l l  t h e  s t u d y  c o n t r i b u t e  t o  t h e  d i a g n o s i s  o r  t r e a t m e n t  of 

t h e  p a t i e n t ' s  own d i s e a s e ?  . . . . . . . . . . . . . . . . . .  
I am f a m i l i a r  w-ith t h e  AEC r e q u i r e m e n t  t o  a b i d e  by (a )  t h e  HEW'S 
p o l i c i e s  on i n s t i t u t i o n a l  r e v i e w  o f  e x p e r i m e n t s  i n v o l v i n g  human 
s u b j e c t s  and ( b )  FEA p o l i c i e s  on i n v e s t i g a t i o n a l  d r u g s  and a c t i v -  
i t i e s .  T h i s  c l i n i c a l  i n v e s t i g a t i o n  w i l l  be  c a r r i e d  c u t  i n  con-  

I n  p a r t i c u l a r ,  in formed 

/ Sponsoking  P h y s i c i a n  

* I f  a n y  q u e s t i o n  1 th rough  6 i s  answered  y e s ,  append a d i s c u s s i o n  o f  t h e  
p o t e n t i a l  h a z a r d s  i n c l u d i n g  p e r t i n e n t  l i t e r a t u r e  c i t a t i o n s  ( n o t e  t h a t  a 
y e s  answer  t o  5 a  & 5b t s  s u f f i c i e n t  f o r  q u e s t i o n  5) o r  i n d i c a t e  where  
d i s c u s s e d  i n  accompanying I N D  r e q u e s t .  

. . .  

I 
, .x.  i 

i 
I . . . .  
i 

*A 
n If answer  t o  5.3 o r  5b i s  no, append a comple t ed  Supplementary  Form s n  

R a d i o n u c l i d e  A d z i n i s t r a t i o n  (CIRC form 3,-1 & 3 - 2 ,  4 / 1 5 / 7 1 ) .  

I f  answer  t o  7a or 7b i s  no ,append e x p l a n a t i o n .  

C I R C  form 2-2  
' i l l  5 / 7 1  

Page 2 of  2 



1. 

2. 

3.  

4 .  

5. 

6. 

7. 

8. 

9 .  

8R 00). HAVEN NATION A 1  ~mdal OR Y 
Upton. N e w  York 1 l Y 7 3  

CLINIC/& INVESTIGATION PROPOSAL 

SUPPLEMENTARY FORE1 ON RADIONJ C L I D E  A D M I N I  STRATION 

A. R a d i o n u c l i d e  

S p e c i e s :  
14 

( R a d i o n u c l i d e  o r  l a b e l e d  compound, e g .  24Na C 1  o r  1- C-gluCOSe) 

9 9 m T c ~ 4 - ,  9 9 m T c ~  toll. 
P h y s i c a l  c h a r a c t e r i s t i c s :  ( P h y s i c a l  h a l f - l i f e ;  d e c a y  scheme o r  t y p e ,  
e n e r g y  and r e l a t i v e  f r e q u e n c y  o f  ma jo r  e m i s s i o n s ,  e n e r g i e s )  

T3 phys .=6  h r s .  140 keV y w i t h  -10% i n t .  conv. 

Source :  (BNL r e a c t c r ,  c y c l o t r c n ,  h a t  l a b . ,  commerc ia l  s u p p l i e r ,  e t c . )  

Hot Lab. 

P r e p a r a t i o n :  ( T a r g e t  m a t e r i a l ,  q u a n t i t y ,  s p e c i a l  prcjblems) 
99 Methyl e t h y l  k e t o n e  e x t r a c t i o n  from Mo. 

