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97% S W  Commerce Circie, Suite 82 

Wilsonville, OR 97070 
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P: 920.469.1313 F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 F: 920.469.4418 (Phyto) 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 I 1 has a label that contains a statement provided 
by section 4Q3(r)(6) of the Federal Food, Drug and.Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 2Ol(g)( l)(C) of the act and compfy with section 4Q3(r)(6) of the act. These claims are 
not necessarily for a product we currentiy, market or plan to market in the immediate future, and may be exploratory 
in nature. 

red and white blood cells and involved in 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not m isleading. 

By: 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date: l-+Od 

If you have any questions, #ease contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

M ichael P. Devereux 
Chief Operations Officer 
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I N T E C R A T W E  T H E R A P E U T I C S  INC.” E N Z Y M A T I C  T H E R A P Y ’ 
NF  Fo rmu las  ;. Phy toPha rm i ca  6 7  

Tyler  Encapsu l& . i ons  V i ta l i ne  Fo rmu las  P H Y T O P H A R M I C A ’ 
-- I .- 

9 7 5 . 5  S W  C o m m e r c e  Circ le,  Su i t e  6 2  8 2 5  C h a l l e n g e r  Dr ive,  G r e e n  Bay ,  W I 5 4 3 1 1 - 8 3 2 8  
Wi lsonv i l le ,  O R  9 7 0 7 0  P :  9 2 0 . 4 6 9 . 1 3 1 3  F: 8 8 8 . 5 7 0 . 6 4 6 0  (Enzymat ic )  

P :  5 0 3 . 5 8 2 . 8 3 8 6  F: 5 0 3 . 5 8 2 . 0 4 6 7  p:  9 2 0 . 4 6 9 . 9 0 9 9  F: 9 2 0 . 4 6 9 . 4 4 1 8  (Phyto)  

O ffice  o f N u tritio n a l  P r o d u c ts, L a b e l i n g  &  
Dietary S u p p l e m e n ts, H F S  8  1 0  
C e n te r  fo r  F o o d  S a fe ty a n d  A p p l i e d  N u tritio n  
F o o d  a n d  D r u g  A d m inistrat ion 
5  1 0 0  P a int B r a n c h  Pa rkway  
Co l l ege  Pa rk , M D  2 0 7 4 0  

R E : L a b e l  Cla ims/Disc la imers 

D e a r  S ir o r  M a d a m : 

Th is  letter is to  n o tify y o u  th a t th e  fo l l ow ing  p r o d u c t is M a n u factured,  P a c k e d , a n d /o r  Dis t r ibuted by  E n z y m a tic 
T h e r a p y , Inc. a t 8 2 5  C h a l l e n g e r  Dr ive,  G r e e n  B a y , W iscons in  5 4 3  1 1  h a s  a  labe l  th a t c o n ta ins  a  sta te m e n t p rov i ded  
by  sect ion 403 ( r ) (6 )  o f th e  F e d e r a l  F o o d , D r u g  a n d  C o s m e tic Ac t. E n z y m a tic T h e r a p y , Inc. w ishes  to  ta k e  a d v a n ta g e  
o f th e  e x e m p tio n  to  sect ion 2 O l(g)(  l ) (C) o f th e  act a n d  comp ly  wi th sect ion 403 ( r ) (6 ) -o f th e  act. T h e s e  c la ims a r e  
n o t necessar i ly  fo r  a  p r o d u c t w e  current ly  m a r k e t o r  p l a n  to  m a r k e t in  th e  i m m e d i a te  fu tu r e , a n d  m a y  b e  exp lora tory  
in  n a tu r e . 

ea l thy  p r o d u c tio n  o f 
a  m a jor  n e u r o transmit ter  

tta tes  th e  t ransmiss ion o f 

I certify th a t th e  in fo rmat ion  c o n ta i n e d  in  th is  n o tice  is c o m p i e te  a n d  accura te  a n d  th a t E n z y m a tic T h e r a p y , Inc. h a s  
substant ia t ion th a t th e  sta te m e n ts a r e  truthfttl a n d  n o t m is lead ing.  

By : 
R o b e r t Doster  

Title: S e n i o r  V ice P r e s i d e n t o f Scient i f ic A ffa i rs  

D a te : / - / -ob 

If y o u  h a v e  a n y  q u e s tio n s , p l ease  c o n tact R o b e r t Doster ,  S e n i o r  V ice P r e s i d e n t o f Scient i f ic A ffa i rs  a t 
( 9 2 0 )  4 0 6 - 3 6 0 8 . 

M ichae l  P . Deve reux  
Ch ie f O p e r a tio n s  O ffice r  


