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t o  my e a r l i e r  c m n t s  concerning the regulations 
and Drug Adminirtration concerning radioactive 

I have discovered a paper by Robert A. Tucker 
Legislative Serrricem , Food m d  Drug Adminir- 

t r a t i o n  en t i t l ed  "Present S t a t u  of Pending U g i s l a t i o n  Regarding 
the Safety of Xedical Devlcer," Trmr. N.Y. Acad. Sciences, 
Series 11. 32: 832-836. Novamber, 1970. In describing the work 
of .a task force on medical devices he rplkar the following rtate- 
ment: 

" F i r s t ,  there war a general recognition tha t  device8 
ought t o  be hmdled in a di f fe rens  way from drug. 
because of the inherent differences in t h e i r  rerpoc- 
t i v e  mechmisma and mode8 of action, u w e l l  u in 
the ways by which each may i o i t i a l l y  be developed." 
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Whether h i s  viewpoint reprerent8 "of f ic ia l"  thinking of the  
FDA or not it does reprerent a peculiar dichotomy of thinking 
within an agency where 80.. coamietency of viewpoint would be 
highly derirablc.  
in the proposed regulation8 fo r  rad iopharmcrut ica ls ,  tele- 
therapy devices urd i n t e r s t i t i a l  rad ia t ion  eourcer. 

In the Federal Regfrter, Vol. 36, No. 99, p. 4368 of March 5 ,  
1971, there  is a atatemeat from the  Atomic Energy Comimrian 
concerning the use of technetiu 99 pertechnetate f o r  8Canning 
of blood pools and the ra l ivary  g l d r .  
wrong v i t h  the regulation but conceptually i t  ir  extremely 
d i f f i c u l t  t o  understand h w  the  ordinary practicing phyr i c im 
or even .a re la t ive ly  .mall r ad iophmaceu t i ca l  ruppl ie r  could 
keep up v i th  several  d i f f e ren t  agenCi08 d1 i8mUing d i r ec t ive r  
and suggestions and regulatiolu .ad noticem in a f i e l d  i n  which 
he e l ec t s  t o  work. 

Thir viewpoint i r  ce r t a in ly  not represented 

There i r  nothing 
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I n  my recent smmary cament r  a t  the R.diologica1 Health Semiuar 
,z QF C'Qrrent Problem i n  the  Regulatian of Ionizing Radiation" 
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2 :et&& -irment of s ing le  unit within the Federal Government which 

on January 27, 28, and 29, 1971, I recornended the 
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i nch rpoh te  the appropriate regulations concerning the safe  
we- i i r  &Lard t o  rad ia t ion .  At the moment, the  FDA concern6 
i t s e l f  + t h  matters of rad ia t ion  safety (e .g . ,  teletherapy 
and bqa@*:therapy devices) and the AEC is involved i n  matters 
of me& 9: prac t ice  (Lag . ,  ~ a l i v a r p  gland md hear t  pool rcanning). 
Accqr@:$ t o  my understanding of the respons ib i l i ty  of these two 
agenc+s."their _ -  ro les  should be reversed. 

- 
pert'3nent aspects of ra&iopharmaceuticals rhould be combined - .  - 

int%o6ezsffice,  board, Bervice, agency o r  d iv i r ion .  
da?,i.@@S:ety of devices used i n  teletherepy and roentgen diag- 

Thir l a t t e r  function is 
el$& @presented wi th in  the  Bureau of Radiological Health. 

t he  AEC individually and s e v e r d l y  are involved in much coop- 
e ra t ive  e f f o r t s  is imaterial. What is d i s t r e r s ing  is t o  see 
these e r f o r t s  wasted upon the modical profea8icw and American 
public in the  guise of w e f u l  development when t h e i r  eventual 
impact is t o  i n c r e u e  t h e  complexity and C O 8 t  of se rv ices  ren- 
dered t o  the s i ck  pa t ien t .  Then have been other  examples in 
the past where varioua government group8 have cooperated over 
a period of many years to produce 8 ureful public re rv lce  and 
such ycamplee rhould not be lost in these rapidly prowing f ie ld . .  

The rad- 

,> 5 = - @@If F p l d  be combined i n t o  another. 
f -- _ I  E UJr;t&8s &e various group8 within the Departments of HEW and 

Sincerely, 

ET% 1-p 
Eugene L. Saclnger, H.D. 
Professor of Radiology 
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