S p e c i f i c  a c t i v i t y  and i s o t o p i c  p u r i t y  o f  a d m i n i s t e r e d  m a t e r i a l :  

C a r r i e r  f r e e ,  <<. 1% 99M0. 
R a d i o a s s a y  and c a l i b r a t i o n  p r o c e d u r e s :  ( I n c l u d e  v a l i d a t i o n  t o  be 
per formed a t  BNL p r i o r  t o  use \  

Nuclear  Chicago mediac  d o s e  c a l i b r a t o r  

normal s a l i n e  ( 0 . 9 % ) ,  1% g e l a t i n  as s t a b i l i z e r  f o r  c o l l o i d  
V e h i c l e  and r o u t e  of a d m i n i s t r a t i o n :  

P r o c e d u r e s  f o r  c o n t r o l  o f  s t e r i l i t y  and  p y r o g e n i c i t y :  ( O r  n o t e  t h a t  
commerc ia l ly  s u p p l i e d  i s o t o p e s  a r e  c e r t i f i e d  a s  r e a d y  f o r  a d m i n i s t r a t i o n  
t o  human b e i n g  s . 'I 

S i d e  e f f e c t s ,  i f  p e r t i n e n t :  ( such  a s  p h a r m a c o l o g i c a l  o r  t o x i c  a c t i c n s  cf  
t h e  p a r e n t  compound o r  v e h i c l e ,  e t c . )  

M i l l i p o r e  f i l t r a t i o n .  P y r o g e n c i t y  t e s t e d  by o u t s i d e  l a b  a t  monthly i n t e r v a l s  

None 
E.  R a d i o l o g i c a l  H e a l t h  A s p e c t s :  

1. Haza rds  t o  o t h e r  p a t i e n t s  and t o  p e r s o n n e l  from e x t e r n a l  o r  i n t e r r t a l  
r a d i a t i o n  ( e . g .  r n r / h r .  a t  1 m e t e r ) :  

None 

2 .  M o n i t o r i n g  p r o c e d u r e s ,  i f  n e c e s s a r y :  

None 

3. S p e c i a l  p r o c e d u r e s  f o r  h a n d l i n g  v a s t e  p r o d u c t s ,  e x c r e t a ,  b i o l o g i c a i  
s a m p l e s ,  e t c . ,  where i n d i c a c e d :  

None 
4.  P l a n  f o r  i s o t o p e  a c c o u n c z b i l i t y ,  i f  r e q c i r e c l :  

3 / 2 2 / 7 2  

None 



HOSPITAL Of 1HE MEDIC). 
0 G 0 0 h H /,VE N N AT I 0 
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CL IN I C AL I N  VE S T I GAT I ON P ROP 0 S AL 

SUPPLEMENTARY FORX ON R A D I O S U C L I D E  iLD>iINISTRATION 
(Cont i nued)  

1 C I R C #  1 5  Revised 9 / 7 / 7 2  
I 

Assigned  
on ( d a t e )  

C. R a d i a t i o n  Dosage 

1. B i o l o g i c a l  h a l f - l i f e  o r  h a l f - l i v e s ,  i n c l u d i n g  s low components:  

"?c04 - T4 b i o l  -3 h r s .  

Organ ,  c e l l u l a r ,  o r s u b c e l l u l a r  l o c a l i z a t i o n < -  (Should  a c c o u n t  fcr t h e  
e f f e c t s  o f  s p e c i a l  d r u g s  o r  a g e n t s  on a l t e r i n g  t h e  n a t u r a l  d i s t r i b u t i o n  
o f  t h e  r a d i o i s o t o p e )  

"?cS - Tk b i o l  - O3 

2 .  

a .  C r i t i c a l  o r  " t a r g e t "  o r g a n (  s )  : 

See  below 

b .  Gonadal e x p o s u r e :  

