
10 F e b r u a r y  1975 

P r e s e n t :  H.R. Conne l l ,  R.A. Love, E.A. Popenoe, N.P. Ra thvon , J r . ,  U. Reincke 

Absent:  G.C. C o t z i a s ,  R. Doremus, L.D.Hamilton, G.A. Pi-ice 

The meet ing w a s  h e l d  i n  t h e  S m a l l  Conference Room o f  t h e  Med ica l  Research 
Cen te r .  M r .  Rathvon p r e s i d e d  and opened t h e  meet ing a t  1400. 

The m i n u t e s  of t h e  p r e v i o u s  mee t ing  6 J a n u a r y  1975, were a c c e p t e d  as 
d i s t  r i b u t  ed . 

F i r s t  d i s c u s s e d  were a c t i o n s  t a k e n  by t h e  Committee a t  n o t  r e g u l a r l y  con- 
vened mee t ings :  

1) 

2) 

C I R C  36 Addendum f o r  a s p e c i a l  v a r i a n c e  f o r  a 1 5  y e a r  o l d  boy was 
approved 22 J a n u a r y  1975. 
CIRC 122 t i t l e d '  "Study on p a t i e n t s  w i th  Chron ic  Lymphocytic Leukemia'' 
w a s  approved 1 5  J a n u a r y  1975. 

As r e g a r d s  CIRC 122 i t  was n o t e d  t h a t  i n  pa rag raph  C o f  t h e  supp lemen ta ry  
i n f o r m a t i o n  on r a d i o n u c l i d e  a d m i n i s t r a t i o n  ( c o n t i n u a t i o n  on page  7) 3HCdR shou ld  
b e  r e p l a c e d  w i t h  3H-Cytidine. 

Next, t h e  f o l l o w i n g  p r o p o s a l s  were approved f o r  r e c e r t i f i c a t i o n :  

CIRC 26 Rev. 3/30/71,  C I R C ' s  62,108,110 and 112. 

The a p p r o v a l  o f  C I R C  112 was on t h e  u n d e r s t a n d i n g  t h a t  a l l  r e a s o n a b l e  e f f o r t s  
w i l l  b e  t a k e n  t o  e x c l u d e  p r e g n a n t  females .  

Communications r e c e i v e d  and no ted :  

1) from H.L. A t k i n s ,  1 /13 /75  r e spond ing  t o  q u e s t i o n s  r a i s e d  d u r i n g  t h e  
review f o r  r e c e r t i f i c a t i o n  o f  C I R C  56. The e x p l a n a t i o n s  were found 
a c c e p t a b l e .  

2) from S.H. Cohn, 1 /16 /75  r e q u e s t i n g  t h a t  D r .  A, M a r t i n o  b e  a n  a u t h o r i z e d  
p a r t i c i p a n t  i n  C I R C ' s  1 0 A  and 36A. 

3) from S.H. Cohn, 1 /16 /75  r e q u e s t i n g  t h a t  a p p r o v a l  be  g i v e n  t o  D r .  A l o i a  
t o  see p a t i e n t s  a t  NCMC on CIRC 36G and i n d i c a t i n g  t h a t  a p p r o v a l  of t h e  
s t u d y  h a s  been  r e q u e s t e d  from t h e  NCMC CIRC. 
from I. Zanz i ,  1 /21 /75  r e s p o n d i n g  t o  t h e  Committee 's  r e q u e s t  f o r  a d d i t i o n a l  
i n f o r m a t i o n  on C I R C  96 Rev. 3/19/74. The memorandum was found a c c e p t a b l e .  

4) 
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+--- ' B e f o r e  & a q u e s t i o n  w a s  r a i s e d  a s  t o  whether  t h e  CIRC should  
be  invo lved  i n  fol low-up a c t i o n s  on programs i t  h a s  approved.  A f t e r  d i s c u s s i o n  
i t  was dec ided  t h a t  no a c t i o n  should  be t aken  by t h e  C I R C  b u t  t h a t  pe rhaps  
t h e  Medica l  Care E v a l u a t i o n  Conunittee might be asked  t o  look i n t o  some matters' 
i n  t h i s  r ega rd  on b e h a l f  o f  t h e  Committee, 

The meet ing  was ad jou rned  a t  1450. 

R e s p e c t f u l l y  submitted,  

-j& 2. C&KL 
Helen R. Conne l l  

HRC/ck 
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Minu tes  CIRC Meeting 

6 January  1975 

P r e s e n t :  G.C. C o t z i a s ,  H.R. Connel l ,  L.D. Hamil ton,  E.A. Popenoe, G.A. P r i c e ,  
N.P. Rathvon, Jr., U. Reincke 

Absent:  R. Doremus 

The meet ing w a s  he ld  i n  t h e  Small  Conference Room of t h e  Medical  Research 
Center .  D r .  C o t z i a s  opened t h e  meet ing a t  1400. 

The minutes  o f  t h e  p r e v i o u s  meet ing ,  18 November 1974, were accepted  as  
d i s t  r i b u t  ed. 

Communications r e c e i v e d  and noted :  

w r a n d a  t o  CIRC from R.B. Aronson i n d i c a t i n g  t h a t  C I R C ' s  88,114 
and cl'" 5F Rev. 1 0 / 2 / g a n d  - I]< d 
i n a c t i v e .  f 

- - 
2) L e t t e r  from D r .  C r o n k i t e  t o  D r .  Gya r fa s  o f  t h e  DHEW d a t e d  12/5/74 

c o n t a i n i n g  n o t i f i c a t i o n  t h a t  I N D  9700 and I N D  10144 are  t o  be  t e rmina ted .  

C I R C  124 was approved fo l lowing  a d i s c u s s i o n  i n  which i t  was emphasized 
t h a t  t h e  approva l  i s  f o r  t h o s e  p r o c e d u r e s  b e i n g  done a t  BNL. 

The r e c e r t i f i c a t i o n  o f  CIRC 56 was d i s c u s s e d  next .  D r .  A t k i n s '  memorandum 
re t h e  c o n t i n u a t i o n  o f  t h i s  s t u d y  was deemed n o t  e n t i r e l y  c l e a r .  
t h e  r e c e r t i f i c a t i o n  was approved s u b j e c t  t o  t h e  s u b m i t t a l  of  a memorandum from 
D r .  A tk ins  e x p l a i n i n g  t h e  r e a s o n  f o r  ex tend ing  t h e s e  s t u d i e s  from t h e  o r i g i n a l l y  
proposed 6 p a t i e n t s  t o  a much l a r g e r  number. 

