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P h y to P h a rm i c a  
N A T U R A L  M E D IC IN E & : 

A p ri l  9 ,2 0 0 3  

M r. R o b e rt M o o re  
’ O ffi c e  o f N u tri ti o n a l  P ro d u c ts , L a b e l i n g  &  

D i e ta ry  S u p p l e m e n ts , H F S  8 1 1  
F o o d  a n d  D ru g  A d m i n i s tra ti o n  
5  1 0 0  P a i n t B ra n c h  P a rk w a y  
C o l l e g e  P a rk , M D  2 0 7 4 0  

R E : L a b e l  C l a i m s /D i s c l a i m e rs  

D e a r M r. M o o re : 

T h i s  l e tte r  i s  to  n o ti fy  y o u  th a t P h y to P h a rm i c a , ( a  D i v i s i o n  o f In te g r a ti v e  T h e r a p e u ti c s , In c .), a t 8 2 5  
C h a l l e n g e r  D ri v e , G re e n  B a y , W i s c o n s i n  5 4 3  1 1  i s  a  d i s tri b u to r  a n d  h a s  i n c l u d e d  s ta te m e n ts  p r o v i d e d  fo r  
b y  s e c ti o n  4 0 3 ( r ) ( 6 )  o f th e  F o o d , D ru g , a n d  C o s m e ti c  A c t o n  th e  l a b e l s  o f th e  fo l l o w i n g  p r o d u c t. T h e s e  
c l a i m s  a re  n o t n e c e s s a r i l y  fo r  a  p r o d u c t w e  c u rre n tl y  m a rk e t o r  p l a n  to  m a rk e t i n  th e  i m m e d i a te  fu tu r e , 
a n d  m a y  b e  e x p l o r a to r y  i n  n a tu r e . 

L  

P h a rm i c a  
(a  D i v i s i o n  
o f In te g r a ti v e  
T h e r a p e u ti c s  
In c .) 

i o d i n e , C o p p e r, 
M a n g a n e s e  ,7 - k e to  
d e h y d r o e p i a n d r o s te r o n e , 
L - T y r o s i n e , A s p a ra g u s  
( A s p a ra g u s  o ffi c i n a i i s )  
R h i z o m e  E x tra c t, 
C h o l i n e  B i ta rtra te , 
l n o s i to l  

P h y to P h a rm i c a  h a s  
c o m b i n e d  i ts  c l i n i c a l l y  
s tu d i e d  7 - K E T O  (a  
m e ta b o l i te  o f D H E A ) w i th  
s e v e n  o th e r  n a tu r a l  
c o m p o u n d s  s u c h  a s  L -  
T y r o s i n e , a s p a r a g u s  r o o t 
a n d  c h o l i n e  to  s u p p o rt 
th y r o i d  fu n c ti o n , a d j u s t y o u r  
b o d y  w e i g h t s e t p o i n t, a n d  
i n c r e a s e  m e ta b o l i c  r a te  to  
p r o m o te  w e i g h t l o s s .*  

I c e rti fy  th a t th e  i n fo rm a ti o n  c o n ta i n e d  i n  th i s  n o ti c e  i s  c o m p l e te  a n d  a c c u r a te  a n d  th a t P h y to P h a rm i c a , ( a  
D i v i s i o n  o f In te g r a ti v e  T h e r a p e u ti c s , In c .), h a s  s u b s ta n ti a ti o n  th a t th e  s ta te m e n ts  a r e  tru th fu l  a n d  n o t 
m i s l e a d i n g . 

B y : # u & t4  
R o b e rt C . D o s te r 

T i tl e : S e n i o r  V i c e  P re s i d e n t o f S c i e n ti fi c  A ffa i r s  

D a te : p /z 5 3  

7 - K e to  L e a n  1 3 p  

8 2 5  C H A L L E N G E R  D R IV E  
G R E E N  B A Y , W I 5 4 3 1  l - 8 3 2 8  
9 2 0 - 4 6 9 - 9 0 9 9  
T O L L F R E E  8 0 0 - 5 5 3 - 2 3 7 0  
F A X  9 2 0 - 4 6 9 - 4 4  1 8  
F A X  T O L L  F R E E  8 8 8 - 3  1 1 - 5 6 5 7  
W W W .P H M O P H A R M K A .C O M  



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

S’ cerely, 

w P&--y 

Michael P. Devereux 
Chief Financial Officer 

7-Keto L e a n  1 3 p  



PhytoPharmica 
NATURAL MEDICINES: 

April 11,2003 

Mr. Robert Moore 
Office of Nutritional Products, Labeling & 
Dietary Supplements, EIFS 8 11 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Mr. Moore: 

This letter is to notify you that PhytoPharmica, (a Division of Integrative Therapeutics, Inc.), at 825 
Challenger Drive, Green Bay, Wisconsin 54311 is a distributor and has included statements provided for 
by section 403(r)(6) of the Food, Drug, and Cosmetic Act on the labels of the following product. These 
claims are not necessarily for a product we currently market or plan to market in the immediate future, 
and may  be exploratory in nature. 

Pharmica 
(a Division 
of Integrative 
Therapeutics 
Inc.) 

Manganese ,7-keto participants who combined 
dehydroepiandrosterone, 7 -KETO@ with a sensible 
L-Tyrosine, Asparagus diet and exercise lost an 
(Asparagus off icinalis) average of almost three 
Rhizome Extract, times as much  weight as 
Choline Bitartrate, those taking a placebo.* 
lnositol 

I certify that the information contained in this notice is complete and accurate and that PhytoPharmica, (a 
Division of Integrative Therapeutics, Inc.), has substantiation that the statements are truthful and not 
misleading. 

By: /ii&II& 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: Y Jli/os 
I ’ 

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

Sincerely, 

Michael P. Devereux t 
Chief Financial Officer 
7-Keto L e a n  1 4 p  

8 2 5  CHALLENGER DRIVE 
GREEN BAY, WI 5431 l-8328 
920-469-9099 
TOLL FREE 800-553-2370 
FAX 920-469-44 1 8  
FAX TOU FREE 888-3 11-5657 
WWW.PHMUPHARMICA.COM 