3 .  Sample c a l c u l a t i o n s :  (Dosage s h o u l d  b e  c a l c u l a t e d  f o r  t h e  whole body 
and f o r  " t a r g e t "  o r  o t h e r  s e p a r a t e  o r g a n s ,  where  i n d i c a t e d . )  
e q u a t i o n s  a r e  d e s i r e d ;  n o t  e x t e n s i v e  c a l c u l a t i o n s .  Where a p p l i c a b l e ,  
t h e  Medica l  I n t e r n a l  R a d i a t i o n  Dose ( M I R D )  Commi t t ee ' s  recommended 
methods  (J .  N u c l e a r  M e d i c i n e  Supp lemen t s )  s h o u l d  be u s e d .  O t h e r w i s e ,  
s t a n d a r d  d o s a g e  e q u a t i o n s  from r e f e r e n c e s  such  as  Hine and B r c w n e l l ' s  
R a d i a t i o n  g s i r n e t r y ,  and t h e  N a t i o n a l  Bureau o f  S t a n d a r d s  Handbook 6 9 ?  
s h o u l d  be used  where p o s s i b l e  and t h e  r e f e r e n c e  c i t e d .  

P r o t o t y p e  

99m 
Tc04 - d o s e  t o  t h y r o i d  - 0 .2  r ads /mCi  

Large  Bowel 0 .1  ' I '  I '  

Whole BodyO.O1 ' I  I '  

d o s e  t o  l i v e r  0 .32  I '  I '  

t o  Whole Body 0.1 I '  ' I  

( i v >  
99mTcs 

d o s e  t o  s k i n  
( s .  c) '  

99?cs 

i 119b70 
C I R C  form 3-2  
4 / 1 5 / 7 1  

Page 2 o f  2 
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HOSPITAL OF THE MEDICAL RESEARCH CENTER, 
BROOKHAVEN NATIONAL LABORATORY 

Upton, New York 1 1  973 

CLINICAL INVESTIGATION AUTHORIZATION FORM 

CIRC No. 

15 Rev. 9/7/72 
PURPOSE OF REVIEW: 

TITLE: 99 0 INITIAL 0 ADDENDUM 
Clinical Use of Tc as Pertechnetate and Sulfur Colloid 

3 REVISION rx] RECERTIFICATION 

0 REACTIVATION 

TO CHAIRMAN, CIRC: 

THE PROPOSAL FOR CLINICAL INVESTIGATION IDENTIFIED BY THE ABOVE ClRC NUMBER A N D  TITLE IS  FORWARDED HEREWITH FOR REVIEW A N D  RECOMMENDATION. 

[ 7 &hd-f-H v 7 /  s l f Y , h  e- ,A Date R .  B .  Aronson PG.b.';Assoc. Chairman. M e d d  Deporment 

3 Q J  0 1 

Consolidation d CIRC 15,15a and 15c including p 
amendments 

- 9 ' '2- ANDRECOMMENDS !? $ 
TO CHAIRMAN, MEDICAL DEPARTMENT. 

THE CIRC REVIEWED THE ABOVE IDENTIFIED PROPOSAL ON 

WITH THE FOLLOWING MODIFICATIONS 

J.S. ROBERTSON, Chairman 

Y 

D.N. SLATKIN. Alternate 

G. CHIKKAPPA - N.P. RATHVON, JR. 

A.P. WOLF, Alternate 

TO 

THE ABOVE TITLED A N D  NUMBERED PROPOSAL I S  2- SUBJECT TO THE FOLLOWING 
.- 

E P CRONKITE, M D ~ Chairman, Medical Department Date 
? A ,  7 t  

1 1  1'10 1 1  
1 

4- \1 l936A 



HOSPITAL C)F THE MEDICAL RESEARCH CENTER, NAME 
8 ROOK H AV E N NATION AL L ABC R AT0 R Y 

Upfon, New York 11973 
- 8 -  
CONSENT FOR PROCEDURE, STUDY, OR 
DRUG UNDER CLINICAL INVESTIGATION PAVILION 

UNIT NO 

OP 

I understand tho! the physicians at the Hospital o f  the Medical Resecrch Center, Brookhaven National Laboratory are engased dn 
research and study of the nature of: disecses and o i  new methods of diagnosis and treatment I hove been informed of the anticipGte5 
duration of hospitalization and the nature of the procedure, study, or drug under clinical investigation known 0s:  