The re fo re ,  

C I R C  1 5  Rev. 9 /7 /72  was approved f o r  r e c e r t i f i c a t i o n  on t h e  unde r s t and ing  
t h a t  99mTc a s  p e r t e c h n e t a t e  i s  used o n l y  f o r  approved p rocedures .  

C I R C  105 r e c e r t i f i c a t i o n  w a s  approved f o r  up t o  a n  a d d i t i o n a l  40 p a t i e n t s .  
A s  r e g a r d s  t h i s  p roposa l ,  i t  was noted  t h a t  a v a r i a n c e  f o r  t h e  i n c l u s i o n  i n  
t h i s  s t u d y  o f  a 16  yea r  o l d  was approved a t  a n  unconvened mee t ing  o f  t h e  C I R C  
13 August 1974. 

C I R C  83 Addendum was approved. 

C I R C  96  Rev. 3 /19/74  Addendum was approved - w i t h  one  member a b s t a i n i n g  
and t h e  approva l  be ing  s u b j e c t  t o  Dr.  Cohn s u b m i t t i n g  ev idence  concern ing:  

1) r i s k  - b e n e f i t  c o n s i d e r a t i o n s  
2) p r o t o c o l s  and dosages  
3) s a f e g u a r d s  o f  p a t i e n t s  

C I R C  107 r e c e r t i f i c a t i o n  w a s  approved. 
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CIRC 123 was reviewed next and approved fo r  only that portion of  
the protocol which will be conducted at Brookhaven. The portion of the 
protocol to be conducted elsewhere was too sketchy for an opinion. 

Next, the CIRC reviewed further the matter of pregnancy tests and 
concluded that it should consult with expert opinion before formulating 
any judgements. 

The meeting was adjourned at 1510. 

Respectfully submitted, 

Helen R. Connell 

HRC/ ck 



:-\ 
F! 

BROOKHAVEN NATIONAL LABORATORY 

M E M O R A N D U M  

D A T E :  J a n u a r y  6 ,  1975 

TO : C I R C  

FROM : R.B.  Aronson,Ph.D. 

SUBJECT: C I R C '  15F Rev. 56,  105 0 
The s u b j e c t  C I R C ' s  have been forwarded t o  t h e  Committee f o r  

a n n u a l  r ev iew a t  t h e  J a n u a r y  6 ,  1975 meeting.. 

2. C l a r i f i c a t i o n  of t h e  s t a t u s  o f  C I R C  56 i s  made i n  t h e  
a t t a c h e d  memo from D r .  A t k i n s  d a t e d  6 J a n u a r y ,  1975. 

3. A r e q u e s t  i s  made t o  i n c r e a s e  t h e  number o f  p a t i e n t s  
s t u d i e d  under  CIRC 105. (Memo o f  6 J a n u a r y ,  1975 from 
J. I w a i  t o  CIRC i s  a t t a c h e d .  

MA/ ck 
Enc. 
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HOSPiTAt OF THE MEDICAL fiCSCARCH CENTER, 
DROOKHAVEN NATIONAL LACORATORY 

Upton, N o w  York 11973 

Comparison o f 

ClRC STATUS MEMO 

99n- 
I C-DTPA ' 

Titlc: 1 2 5  I- I o  r ha l a m  cc and 

-l 
- _ _  -__-. - 

! 15F Rev. 10/2 /73  I 

l'lcasc indicatc below whctlicr this proposal is continuing or inactive. If continuing, complctc 
the cntirc form, and attach to this shcct copics of any rcports subniitrcd to rhc FDA, HEW, or other 
Granting Agcncy (in conncction with this proposal and thc IND numbers given), since the last 
CIRC approval datc. Also please add any additional information which may be of use to the Com- 
mittcc in its deliberations. If inactive, merely sign and return this form. 

If this form is not rcturned b y L 2 b l & L - . - - ,  approval of the proposal will automatically 
be discontinued. 

To R.B. Aronson, 

CIRC PROPOSAL N U M B E R U I S :  Continuing /& Inactive' 

Proposed substantive changes are +- 

Adverse efTccts that have been 

* 

Since the last approval a- patients h 

The Sponsoring Physician as of this date is 

e experimental regimen. 

T h e  following changes in Investigators should be 'noted: - 7 V L  

~ ~ 

The following IYD#'s have been obtained for specific co,mpounds used in this proposal: dc 
Compound ' b r?/? IND # 't3yL\ Compound IND," 

T h e  investigational consent form(s) used in this project arc numbered and copies are attached. 
Patients involved in this study are referrals from or also studicd at the 

Attach statcment from institution(s) indicating the review committee approval is current. 
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SUBJECT 
-FOLO Inact ive  Invest igationnl  Consents 

Please  be  advised that  Invest igat ional  Consent  $4 u-sed r?n-CIRC_'slSERev 1D12l71 

DATE 
l /  21 75 

end 31A is ' inact ive  A 1  eo. Invest iP,ational C k n s a t & u - e ~ ~ ~ ~  
__c 

i s  inac t ive .  

SIGNED . . . 1 .  

[DATE 

I --FOLD. 

. .  - - - -_ ~ - -  _____ . ... . 

SENDER-RETAIN YELLOW COPY - SEND WHITE A N D  P I N K  COPIES WITH CARBON INTACT 

- __ - .  . . - a - - 7 -  
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HOSPITAL O F  THE MEDICAL RESEARCH CENTER, 

BROOKHAVEN NATIONAL LABORATORY 
Upton, N e w  York 11973 

CLINICAL INVESTIGATION AUTHORIZATION FORM 
TITLE: 

Cornpar i son o f  25 I- Iothalarnat.  e and 99?c-DTPA 

ClRC No. 15F Rev. 10 /2 /73  
~~ 

PURPOSE OF REVIEW: 

0 INITIAL ADDENDUM 

0 REVISION a RECERTIFICATION 

n REACTIVATION 

TO CHAIRMAN, CIRC: 

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

'7 sr 
E.P. CRONKITE, M.D., Chairman, Medical Deparrnent Date 

Annual Recertification 

TO CHAIRMAN, MEDICAL DEPARTMENT: 

THE ClRC REVIEWED THE ABOVE IDENTJFIED PROPOSAL ON AND RECOMMENDS 

WITH THE FOLLOWING MODIFICATIONS: 

G.C. COTZIAS, Chairrnon - .  

