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P F A N S T lE tll T h e  sou r ce  fo r  ca r bohyd r a t e  chemis t ry  
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Docke ts M a n a g e m e n t B r anch  (HFA - 305 )  
F o o d  a n d  D r ug  A d m in ist rat ion 
1 2 4 2 0  Pa r k l awn  Dr ive,  R o o m  l - 23  
Rockv i l le ,  M D  2 0 8 5 7  

To  W h o m  It M a y  Conce r n : 

P fans tieh l  L a b o r a to r i es  has  r ev i ewed  th e  p r o posed  Cu r r e n t G o o d  M a n u fac tu r i ng  P ract ice in  
M a n u fac tu r i ng , Packag i n g  o r  Ho l d i ng  D i e ta ry  S u p p l e m e n ts a n d  be l i eve  th a t th is  wi l l  b e  a  
we l c ome  add i tio n  in  c on trol o f d i e ta ry  s u p p l emen t qual i ty.  The r e  a r e  cu r r en tly m a n u fac tu re rs  
o f b o th  d i e ta ry  s u p p l emen ts a n d  d i e ta ry  i ng r ed i en ts th a t d o  n o t h a ve  a d e q u a te  c G M P  system s. 
Howeve r , w e  wou l d  l ike to  st ress th a t shou l d  th is  r u l e  b e  i m p l e m e n te d , fo r  it to  b e  e ffec t ive it 
m u s t b e  m a n d a to ry  r a the r  th a n  vo l un tary. A d d i tiona l ly ,  th e  r esou rces  m u s t b e  ava i l ab l e  fo r  th e  
F D A  to  e n fo r ce  th is  ru le.  T h e  q ues tio n  a r i ses  as  to  w h e the r  such  r esou rces  wi l l  b e  ava i lab le ,  
p a r t icu lar ly wi th fo r e i gn  m a n u fac tu re rs  wh i ch  cu r r en tly p r ov i de  s ign i f icant  supp l i es  o f d i e ta ry  
i ng r ed i en ts. Im p l e m e n ta tio n  o f th is  r u l e  w i thout  b e i n g  e n fo r ced  wi l l  on l y  se rve  to  w i d en  th e  
g a p  b e tween  th e  r e pu tab l e  d i e ta ry  p r oduc t a n d  i ng r ed i en t m a n u fac tu re rs  a n d  th e  o the r  
m a n u fac tu re rs  n o t p r ac t ic ing c G M P . A lso, it wou l d  i nc rease  th e  econom i c  a d van ta g e  th a t such  
m a n u fac tu re rs  n o t o p e r a tin g  u n de r  c G M P ’s cu r r en tly en j oy . 

T h e  on ly  r e c o m m e n d a tio n  w e  h ave  fo r  rev is ion  is u n de r  E q u i p m e n t a n d  U tensi ls,  Ite m  # l  1 , “a  
wr i t#en  r eco rd  o f m a jo r  e q u i p m e n t c l ean i ng  sha l l  b e  m a in ta ined  in  i nd iv idua l  e q u i p m e n t logs.” 
W e  wou l d  s ugges t th e  add i tio n  o f th e  s a m e  exc lus ion  th a t exists i n  CFR  2 1 1 .1 8 2  e l im i na tin g  
th e  r e qu i r emen t to  h ave  such  l ogs  p r ov i ded  th e  e q u i p m e n t is ded i ca te d . It is s ugges te d  th a t th e  
fo l l ow ing  s ta tement  b e  a d d e d : “If e q u i p m e n t is ded i ca te d  to  m a n u fac tu r e  o f o n e  p r oduc t, th e n  
i nd iv idua l  e q u i p m e n t l ogs  a r e  n o t r equ i r ed , p r ov i ded  th a t lots o r  b a tches o f such  p r oduc t fo l l ow 
in  nume r i ca l  o r de r  a n d  a r e  m a n u fac tu r e d  in  nume r i ca l  s e quence .” Th is  exc lus ion  wou l d  re l i eve  
th e  b u r d e n  o f e q u i p m e n t l o gshee ts whe r e  e q u i p m e n t is ded i ca te d  to  o n e  p r oduc t. 
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As stated above, we support the implementation of the cGMP’s for the dietary supplement 
industry provided they are enforced uniformly across the industry. As a manufacturer of 
Active Pharmaceutical Ingredients (API’s), we already follow cGMP’s and understand their 
benefit in providing greater assurance of product quality. We look forward to additional 
information regarding dietary supplement cGMP’s, and would be pleased to provide an 
industry perspective from the standpoint of a dietary ingredient manufacture. Please feel free 
to contact the undersigned. 

Sincerely, 

PFANSTIEHL LABORATORIES, INC. 

Stephen B. Neil 
Director Quality Assurance/ 
Regulatory Affairs 

cc: Edward Holstein 
George Holstein 