99rnTc04 
Thyroid scan with (technetium 99m - pertechnetate) 
Duration: approximately hour 

I understand that the nature O F  this procedure, study, or drug is  experimental, and that at the present time no assurance ccn be 
given that my participation will be directly beneficial to me. I have been informed that the timing and sequence of these studies may 

not be revealed to me. I understand that in the opinion of the investigators responsible for this projec: and of the Review Board [CI,ci- 
cal lnvestigotions Committee), I snculd be  informed of the fallowing possible hazards and inconveniences before agreeing to this ciinicci 
investigation: 

Eazards: None known and none expected 

Inconvenience: Intravenous injection 

I hose been informed of the cbove. I have clso been informed of the customary procedures. These may or may not be used. I have 
been offered the opportunity for further discussion of this procedure, study, or drug with the attending physician. 

I voluntarily consent to porricipate in the above studies with an understanding o f  the known possible effects or hazcrds tho! 
might occur in the course thereof, and with the further understanding thct not a11 effects of such procedure, study, or drug aie known. 

PATIENT’S NAME 

SIGNED BY: 
(Patient or Legal Guardian) 

WITNESS: 

I, the undersionPd, herewith = f i rm  that I have explained the above ro Mr.  (Mrs.j (Miss) 

0 OX’ I om willing to answer farther inquiries. 

MO. DATE 



HOSPITAL OF THE MEDICAL RESEARCH C:.IT:R NAME 0 BROOKHAVEN NATIONAL LABORATOW ' 
Upton, N e w  York 1 1973 

CONSENT FOR PROCEDURE, STUD. 3~ 
- 7 -  UNIT NO. 

DRUG UNDER CLINICAL INVESTIGAIGN PAVILION OP 

I understand that the physicians at t . .  . dospitol of the Medical ~ ~ ~ ~ ~ ~ c h  Center, Brookhaven Notional Laboratory are engaged in 

of diagnosis and treatment. I have been informed of the anticipated research ond study of the nature of distSjgs 
duration of hospitalization and the natb ~ ;f the procedure, study, or drug under clinical investigation known 0 s :  

of  new 

Lymph node scan  wit,. 39mTc.  

Haza rds :  None eXPc-.,,d. 
f o r  s t e r i .  i t y  o r  py rogens .  

The i n j e c t e d  m a t e r i a l  c a n ,  however,  n o t  b e  t e s t e d  

I n c o n v e n i e n c e :  Inj*. , . t ion of t h e  material 

I voluntarily consent to participate 111 the above studies with an understanding of the known possible effects or hazards that 
might occur in the course thereof, and will, the further understanding that not oll effects of such procedure, study, or drug ore known. 

PATIENT'S NAME 

SIGNED BY: 

(Patient or Legal Guardian) 

WITNESS: 

I, the undersigned, herewith affirm t l l * , t  I hove explained the above to Mr. (Mrs.) (Miss) 0 and I am willing to answer further inquirie, 

M D  DATE 

Form 1913 



1 

1 

i ,  
' -. 

HOSPITAL OF THE MEDICAL *ESEARCH CENTER, NAME 
BROOKHAVEN N A T I O ~ J ~  - LABORATORY 

Upton, New Y c - /  ' 1973 UNIT NO. -6-  
CONSENT FOR P R O C E ~ ~ J R E ,  STUDY, OR 
DRUG UNDER CLlNlCP lNVESTlGATlON PAVILION ' OP 

I understand that the ,,,4/skians at the Hospital of the Medical Research Center, Brookhaven National Laboratory are engaged in 
liture of diseases and of new methods of diagnosis and treatment. I have been informed of the anticipated research and study of the 

duration o f  hospitalizatio-. the nature of the procedure, study, or drug under clinical investigotion known OS: 

99m 
~i~~~ and/or  SI, /c-en a n d / o r  bone marrow s c a n  w i t h  c o l l o i d a l  Tc.  