N.P. RATHVON, JR. (Alternote Choirman] G.A. PRICE A.D. CHANANA, Alternate 

H.R. CONNELL R. DOREMUS R.A. LOVE, Alternate 

L.D. HAMLTON U. REINCKE, Alternate S.H. COHN, Alternate 

E.A. POPENOE J. FOWLER, Alternote A.P. WOLF, Alternate 

THE ABOVE TITLED AND NUMBERED PROPOSAL I S  SUBJECT TO THE FOLLOWING: 

~ 

E.P. CRONKITE, M.D., Chairman, Medical Department Dote 

ClRC Form 1 7/1/74 

Form 19368 



HOSPITAL OF THE MEDICAL RESEARCH CENTER, 
BROOKHAVEN NATIONAL LABORATORY 

Upfon, New York 11973 -4-  
CONSENT FOR PROCEDURE, STUDY, OR 
DRUG UNDER CLINICAL INVESTIGATION 

-.  r . 

N A M E  

UNIT NO 

PAVILION OP 

I understand that the physicians at the Hospital of the Medical Research Center, Brookhaven National Laboratory are engaged in 
research and study of the nature of diseases and o f  new methods of diagnosis and treatment. I have been informed of the anticipated 
duration of hospitalization and the nature of the procedure, study, or drug under clinical investigation known as: 

Kidney scan with technetium 99m-DTPA ( D i e t h y l e n e t r i a m i n e p e n t a a c e t i c  Acid) 

Duration: Approximately f hour 
I understand that the nature of this procedure, study, or drug i s  experimental, and that at the present time no assurance can 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 project and of the Review Board (Clini- 
cal Investigations Committee), I should be informed of the following possible hazards and inconveniences before agreeing to this clinical 
investigation: 

Hazards: The radiopharmaceutical (99mTc-DTPA) has not been tested for sterility 
or presence of pyrogens (substances that cuase fever) because of the 
short physical half-life of techn'etium 99m. 
for production is checked periodically. 

However, the system used 

Inconvenience: Intravenous injection. 

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

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

PATIENT'S N A M E  

SIGNED BY: 
(Patient or Legal Guardian) 

W l T N  ESS: 

<~ I, the undersigned, herewith affirm that I have explained the above to Mr. (Mrs.) (Miss) 
and I am willing to answer further inquiries. 

M.D. DATE 

Form 1913 -4- i l l q t b b  



Minutes C I R C  Meeting 

14  October 1974 

I 
-1-1 

Present:  G.C.  Cotzias ,  H.R. Connell, L.D. Hamilton, G . A .  P r i c e ,  
E . A .  Popenoe, N.P. Rathvon, J r . ,  U .  Reincke 

Absent: R. Doremus 

The meeting was held i n  t h e  Small Conference Room of t h e  Medical Research 
Center and opened by D r .  Cotzias a t  1400. 

F i r s t  considered was t h e  memorandum from D r .  Cronkite to  t h e  Chairman, 
CIRC request ing au tho r i za t ion  f o r  t he  treatment of one p a t i e n t  with mul t ip l e  
myeloma and extensive bone d i s e a s e  using salmon c a l c i t o n i n ,  sodium f l u o r i d e  
and vitamin D.  The au tho r i za t ion  requested was unanimously approved. 

Communications received and noted: 

1) from R.B. Aronson, 11 October 1974 concerning t h e  cond i t iona l  recerti- 
f i c a t i o n s  i n  1973 of C I R C ' S  61,67,79, and 87 .  The C I R C  acknowledges 
t h a t  t hese  approvals a r e  no longer condi t ional .  

2) D r .  Cronki te 's  l e t t e r  dated 10/1/74 t o  t h e  FDA covering D r .  Atkins '  
protocol  and request  t o  add two i n v e s t i g a t o r s  t o  I N D  10402 (CIRC 1 0 9 ) .  

3) t h e  request  of D r .  Atkins and D r .  Zanzi dated 1 October 1974 t o  include 
D r .  Vaswani a s  an i n v e s t i g a t o r  on C I R C ' s  lOA,36,36C,36D,36D3,36F,36G,67, 
79,87,96R,103,106,108. Approved, 

4) t h e  annual r epor t  to  t h e  FDA f o r  I N D  9768 submitted by D r .  Cotzias  
24 September 1974. The Chairman was commended f o r  i t s  pe r sp icu i ty .  

5) t h e  request  of  D r .  Atkins and D r .  Zanzi o f  8 October 
Dr .  Petrak a s  an i n v e s t i g a t o r  on C I R C ' s  15 Rev,' 
42,56,63 Rev,67,79,101,103,106,108,109. Approved. 

Next t h e  Chairman read t o  t h e  Committee a memorandum from Dr.. Cronkite 
r e  t h e  procedure f o r  Women i n  C l i n i c a l  Inves t iga t ions .  Consideration of t h i s  
sub jec t  was postponed u n t i l  t h e  members could f a m i l i a r i z e  themselves with t h e  
con ten t s  o f  t h e  memorandum. 

CIRC# 120 was reviewed next and approved subject  t o  two changes: 

1) t h e  t i t l e  of t h e  c l i n i c a l  i nves t iga t ion  be changed t o  "Evaluation of 
Lung Function with Radioactive Xenon-127" a s  i t  i s  given on t h e  Consent 
Form and 

2) t he  Consent Form be changed thus: from "No hazards o r  inconveniences'' ~ 

t o  "No inconveniences". 
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Approved f o r  r e c e r t i f i c a t i o n  were: CIRC's 101,100 and 99 Rev. 8/17/73. 

C I R C  8109 Addendum was reviewed next.  One member reported t h a t  t h e  
p r inc ipa l  i nves t iga to r  informed him t h a t  t h e  sub jec t s  involved i n  t h e  s t u d y  
w i l l  be h ighly  knowledgeable members of t he  medical s t a f f .  
found acceptab le  and was approved. 

The proposal  w a s  

The meeting was adjourned a t  1435. 

- Respectful ly  submit ted,  

Helen R. Connell 

HRC/ ck 
Enc. : 

D r .  Cronki te ' s  memo dated 10/7/74 



BROOKHAVEN NATIONAL LABORATORY 

M E M O R A N D U M  

DATE: 1017174 

4 
TO: Chairman, C I R C  

FROM: E. P. Cronkite,  M.D. 

SUBJECT: Procedure f o r  Women i n  
C l i n i c a l  Inves t iga t ions  

I have read with i n t e r e s t  t h e  proposal i n  respect t o  pregnancy . 
(September 23,  1974 CIRC minutes). 

There i s  no mention of  t h e  p i l l .  

s tatement 2 should read: "before t h e  menarche'' s i n c e  t h i s  takes  
place a t  a v a r i a b l e  age such as does puberty. 

Statement 3 should read: "past t h e  menopause" which a l s o  takes  
place a t  a v a r i a b l e  age. 

Statement 4 appears reasonable. 

