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J W t t f ' ü d T f c  •’•’ :nCTM»-AT v

Dr. Donald Kennedy
A ugust 4, 1978

Com m issionerFood and Drug A d m in is tra t io n  200 C S t r e e t ,  S.W.Room 6815W ashington, DC 20204 
De a r  D r. Kenne d y :

The s tro n g  l ik e l ih o o d  th a t  t a l c  i s  c a rc in o g en ic  was th e  s u b je c t  o f  a  l e t t e r  from Dr. M a rsh a ll E. D eutsch to  th e  New England J o u rn a l  o f M edicine on F eb ru ary  16, 1978 (page 405)*
A more r e c e n t  l e t t e r  to  th e  same jo u r n a l  by Drs. W.R. iM ooreheaa and T.O. Oei (June 15 , 1978, pp . 1365- 66) s t a t e s  t h a t :
(a )  t a l c  i s  s t i l l  used by U .S . d rug  companies b o th  i n  >th e  m an u fa c tu r in g  p ro c e s s  and as a f i l l e r  in  !c e r t a in  t a b l e t s ;  /
(b ) a m ajo r drug f irm  "has n o t u sed  t a l c  in  any o f the  new drugs t h a t  i t  has d ev e lop ed  in  the  l a s t  f iv e  y e a r s  because  i t  r e c o g n iz e s  th e  p o s s ib le  danger o f  t a l c ; ”
(.e) FDA r e g u la t io n s  d isc o u ra g e  i t s  rep lacem en t ino ld e r  d ru g s  because th e  new fo rm u la tio n  w ith o u tt a l c  would have to  be re s u b m it te d  and approvedby th e  FDA— and t h i s  p ro ce d u re  would tak e  a lo n g  tim e .
I f  th e re  i s  good re a so n  to  b e l i e v e — even i f  the ev id en ce  i s  n o t c o n c lu s iv e — t h a t  t a l c  i s  c a rc in o g e n ic ,  prudence would d ic t a t e  t h a t  i t s  use be e l im in a te d  p ro m ptly  in  FD A -regulated  p ro d u c ts  such  a s  d ru g s  and c o s m e tic s .
I t  would be g r e a t l y  a p p r e c ia te d  i f  you would l e t  us know what s te p s  FDA i s  ta k in g  to  ac h ie v e  t h i s  o b je c t iv e .
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