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1. TITLE. L'sc of soc!i.ym i&idc to p e r f o r m  radioiodine uptake 
and s c a n .  

2. PURPOSE AND BACKGROUND: Since the e a r l y  1 9 4 0 ' s  the uptake 
of r ad ioac t ive  iodine by the thyroid gland has  been a valuable t e s t  of 
metabol ic  5 tatus. 
information conce rn ing  topographic function. These s tudies  have 
b c c n  pc:rforrnccl in thc niair: b y  iodi~lc-131. This radionucliclc, i n  
addition to i t s  diagnost ic  !;amma ray ,  e m i t s  n r a t h c r  higll cnc rgy  
local ly  a b s o r b e d  be ta  p a r t i c l e  9 0  p e r c e n t  of the t 'we.  This beta 
p a r t i c l e  i s  thc p;inciple contr ibutor  to t h e  r a t h e r  high thyroid and 
total  body r ad ia t ion  d o s e  r e c e i v e d  from I131. 
long physical  half- l i fe  (8 d a p )  is another  f a c t o r  contributing to the 
radiat ion dose.  

*r 

The thyroid s c a n  h a s  provided Invaluable 

In addition, i ts  r e l a t ive ly  

RecentIy an a c c e l e r a t o r - p r o d u c e d  isotope of iodine, 1123, has 
b c c o m c  c o m m e r c i a l l y  avai!able. 
c m i t t c r  niid has  a 13 hour  half-l i ie.  
pat ient  i s  approx ima te ly  onc-thir t ie th  the dose with a comparable  
.r,tudy by iodine-131. W e ,  t h e r e f o r e ,  p r o p o s e  tr, subst i tute  this  
i*adionuclide f o r  the c l a s s i c  iodine-131. 

Th i s  isotopc i s  a p u r e  g a m m a  
The radiat ion dose t c  the I- 

. Biochemical ly ,  s t a b l e  iodine (127) and radioact ive 1-131 and 
1-123 behave ident ical ly  in the body. Unfortunately,  the Food and 
Drug  Admin i s t r a t ion  :egsrds  1123 as  a new pha rmaceu t i ca l  and 
r e q u i r e s  that i ts  u s e  be a r imin i s t e red  in the same fashion as any 
. .ew p h a r m a c e u t i c a l  p l aced  on the c o m m e r c i a l  marke t .  Thus,  i t  
1.9 n e c e s s a r y  to fi le an a p p r o p r i a t e  FDA f o r m  1573 with the sponsor ing  
r ad iopha r lnacou t i ca l  thouse.  
p h a r m a c e u t i c a l  f i led unde r  f o r m  1573 have the approval  of the 
m e d i c a l  f ac i l i t y  c o m m i t t e e  on human  experimentat ion.  

FDA r egu la t ions  s t ipulate  that  any  

W e  do no t  r e g a r d  this  u s e  of zadioact ive iodine in any way as 
const i tut ing c l in i ca l  expe r imen ta t ion  or  c l in i ca l  r e s e a r c h .  
simply complying with a h i s to r i ca l ly  unfortunate quirk of law. 

W c are  