I don't  know what f r a c t i o n  of  women in t h e  present day would 
g ive  a t r u e  answer t o  s ta tement  5 but i n  t h e  p a s t  i t  would have been 
r e l a t i v e l y  low. 

It i s  my general  understanding t h a t  t he re  is some concern on 
the  p a r t  of t h e  Committee of invasion of privacy. 
emphatically t h a t  a .  proper medical h i s t o r y  unquestionably r e s u l t s  
i n  invasion of  privacy, prying i n t o  a l l  a spec t s  o f  human behavior.  
This i s  a major reason f o r  t h e  c o n f i d e n t i a l i t y  of medical records.  

May I state 

There i s  no ques t ion  i n  my mind t h a t  t he re  should be a s tandard 
approach f o r  t h e  best  determinat ion of whether female par t ic ipants  
i n  c l i n i c a l  i n v e s t i g a t i o n  involving r a d i a t i o n  a r e  pregnant. 



M i n u t e s  C I R C  M e e t i n g  

29 O c t o b e r  1973  

P r e s e n t :  E.A. Popenoe ,  H.R. C o n n e l l ,  R.A. Love, P.S. P a p a v a s i l i o u ,  G.A. P r i c e  
LJ. Re incke  

Absent :  N.P. Rathvon,  Jr. 

The m e e t i n g  was h e l d  i n  t h e  Smal l  C o n f e r e n c e  Room o f  t h e  M e d i c a l  Resea rch  
Center. D r .  Popenoe opened 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 o u s  m e e t i n g ,  24 September  1 9 7 3  were a c c e p t e d  as 
d i s t r i b u t e d  . 

Communications r e c e i v e d :  

Copy of t h e  l e t t e r  t o  D r .  A t k i n s  from D r .  R o b e r t s o n  d a t e d  9 October 1 9 7 3  
r e q u e s t i n g  D r .  A t k i n s  assume r e s p o n s i b i l i t y  of S p o n s o r i n g  P h y s i c i a n  f o r  C I R C ' s  
28,28A,31A,31B,36 ,36C,36D,36F,42 ,52 ,53 ,  and 54. 

Memorandum t o  C I R C  f rom D r .  Z a n z i  d a t e d  18 O c t o b e r  1973 ,  c o n c e r n i n g  t h e  
m o d i f i c a t i o n  t o  C I R C ' s  11103 and 86. 

Memorandum t o  C I R C  from D r .  A t k i n s  o f  24 O c t o b e r  1 9 7 3  amendin  
Rev i sed  10 /2 /73 .  

CIRCB103 was r ev iewed  f i r s t  and approved  w i t h  t h e  f o l l o w i n g  q u a l i f i c a t i o n s :  

1) It b e  s p e c i f i e d  t h a t  no p r e g n a n t  women w i l l  b e  i n v o l v e d .  
2) 

3) The  t o t a l  r a d i a t i o n  d o s e  from a l l  p r o c e d u r e s  i n v o l v e d  i n  t h i s  

4 )  It i s  n o t e d  t h a t  t h e  l e t t e r  t o  D r .  Roginsky  f rom D r .  Crampton 

5) It i s  un r s t o o d  t h a t  Consent  Form 860 w i l l  b e  m o d i f i e d  t o  

Consen t  form #3 f o r  I 8 F  bone  s c a n  s h o u l d  i n c l u d e  t h e  e x t e n t  
o f  t h e  r a d i a t i o n  i n v o l v e d .  

s t u d y  s h o u l d  b e  s t a t e d - p e r  q u a r t e r .  

27  September  1 9 7 3  i s  u n s i g n e d .  

i n c l u d e  p'51, 

C I R C  #!32 Addendum f o r  FD1571 ( S u p p l e m e n ~ s D 3  & 4 )  and C I R C  #36H Addendum 
were approved  w i t l i o u t  i n o d t f i c n t - i o n ,  D r .  Papr ivas i l  iou a b s t a i n i n g .  

G R C  Ul5F Rev i sed  10 /2  as r ev iewed  Cor r e v i s i o n  and r e a c t i v a t i o n .  
D r .  Atk-ns was asked i n t o  I: e t i n g  t o  answer  q u e s t i o n s  a b o u t  t h e  d o s e  
o f  DTPA t o  be  used  and t o  c l a r i E y  some o f  t h e  a n s w e r s  g i v e n  i n  t h e  A u t h o r i z a -  
t i o n  form. 

D r .  A t k i n s  in fo rmed  t h e  Committee t h e r e  i s  a c o n s e n t  form f o r  t h i s  p r o c e -  
d u r e  even  though i t  was n o t  i n c l u d e d  in t h e  mater ia l  d i s t r i b u t e d  t o  t h e  C o m m i t t e e .  

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  i n  



,I--. 

? 1  

M i n u t e s  C I R C  Mtg. (Cont'd.1 
29 O c t o b e r  1973  

- 2 -  

C I R C  form 2-1: 

1) 
2) P a r a g r a p h  F, q u e s t i o n  1 is  answered  "Yes". 

P a r a g r a p h  A s h o u l d  r ead :  "and 2 -3  m C i  o f  99?L'~-DTPA'' 

Approved f o r  r e c e r t i f i c a t i o n  were: 

CIRC#lS Rev. 9 / 7 / 7 2  
CIRC856 

The C o m m i t t e e  t h e n  d i s c u s s e d  C I R C  11 64 Rev. 10 /L7 /73  which had  been 
approved  f o r  r e a c t i v a t i o n  o n  a n  emergency b a s i s  18 O c t o b e r  1973. 

. ,  

The m e e t i n g  was a d j o u r n e d  a t  1510. 

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

Helen K .  C o n n e l l  
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HOSPITAL OF THE MEDICAL RESEARCH CENTER, 

Upton, New York 1 1973 
. BROOKHAVEN NATIONAL LABORATORY 

CLINICAL INVESTIGATION AUTHORIZATION FORM 
TjTLE: 

125 39m 
Comparison of I-Iothalamate and Tc-DTPA 

,-. 

ClRC No. IRev-zJ 
PURPOSE OF REVIEW: 

0 INITIAL 0 ADDENDUM 

0 REVISION 0 RECERTIFICATION 

REACTIVATION 

TO CHAIRMAN, CIRC: 

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

J 

2% (473 AND RECOMMENDS 
TO CHAIRMAN, MEDICAL DEPARTMENT: 

THE ClRC REVIEWED THE ABOVE IDENTJFIED PROPOSAL ON I . -  
. ,  WITH THE FOLLOWING MODIFICATIONS: 

0-P- 
E.A. POPENOE, Chair& 

S.H. COHN, Alternate 

U 
D.N. SLATKIN, Alternate A.P. WOLF, Alternate 

TO nrs AllkFns. Ansari. Bradley-Moore and Wu, 
THE ABOVE TITLED AND NUMBERED PROPOSAL I S  Approved SUBJECT TO THE FOLLOWING: 

Investigational consent # 4 to be used on this CIRC 

Form 19368 ti 



HOSPITAL OF THE MEDICAL RESEARCH CENTER, 
BROOKHAVEN NATIONAL LABORATORY 

Upton, New York 1 1973 ClRC STATUS MEMO 

C-DTPA 125 99”T Title: 
Comparison of I - Io tha lamate  and 

ClRC No. 