(Lechne t ium 99m- s u l f u r  c o l l o i d )  

 ti^^: ~ ~ ~ ~ . , ~ i m a t e l y  15 m i n .  p e r  p i c t u r e .  Up t o  4 may b e  t a k e n .  

1 understand that the ,,,Jture of this procedure, study, or drug is experimental, and that at the present time no assurance can be 
given that my partiCipatiG(0 tt111 be directly beneficial to me. I have been informed that the timing and sequence of these studies may 
not be revealed to me, I u,,,lerstand that in the opinion of the investigators responsible for this project and of the Review Board (Clini- 
cal lnvestigotions Commitiac). 1 should be informed of the following possible hazards and inconveniences 5efore agreeing to this clinical 

investigation: 

Hazards :  The r c t t l iopharmaceut ica l  (99mTc- S c o l l o i d  h a s  n o t  been  t e s t e d  f o r  
s ter i  I i t y  o r  p r e s e n c e  o f  py rogens  ( s u b s t a n c e s  t h a t  c a u s e  f e v e r )  
becal,nc! o f  t h e  s h o r t  p h y s i c a l  h a l f - l i f e  o f  t e c h n e t i u m  99m. However, 
t h e  q : , ~ t e m  used f o r  p r o d u c t i o n  i s  checked p e r i o d i c a l l y .  

I have been informed . % I  the above. I have 0150 been informed of the customary procedures. These may or may not be used. I have 
been offered the opportult i f '  for further discussion of this procedure, study, or drug with the ottending physician. 

I 
might 

1 . 1  participate in the above studies with an understanding of the known possible effects or hazards that 
in the course liereof, and with the further understanding that not 011 effects of such procedure, study, or drug ore known. 

PATIENT'S NAME 

SIGNED BY: 
(Patient or Legal Guordian) 

WITNESS: ~ 3 

~ M D  DATE 

C3rm 1913 t I 1 Q b 1 4  



H:ir.-:es C I R C  Mee t ing  

S O c t o b e r  1 9 7 2  

P r e s e n t :  G.  C .  C o t z i a s ,  G .  
N .  P .  Ra thvon ,  J r .  

Absent :  E .  A. Popenoe  

The m e e t i n g  was h e l d  i 
C e n t e r .  D r .  C o t z i a s  opened  

6;: i k k a p p a ,  H.  R.  C o n n e l l ,  R. A .  Love,  G .  A .  P r i c e ,  

t h e  Smal l  Cc f e  e n c e  Room o f  t h e  M e d i c a l  Research  
t h e  m e e t i n g  a t  1400. 

The m i n u t e s  o f  t h e  p r e v i c u s  m e e t i n g  o f  1 0 / 2 / 7 2  were a c c e p t e d  as d i s t r i b u t e d  
I \ - 

C I R C  Ill5 Rev i scd  9 / 7 a 2 ,  i n c l u d i n g  1 5 , 1 5 a  and 1 5 c  was approved  w i t h  t h e  -\ ' quali?i%tions t h a t  Consen t  Forms / / 6 , # 7 ,  and 88 each  c o n t a i n  a s t a t e m e n t  r e g a r d i l l s  
t h e  s t e r i l i t y  o r  p r e s e n c e  o f  p y r o g e n s  i n  t h e  d r u g  and i n d i c a t e  t h a t  a r a d i o a c t i v e  1 

d r u g  is b e i n g  u s e d .  
i 

_- --.---- \-- -.-- / 

C I R C I S  #52 and #53 were 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 .  