15F Rev. 1 0 / 2 / 7 3  

To  : Dr. Atkins  Date: 1 1 2 / 7 3  

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 IND 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 sign and return this form. 

-c--- 
If this form is not returned by , approval of the proposal will automatically 

be discontinued. 

R.B. Aronson, Ph.D., Associate Chairman Date 

To R.B. Aronson, 

CIRC PROPOSAL N U M B E R A I S :  
<t&#/w9b7 /xl 
Continuing 0 Inactive 0 

Proposed substantive changes are attached 

Adverse effects that have not already been reported to the Department Chairman include: 

W-LL 

Since the last approval 1 ’ / 8 / 70 ’I patients have been submitted to the experimental regimen. 

The Sponsoring Physician as of this date is 

The following changes in Investigators should be noted: De le t e  W. Hauser & 3 .  Klopper 

Harold L Atk ins ,  M.D. 

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

Compound llhTr-DTfY IND#!!YLYL Compound IND # 

The investigational consent form(s) used in this project are numbered ;f- andcopies are attached. 

Patients involved in this study are referrals from or also studied at the following institution(s) 

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

Signed / Liz!& Sponsoring Physician /&L Date 
principal Inzstigator Date’ 

Form 1970A 
CIRC Form 4 3/21/73 



BROOKHAVEN NATIONAL LABORATORY 

M E M O R A N D U M  

DATE: October  24,  1973 

TO : C I R C  

FROM : H.L. A t k i n s ,  M.D, 

SUBJECT: C I R C  15F Rev. 10 /2 /73  

P l e a s e  n o t e  t h a t  on C I R C  form 2-1  (Rev.2/1/73), page  1 of 4 ,  D, 
my typed  s t a t e m e n t  of"Type of P a t i e n t  t o  be  S t u d i e d l ' i s  amended t o  
read:  About 15-20 p a t i e n t s  of e i t h e r  s e x  over 18 y e a r s  of age. 



HOSPITAL OF THE MEDICAL RESEARCH CENTER, 
BROOKHAVEN NATIONAL LABORATORY. 

Upton, New York 11973 

C L I N IC A L INVEST I G AT IO N PRO PO SAL 

- - 
I ClRC No 

99m ‘Title: Comparison of 1251-iothalamate acid Tc-DTPA 

. .  Harold L. Atkins Sponsoring Physician . . . . ...._. . . , . . . _. .. .. .. . . . . .. . . . . . . . . .. . . . . . . 

Other Investigators: A. Ansari 
P Bradley-Moore 
C-H. WU 

.. _ .  ,. principal Investigator ... Harold. .L.?..Atkins ._..  . ._ .  . . .. 

A. Brief Description of Proposed Study. Include general goals and purpose, methods to be used. 
Mention any radiopharmaceuticals and unofficial drugs to be used, abnormal diets or deprivations 

125 (See E). . ‘ 

The purpose is to compare the renal clearance of Tc-DTPA and I-iothalamate, - - -  99m 
both- agents being cleared by glomerular filtration. 
iothalamate and 2-3 W i  of 99mTc-DTpA will be administered simultaneously by the 
intravenous route. $ Blood samples will be obtained at appropriate intervals. 

Approximately 50 pCi of lz5I- 

B. Pertinent Information on Related Prior Clinical, Animal and Laboratory Studies. Include quan- 
titative toxicity data for drugs. Cite literature by author, title and publication. 
Only tracer quantities will be used. 
Iothalamate in much larger doses is used routinely as a contrast agent in 
urography and angiography. 

Both compounds are in widespread use. 

C. Reasons for Performing the Studies on  Human  Beings and Approximate Number to be Studied. 
The studies will be performed on patients whose renal function is to be 
evaluated. The patients will have uricemia. 

D. Type of Patient to be Studied. Include age range, sex, disease, stage of treatment, inclusion or exclu- 
sion of pregnant or potentially pregnant females. 

Patients involved in this study are referrals from or also studied at the following institution($) 
About 15-20 patients of either sex over)6 years of age. 

I @  r\ 
IU I )  

Attach statement from institution(s) indicating the rcvi ce approval is current. 

E. Dose Schedule for Drugs or Radiopharmaceuticals to be Used. 
50 pCi 1251-iothalamate and 2-3  mCi 99mTc-DTpA i.v. 

Form 1376 
CI I1C Form 2- I Rev. 2/1/73 



. HOSPITAL OF THE MEDICAL RESEARCH CENTER, 
BROOKHA'v'iA NATIONAL LASORATORY 

Upton, New York 11973 

2. Are any unlicensed biological products to be administered? ........................... 

3. Is external or internal radiation other than accepted diagnostic or therapeutic 

procedures to be administered? .............................................................................. 

* *4. Is a radionuclide to be administered? .................................................................. 
(If no, skip to question 5) 

994r 1251- iothalamat e a) Specify nuclide and chemical form C-DTPA, 

c )  
b) 

d)  

Is the radionuclide one not listed in the USP? ...................................................... 
Is the purpose for its use one not listed in the USP? ................ 
Does the dose exceed that listed in the USP? .... 

... 

I 15F Rev. 1012173 

X 

....................... 

CLINICAL INVESTIGATION PROPOSAL (Cont'd.) 

F. Details of Special Materials or Procedures. 

1. Is any drug that falls into one or more of the follou.ing categories to be used? 

a) unofficial drug or biological product (drug not listed in the USP or 

b) official drug but for purposes other than those listed? ............................. 
c) official drug in doses exceeding or means of administration different 

from those listed?. .................................................................................... 
(An answer "no" to I .  indicates that either no drugs, or only official drugs for 
the listed purposes and in the listed doses is/are to be.used.) 

(If yes, indicate which) 

NN R) .................................................................................................... 

. . . .  x 

....... x .... 
.............. 

.............. 

5. Are any other procedures to be used that exceed the ordinary diagnostic and 
therapeutic measures for the patient concerned and that may entail a hazard, 
discomfort or embarassment to the patient? ......................................................... 

* * *  6. a. Is a direct benefit to the patient to be expected? ............................................. 
b. Will the study contribute to the diagnosis, treatment or knowledge of thc 

patient's disease? .............................................................................................. 

.............. 

X 

...... .x ..... 

.............. 

2 
. . . . . . . . . . . . . .  

. . . . .  x . . . . . .  
X 

.............. 

X 
.............. 

..... x ...... 
.............. 

.............. 

..... x ...... 

..... x ...... 

X ...... 

....... 

.............. 

G. I a m  familiar with the AEC requirement to abide by (a) the HEW'S policies on institutional review of 
a1 drugs and  activities. 
icies. In  particular, in- 

. .  

Date 

* I f  any qucstion I through 5 is answcrcd yes, append a discussion of [he potcnrial hazards including pcrtincnt lircraturc citations 
or indicate where discussed in accompanying I N D  rcqucst. (Note that a n  answer N O  to 4b, c,  and d is suficicnt for qucstion 4.) 

"If answer to 4 is ycs, and  the answer to 4b is ycs, appcnd a complctcd CIKC form 2-3 and 2-4 (Supplcmcntary Information 011 

Kadionuclidc Administration). 
***If  answcr to both Ga and 6b arc  no, appcnd explanation. 

Foiin 1976 
CIRC Form 2-2 Rev.  2/1/73 \ 1 1 9 1 1 b Pagc2oI-4 
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HOSPITAL OF THE MEDICAL RESEARCH CENTER, 
BROOKHAVEN NATIONAL LABORATORY 

Upton, New York 11973 

__._.___ 

CIRC No. 

15F Rev. 10 /2 /73  

CLINICAL INVESTIGATION PROPOSAL (Cont'd.) 

SUPPLEMENTARY INFORMATION O N  RADIONUCLIDE ADMlNlSTRATlON 

A. Radionuclide 

1. Species: (Radionuclide or labeled compound, eg. ?'NaCi or 1 -I4C-glucose) 

1251-iothalamate 

2. Physical Characteristics: (Physical half-life; decay scheme, or type, energy, and relative frequency 

Decays by electron capture with emission of low energy & (35.5 keV) 
of major emissions; average ,8 energy if known) 
T% = 60d. 
and x-rays (27.5 keV) as well as Anger electrons. 

3. Source: (BNL reactor, cyclotron, hot lab, commercial supplier, etc.) 
Abbott Laboratories 

4. Preparation: (Target material, quantity, special problems) 
- 

5. Specific Activity and Isotopic Purity of Administered Material: 
190-375 pCi/mg 

6. Radioassay and Calibration Procedures: (Include validation to be performed at BNL prior to use) 
Use manufacturer's calibration 

7. Vehicle and Route of Administration: 
. i.v. 

8. Procedures for Control of Sterility a n d  Pyrogenicity: (Or note that commercially supplied iso- 
topes are certified as ready for administration to human beings) 
Certified by manufacturer 

9. Side Effects, If Pertinent: (Such as pharmacological or toxic actions of the parent compound or 
vehicle, etc.) 
None 

B. Radiological Health Aspects 

1. Hazards to Other Patients and  to Personnel From External or Internal Radiation (e.g. mr/hr. 
at 1 meter) 
None 

2. Monitoring Procedures, If Necessary: 
None 

Form 1976 
CIKC Form 2-3 Rev. 10/3/72 Pagc 3 or4 



HOSPITAL OF THE MEDICAL RESEARCH CENTER, 
BROOKHAVEN NATIONAL LABORATORY 

Upton, New York 1 1973 

CLINICAL INVESTIGATION PROPOSAL (Cont’d.) 

i ClRC No. 

I 15F Rev. 101 21 7 3  

SUPPLEMENTARY INFORMATION O N  RADIONUCLIDE ADMINISTRATION 

B. Radiological Health Aspects (Cont’d.) 

3. Special Procedures for Handling Waste Products, Excreta, Biological Samples, etc., Where  
Indicated: 
None 

4. Plan for Isotope Accountability, If Required: 
None 

C. Radiation Dosage 

1. Biological Half-Life or Half Lives: (including slow components and fraction involved) 
T$(biol) = 12 min (40%) ; 98 min (50%) ; 14.8 hcs( 10%) 

2. Organ, Cellular, or Subcellular Localization: (Should account for the effects of special drugs or 
agents on altering the natural distribution of the radioisotope) 

a. Critical or “Target” Organ(s): 
Kidney 3.7 mrem/50 pCi 

b. Gonadal Exposure: 
0.0006 mrem/50 pCi 
Whole body 0.15 mrem/50 pCi 
(from Abbott literature) 

3. Sample Calculations: Dosage should be calculated for the whole body and for “target” or other 
separate organs, where indicated. Prototype equations are desired; not extensive calculations. 
Where applicable, the Medical Internal Radiation Dose (MIRD) Committee’s recommended meth- 
ods (J. Nuclear Medicine Supplements) should be used. Otherwise, standard dosage equations 
from references such as Hine and Brownell’s Radiation Dosimetry, and the NationaI Bureau of Stan-  
u r d  Handbook 69, should be used where possible and the reference cited. T h e  relationship to the 
administered dose should be made clcar. 

Assumptions 5% max. in kidneys, uniform distribution in body, T% - 1.5 hr., 
50 pCi dose. 

Gammas L A i $  = .0355 
Betas LA; = -0258 
Whole body contribution to kidney dose in negligible sine Gf = .003 
D 

DB = CWixT4x1.44 - 2.5 x.O258(1.5)(1.44) = .00047 

= Csi’$xT%x1.44 = - 2.5 (.0358)(1.5)(1.44) = .00065 
300 

300 Total dose = .00112 rads 
Form 1976 
CIRCForin2-4 Rw. 10/3/7z .05 rad gonads for 3 mCi dose. 

For radiation dose from 99mTc-DTPA sec ClRC31. Approx. 0.1 rad kidneys and 
Page 4 of 4 

I 1  19118 



HOSPITAL OF THE MEDICAL RESEARCH CENTER, 
BROOKHAVEN NATIONAL LABORATORY 

Upton, New York 1 1973 

. 
ClRC No. 

/3-'F I 

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 IND 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 

If this form is not returned by proposal will automatically 
be discontinued. 

CIRC PROPOSAL NUMHER&IS: 

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 

patients have been submitted to the experimental regime. 

I 
The following changes in Investigators should be noted: a&- $44, dactQe /I26 

I 

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

Compound IND # Compound IND# 

The  investigational consent form(s) used in this project are numbered and copies are attached. 