C I R C  #54 was rev iewed  n e x t .  The Committee r e q u e s t s  t h e  p r o p o s a l  be  c l a r i f i c : , i  
and r e s u b m i t t e d  f o r  a p p r o v a l .  It i s  n o t e d  t h a t  t h e  o r i g i n a l  p r o p o s a l  r e f e r r e d  t,I 

a s i n g l e  p a t i e n t  b u t  i t  a p p e a r s  t h a t  t h e  p r o c e d u r e  i s  b e i n g  used f o r  o t h e r  p a t i e i t ( - s  
a s  w e l l .  The p r o p o s a l  s h o u l d  i n d i c a t e  t h e  number o f  p a t i e n t s  t o  be  i n c l u d e d ,  t h e  
method o f  s e l e c t i o n ,  and t h e  e x p e c t e d  b e n e f i t s  t o  t h e  p a t i e n t s .  

C I R C  #56 was approved  f o r  r e c e r t i f i c a t i o n  w i t h  t h e  a s s u m p t i o n  t h a t  t h e  o n l y  
s u b s t a n t i v e  change  i s  t h e  change  i n  s p o n s o r i n g  p h y s i c i a n .  C o n f i r m a t i o n  o f  t h i s  
f rom D r .  A t k i n s  i s  r e q u e s t e d .  

The r e p l y  from D r .  Wa l l ach  t o  t h e  q u e s t i o n  r a i s e d  by  t h e  C I R C  a t  t h e  m e e t i n s  
o f  21 August  1972 p e r t a i n i n g  t o  C I R C  1/72 was a c c e p t e d .  

C I R C  1/88 was n e x t  d i s c u s s e d .  Approval  w a s  g r a n t e d  p r o v i d e d  t h a t  i t e m  1,  P a s e  2 
o f  t h e  p r o p o s a l ,  i . e .  t h e  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  i s  t h e  o n l y  i t e m  f o r  which 
a p p r o v a l  i s  r e q u e - t e d .  Approval  i s  c o n d i t i o n a l  t o :  

1) The  t i t l e  o f  t h e  p r o p o s a l  s h o u l d  more a c c u r a t e l y  d e s c r i b e  t h e  p i , , -  
c e d u r e .  It  i s  s u g g e s t e d  i t  be changed t o  " In  -- Vivo Neut ron  A c t i v a t i o n  
A n a l y s i s  on .  . e t c .  ' I  

2 )  C l a r i f i c a t i o n  o f  t h e  care o f  t h e  p a t i e n t s  w h i l e  t h e y  are a t  Bra,,\<- 
h a v e n  and o f  who s h a l l  t a k e  care  o f  t h e  p a t i e n t s  i n  case of e m e l -  

gency .  

The m e e t i n g  was a d j o u r n e d  a t  1520.  

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

Helen  R. Conne l l  



ClRC No, 
HOSpiTAl OF THE MEDICAL RESEARCH CENTER, 

BROOKHAVEN NATIONAL LABORATORY 
Upton, N e w  York 11973 15 Rev. 9 / 7 / 7 2  CIRC STATUS MEMO 

Title: C l i n i c a l  Use of  ’’Tc as  P e r t e c h n e t a t e  and S u l f u r  C o l l o i d  

Date: 10/ 81 7 3 T ~ :  D r .  A t k i n s  

Please indicate below whether this proposal is continuing or inactive. If continuing, complete 
the entire form, and attach to this sheet copies of any reports submitted to the FDA, HEW, or other 

Granting Agency (in connection with this proposal and  the I N D  numbers given), since the last 
C I R C  approval date. Also please add any additional information which may be of use to the Com- 
mittee in its deliberations. If inactive, merely sign and return this form. 

If this form is not returned by 10/31/73 , approval of the proposal will automatically 

To R.B. Aronson, 

CIRC PROPOSAL NUMBER Continuing .@ Inactive D 

Proposed substantive changes are attached - 
Adverse effects that have not already been reported to the Department Chairman include: 

Since the last approval 

The Sponsoring Physician as of this date is 

The  following changes in Investigators should be noted: 

erimental regimen. 