Dat Sponsoring Physician Date 
Signed 

Principle Investixator 

Form 1970 
CIRC Form 4 9/21/72  
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January 13, 1972 

Dr, Earl L .  Meyere, D i r e c t o r  
D i v i s i o n  of Oncology and Radio-  

p h a r m a c e u t i c a l  Drug P r o d u c t s  
O f f i c e  of  S c i e n t i f i c  Evalhtion 
Bureau of Drugs 
Department of H e a l t h ,  E d u c a t i o n  & Welfare 
Rockvi 1 le , M a r y l a n d  20852 

Dear Dr. Meyere: 

Enclosed  18 a sununary of the a d m i n i s t e r e d  r a d i o p h a r m a c e u t i c a l 8  i n  
t h e  Nuclear  Medicine S e r v i c e  at  Brookhaven N a t i o n a l  L a b o r a t o r y  
d u r i n g  1971. I n c l u d e d  are d a t a  i n  t h e  f o l l o w i n g  IND'ar 

r, 

4316, 4172, 4, 7677, 7440 and 5623. &A 
No adverse react ionswie /encountered .  

S i n c e r e l y ,  

Harold L. A t k i m ,  M. D. 
- .. 

€UA:le 
Enc loa ure 
CCx Mr. W. A. Finn 
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The Committee' on Clinical Investigations and Use of Radioisotopes 

hereby approves the program with the following title: 

COMPARISON OF 1 2 5 1 - I O ~ ~ T E  AND "%c-DTPA 

CIRC # 1 5  r f )  has been assigned to this program. 

- 
n ,  M.D. , Chairman 

S .  H. Cohn, Ph.D. 
L G9 l4P-J- T 

L. D. Hamilton, M. D. 

. -  
R. A. Love, M. D. 

4-7. k4 
A. J. Steck, M. I). 

Date: Committee on Clinical Investigations 

Place: Medical Research Center 
and Uses of Radioisotoptes 

Brookhaven National Laboratory Approval Recommended Date d*~c+? 
Upton, New York 11973 

~ Disappraval Date 

E. P. Cronkite, M.D. 
Chairman, Medical Department 

Date 

I I 1 9 9 8 2  



c 

.- 

I 

Q 

0 

,Minutes CIRC Meeting 

6 October 1970 

Present: Drs. Cohn, Hamilton, Klopper, Love, Robertson and 
Steck 

The committee considered these proposals: 

1) ,CIRC 57, by Dr. Cotzias et al, f o r  Potentiation 
of L-Dopa by .MK-486. 

2) CIRC 15(f) .  by Dr. Atkins et a l ,  f o r  Comparison of 
3-23 I - i o t h a 1 ama t e and VC - DTPA . 

3)  CIRC,.58 by Dr. Cotzias et al, for Administration 
v __-- 
of Melatonin to Patients. 

.ktions taken were: 

1) Approved - '  

2) Approved 

3) Deferred for additional information. 

Resp crfully submitted, 

&fldW* (9. Robertson, MD 

/ck 

C C :  CIRC Committee 
Mr. W.A. Finn 
File 

t 1 7 9 1 8 3  



DATE : 

E. P. Cronkite, M . D .  
C h  a i r man 

FORM FOR INITIATION OR REVIEW OF CLINICAL 

INVESTIGATIVE PROGRAMS 

(Submit original only to Department Chairman) 

A .  Title of the proposal: Comparison of 1251-iothalamate and '%Tc-DTPA 

B. Sponsoring physician(s): H.L. Atkins 

C. Responsible investigator(s): H.L. Atkins,.W. Hauser, and J. Klopper 

D. Brief description of the study, including its general goals and purpose, and 
pertinent information on past studies: (Attach additional sheets if necessary.) 

Both agents are excreted by glomerular filtration. This has been 
proved with iothalamate by simultaneous measurements with inulin. 
would like to compare the Tc-DTPA with iothalamate by measuring plasma 
clearance and urinary excretion to determine if it truly can be used to 
measure glomerular filtration. 
simultaneously (50 pCi 1251-iothalamate and 3 mCi 99mTc-DTPA) and 
plasma samples and fractional urine collections made over the next 24 
hours. 

We 

Both compounds will be administered 

E .  Reasons why the investigation(s) are to be performed on human subjects. 

Both compounds are used for diagnostic purposes in humans. The 
patients to be used will.require the studies anyway and urine collections 
for 24 hours are easiest with people. 

F. Type of patient in which the study is to be done (including approximate 
number of subjects, if known; special restrictions or requirements; method 
o f  obtaining consent; etc.): 

Five patients will be the maximum number. These will all be over 
18 years of age and referred for renal function studies by the hyper- 
tension study group. 



G. 1. A r e  d r u g s  not i n  ~ ,e U.  S .  Pharmacopoeia (USP) o r  .?e NNR b e i n g  used o r  
con templa t ed  f o r  use?  Yes x No 

I s  a n  u n u s u a l  u s e  o f  a d r u g ( s )  accep ted  by t h e  USP o r  N N R  con templa t ed?  .2.  ( A n  

example would be t h e  u s e  of  a n  a c c e b t e d  d rug  i n  dosages  f a r  exceed ing  t h e  

recommended l i m i t s  o r  f o r  pu rposes  d i s t i n c t l y  d i f f e r e n t  from t h e  u s u a l  

i n d i c a t i o n s  c i t e d . )  Yes N O L  

3 .  Are any b i o l o g i c a l  p r o d u c t s  t o  be a d m i n i s t e r e d  t h a t  do not 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  o f  a p p r o v a l  by t h e  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  o f  H e a l t h ?  Yes No x 
4 .  IS e x t e r n a l  o r  i n t e r n a l  r a d i a t i o n  o t h e r  t h a n  a c c e p t e d  d i a g n o s t i c  o r  t h e r a p e u t i c  

t 3 
p r o c e d u r e s  t o  be  a d m i n i s t e r e d ?  Yes No X 

5. A r e  any  ( o t h e r )  unusua l  p r o c e d u r e s  b e i n g  performed o r  proposed  which i n  your  

judgment may e n t a i l  a s p e c i a l  h a z a r d  - p a r t i c u l a r l y  a h a z a r d  above and beyond 

any  imposed by accc‘pted d i a g n o s t i c  and t h e r a p e u t i c  measures  f o r  t h a t  p a t i e n t ?  

Y e s  No X 

6 .  A r e  any  r a d i o i s o t o p e s  t o  be a d m i n i s t e r e d  t o  human be ings?  Yes X NO 

a.  I f  y e s ,  a r e  t h e  r a d i o i s o t o p e s  t o  be u s e d  s o l e l y  w i t h i n  t h e ,  l i m i t s  of p r o -  

c e d u r e s ,  s p e c i f i c a l l y  d e s c r i b e d  i n  t h e  USP? Yes X xo 

D e s c r i b e  t h e  r a d i o i s o t o p i c  p r e p a r a t i o n ( s )  : 
3 3 O r  a re  t h e  r a d i o i s o t o p e s  t o  be u s e d ‘ o n l y  i n  ackordance  w i t h  a p r o j e c t  

p r e v i o u s l y  approved by t h e  former  R a d i o i s o t o p e  Committee of  t h i s  

1251-iothalarnate  

b. 
- \  

Department? Yes x No 

Note t h e  p r o j e c t  number: CIRC 15 

H. I a m  f a m i l i a r  w i t h  t h e  AEC r equ i r emen t  t o  a b i d e  by t h e  P u b l i c  H e a l t h  

S e r v i c e  p o l i c y  on  p r o t e c t i o n  o f  t h e  i n d i v i d u a l  a s  a r e s e a r c h  s u b j e c t .  

The b rochure  h a s  been r ead  and t h i s  c l i n i c a l  program w i l l  be c a r r i e d  

o u t  i n  conformance wi th  t h o s e  p o l i c i e s .  

I F  ANY OF QUESTIONS 1 THROUGH 5 ARE ANSWERED AFFIRMATIVELY, a d e t a i l e d  a n a l y s i s  

o f  t h e  p o t e n t i a l  h a z a r d s  m u s t  be appended,  i n c l u d i n g  p e r t i n e n t :  b i b l i o g r a p h i c  c i t a -  

t i o n s  and o t h e r  r e l e v a n t  i n f o r m a t i o n .  

I F  QUESTION G I S  ANSWERED AFFIRMATIVELY, ‘a completed supp lemen ta ry  form f o r  

R a d i o i s o t o p e  A d m i n i s t r a t i o n  t o  human b e i n g s  m u s t  be  appended.  However, t h i s  form 

need n o t  be f i l e d  p r o v i d e d  t h a t  q u e s t i o n  6a o r  Gb i s  a l s o  a n s w e r e d ” a i f i r m a t i v e 1 y .  

A s e p a r a t e  form m u s t  be submi t t ed  f o r  each r a d i o i s o t o p i c  s p e c i e s  t o  be a d m i n i s t e r e d .  

Spdnsor ing  J?.-d/& h y s i c i a n  



SUPPLEMENTARY FORM FOR 'RADIOISOTOPE 

ADMINISTRATION TO HUMAN BEINGS 
. .  

A .  Rad i o  is0 tope  
24 14 

1. Spec ie s :  (Rad io i so tope  or l a b e l e d  compound, eg .  Na C 1  or 1 - C  - g l u c o s e )  

2.  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 ;  decay scheme (or t ype ,  

energy and r e l a t i v e  f requency  o f  major  emis s ions )  TS = 60 d . ,  w i t h  decay  
by e l e c t r o n  c a p t u r e  w i t h  emis s ion  gamma, X-ray and Auger e l e c t r o n s .  

125 I - i o t ha lama t e 

3 .  Source:  ,(BNL reac to r , ,  c y c l o t r o n ,  h o t  l a b . ,  Commercial s u p p l i e r ,  e t c . )  

4 .  P r e p a r a t i o n :  (Ta rge t  material ,  q u a n t i t y ,  s p e c i a l  p r o b l e y )  
Abbot t  L a b o r a t o r i e s  

- 
5 .  

6 .  Radioassay  and c a l i b r a t i o n  p rocedures :  ( I n c l u d e  v a l i d a t i o n  t o  be 

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  of  admin i s t e red  mater ia l :  

190-375 pCi/mg 

Performed a t  BNL P r i o r  to use )  Mediae dose  c a l i b r a t o r  

7 .  Veh ic l e  and r o u t e  o f  a d m i n i s t r a t i o n :  I.V. 

8. Procedures  f o r  c o n t r o l  of 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  

commercial ly  s u p p l i e d  i s o t o p e s  a re  c e r t i f i e d  as r eady  for  a d m i n i s t r a t i o n  

t o  human b e i n g s . )  C e r t i f i e d  by manufac tu re r  

9 .  Ext raneous  e f f e c t s ,  i f  p e r t i n e n t :  (Such as pha rmaco log ica l  o r  t o x i c  

a c t i o n s  o f  t h e  p a r e n t  compound o r  v e h i c l e ,  e t c . )  None 

B .  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: 

2 .  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 accoun t  f o r  the 
(a) 12 min.  (b) 98 min. (c) 14.8 h r .  

e f f e c t s  of s p e c i a l  d r u g s  or 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  

of  t h e  r a d i o i s o t o p e )  

a .  C r i t i c a l  o r  " t a r g e t "  o r g a n ( s ) :  Kidney 3 . 7  mrem/50 pCi 

b. Gonadal exposure :  0.0006 mrem/50 c L ~ i  

Whole body 0 .15  mrem/50 pCi 

(Above dose  s t a t e d  i n  Abbott  l i t e r a t u r e . )  



- L -  . .  

3 ,  Sample c a l c u l a t i o n s :  (Dosage shou ld  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  .) 

Summary e q u a t i o n s  are  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 .  

dosage  e q u a t i o n s  from r e f e r e n c e s  such as Hine and Browne l l ' s  

R a d i a t i o n  Dosimetry,  N a t i o n a l  Bureau of S t a n d a r d s  Handbook 69, and 

BNL H o s p i t a l  Form 1167-A shou ld  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 .  ; 

Standa rd  

Assuming 5% m a x i m u m  i n  k idneys ,  100q: i n  b l a d d e r ,  un i form 
dis t r ibu t ion  i n  body, Tk = 1.5 h r  f o r  k idney ,  2.0 h r  whole body, 
50 u C i  dose .  

Dwhole . body = .0002 r a g  

. \  .I 

C .  R a d i o l o g i c a l  H e a l t h  Aspec ts :  

1 .  Hazards t o  o t h e r  p a t i e n t s  and t o  p e r s o a n e l  from e x t e r n a l  o r  

i n t e r n a l  r a d i a t i o n  : None 

2 .  Mon i to r ing  p r o c e d u r e s ,  i f  necessa ry :  - 

3 .  S p e c i a l  p rocedures  f o r  hTndl ing  waste p o d u c t s ,  e x c r e t a ,  b io l . og ica1  

samples ,  e t c . ,  where i n d i c a t e d :  - f ) 

4 .  P l a n  f o r  i s o t o p e  a c c o u n t a b i l i t y ,  i f  r e q u i r e d :  - 
3 
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