The  following IND#’s have bcen obtained for specific compounds used - /  in (this proposal: 

40% - 
IKD+ +3/L Compound “wT 6~~ Compound I 

T h e  investigational consent form(s) used in this project are numbered v? 6 9 70 
Patients involved in this stud-f are referrals from or also studied a t  the following institution(s) 

and copies are attached. 



HOSPITAL OF THE MEDICAL RESEARCH CENTER, 
BROOKHAVEN NATIONAL LABORATORY 

Upton, New York 11973 CIRC STATUS MEMO 

Please indicate below whether this proposal is continuing or inactive. If continuing, complete 
the entire form, and attach to this sheet copies of any reports submitted to the FDA, HEW, or other 

Granting Agency (in connection with this proposal and  the I N D  numbers given), since the last 
CIRC approval date. Also please add any additional information which may be of use to the Com- 
mittee in its deliberations. If inactive, merely sig and return this form. 

If this form is not returned by .&, approval of the proposal will automatically 
be discontinued. 

I R.B. A r k s o n .  Ph.0. .  Associate Chairman / Date 
~- ~~ 

T o  R.B. Aronson. 

CIRC PROPOSAL NUMBERL-IS: 2 Continuing a Inactive 0 
Proposed substantive changes are attached (9 

Xdverse effects that have been first noted since the last approval include: 

Since the last approval 

The Sponsoring Physician as of this date is 

The following cha ./ L-gm .e - 
Lea&&$ 

The following IND#’s have been obtained for specific compounds used in this proposal: 
?% 

Compound 2 IND#$/-2kL- Compound IND# 

The  investigational consent form(s) used in this project are numbered 2- 2 4 )  / @  
Patients involved in this study are referrals from or also studied at  the following institution(s) 

and copies are attached. 

Attach statement from institution(s) indicating the revicw committee approval is current. 

Date ’ Sponsoring Physician 
S i p e d  ’ Principal Investigator 

Form 1370.-\ 
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PURPOSE OF REVIEW CLINICAL INVESTIGATION AUTHORIZATION FORM 
.E INITIAL . 0 ADDENDUM 

99m C l i n i c a l  U s e  of Tc Sulfur c o l l o i d  
0 REVISION a RECERTIFICATION 

0 REACTIVATION 

XAIRMAN,  HSRC. 
PROPOSAL FOR CLINICAL INVESTIGATION IDENTIFIED BY THE ABOVE CIRC NUMBER A N D  TITLE IS FORWARDED HEREWITH FOR REVIEW AND RECOMMENDATION, 

2L/ &y, t?r 
Date 

Annual R e c e r t i f i c a t i o n  -z P- l : L t d 5 d L  
E.P. CRONKITE, M.D.. Chalrman, Medtcal Deporment I 

IHAIRMAN, MEDICAL DEPARTMENT: 

HSRC REVIEWED THE ABOVE IDENTIFIED PROPOSAL ON A N D  RECOMMENDS ope / 

i THE FOLLOWING MODIFICATIONS: / '  

U. REINCKE, Alternate 

N.P. RAIHVON, JR., Chairman 

&- 

I 

RA. LOVE 

1. OWEN, Alternote C.B. MEINHOLD 

W. SHREEVE, Alternate D.C. BORG 

P .  C L \ m  L 
D.D. JOEL, Alternate b. CHANDRA, Alternate 

rs. A t k i n s , Z a n z i  

3 V E  TITLED AND NUMBERED PROPOSAL IS Approved 
SUBJECT TO THE FOLLOWING: 

I n v e s t i g a t i o n a l  c o n s e n t s  220 and 275 t o  be u s e d  on t h i s  C I R C .  
Zonsent 275 has replaced 180. 

r 

__ 
2 - 2 T Y  ';.'a 

b 1 8  E.P. CRONKITE, M D , Chairman. Medtcal Department Date 
~- 

Dr- Chanana, A.  H a r r i s o n ,  J .  Matkovich 
3 


