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EnzymaticTher~~@ 
NATURAL MEDICINES’” 

Office of Special Nutritionals (HFS-450) 
Center for Food Safety and AppliedNutrition 
U.S. Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740-3835 

RE: Label Claims/Disclaimers 

Dear Sir/Madam: 

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 
543 11 is a distributor and, has.~~~luded.st,at~~~~~~provicied fo;-~~~~~~~ii;i;-4~~~~~~6) of the’Food, Drug; 
and Cosmetic Act ,on thelab~els, of the following product, These claims are not necessarily for a product 
we currently market or plan to market in the immedi,ate future, and may be exploratoq in nature. 

PhytosomeTM (Camellia sinen&) absorption i research indicates 
Leaf PhytosomeTM T Phytosomes may be absorbed 

3 to 7 times more effectively 
j than non-Phytosome products.* _,I 1, ;I .,“̂  _ ^, /. ,, i /,s. “I ‘*..l:_s ,.:w*.u..y2 u;c”-.Y,,i .~s-.;,*~a,,.-~~“,-~. ~ *:r,n,~ .<* *, _i, h”\< 

I certify that the information contained in this notice is co.niplete and,accurate and that Enzymatic 
Therapy, Inc. has substantiation that the statements are truthful and not~misl,ea,ding ’ 

By: Me&i Roljeti c* .r),ifif . [ :-, %.‘_ / \ i,‘s.. 1 ,. _,,, ‘-* /,.” * -“. ” I* ; : _ r( , :: ” >. 

Title: Senior Vice President of Scientific Affairsl _ 
5. . 5. - 

,, ,, 

Date: 

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

JrJyp.b+ ) 
Michael P. Devereux 
Chief Financial Cf$icer” 

: 97s 0162 LET 7s4 

Green Tea PhytDsome 2e 
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November 24,2002 

I . .  

Office of Special Nutritionals (HFS-450) 
Center for Food Safety and Applied Nutrition 
U.S. Food and Drug Administration 
5  100 Paint Branch Parkway 
College Park, MD 20740-3835 

,, .” ,- : ,. 4  , I ,, 
I ,F ’ I., i. .“I I). ,L ,< 

RE: Label Claims/Disclaimers I. 

Dear Sir/Madam: 
.“_I ,) 

This letter is to notify you that Enzymatic Therapy;Ind.‘at%25 ~~hallen~e;;~~~~~;“di~~~Ba~~~~~~i~’ ’ i , .v _,,*,/,“s”/ I”.. 
543 11 is a  distributor and has included statements provided for by section 403”(r)(6) of the Food, Drug, - I. I ,* .” 
and Cosmetic Act on the labels of the folloting product. These~claims”ard not nece&$ly for a  product 
we currently market or plan to market in the immediate future, and may be exploratory in nature. 

PhytosMi9’ (Camellia sinensis) 1  molecules of the he&al 
Leaf PhytosomeTM compound penetrpte and are 

; absorbed by ftie meinbrane of 
the intestinal wall, where most 
of the body’s ntitrients are 

1  absqrbed.” . 

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: wOJa;L Robert c. Doster I < “ ” _  - -, _, a  

Title: Senior Vice President of Scientific Affairs 

If you have any questions, please contact Robert Doster; Senior,VieeYPresiclent of S$eutific Affairs at 
(920) 406-3608. 

M ichael P. Devereux 
Chief Finahal W fice!: ,. ,. _  .,. _, __, ._ I ,,, I ,. _  
Green Tea Phytosome 5e  

‘_,” . ,_,  -, : , .  I .  ,‘ 
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November 23,2002 

Office of Special Nutritionals (HFS-450) 
Center for Food Safety and Applied Nutrition 
U.S. Food and D-ug Administration 
5  100 Paint Branch Parkway 
College Park, MD 20740-3835 

Dear Sir/Madam: _  / 

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, W isconsin ).,+-.,x .-*wrn-I~,,L II ,_, “-a .” _  _..& 
543 11 is a  distributor and has included statements provided forby ‘section 403(r)(6) of the Food, Drug, *’ 
and Cosmetic Act on the,labels of the following product. L  _  . ..” These clZaims *are not,neces$rily. for a  product 
we currently market or plan to market in the immediate future, and may be exploratory m  nature. ^ 

cells in your body.* 

I certify that the informationcontained in this noticeis, complete and accurate and that Enzymatic 
Therapy, Inc. has substantiation that the statements are truthful and not m isleading. ., .,‘p* .“.>,M, A.’ “~;” --,: . 

By: +J@lec 
Robert C. Doster .“,. _” > _’ I‘%  “̂  ., ; 

Title: Senior Vice President of Scientific Affairs .I . . _,” .vy>.._ .” 1  .,” (,.+.***>,, <‘ vi--*I.I* ,“” z ,/ .__ .^_ .a * \ ?, ,,.., ,“i‘,.,“<” _ ,. 

Date: 

If you have any questions, please contact Bobert Doster, Senior Vice President of Scient@c Affairs at 
(920)406-3608. 

Sincerely, 

P*b+ 
M ichael P. Devereux , . . “.. .s, , . 
Chief Financial Officer ,., r 



- . - - -  
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8 2 5  C h a l l e n g e r D r i v e  

G re e n  B a y , W I 5 4 3 1 1 ~ 8 3 2 8  

P h : 9 2 0 -4 6 9 -1 3 1 3  

F a x : 8 8 8 -5 7 0 & X  

w w w .e n z y .c o n  

N o v e m b e r 2 0 ,2 0 0 2  

“ ‘f? ,, 

O ffi c e  o f S p e c i a l  N u tri ti o n a j s  (H F S -4 5 0 ) /’ ‘, 4 ‘. i  - ‘.a  - :- 
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 tri ti o n  

(“: g  . ,* * -  _  .._ : “.. 
U .S . F o o d  a n d ” D ru g  A d m i n i s tm ti o n  _ , 
5  1 0 0  P a i n t J 3 ra n c h  P X a rk y a y  

_ _  I _  -_ , ,.,_ _ , ’ + $ $  : 

C o l l e g e  P a rk , M D  2 0 7 4 0 -3 8 3 5  -_  _ . _  ., .-_ , -- , .,_  ,) ._  -. j  :%  .,> : 
R E : L a b e l  C l a i m s /D i s c l a i r? e rs  _  1  : _ . 3  { 

D e a r S i r/M a d a m : ‘,/ 

T h i s  l e tte r i s  to  n o ti fy  y o u  th a t E n z y m a ti c  T h e ra p y , In c . a t 8 2 5  C h @ $ 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 tr$ u to r a n d  h a s  i n c h rd e d ” s ta te m e n ts  p ro 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 ‘&  i a ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ;~ ~ ~ ~ ~ ~ c t~  ‘T h e s e  c i a j m s  a re ”n p t,~ e c ~ ~ ~ ~ ~ .~ ~ y  fo r a  p ro d u c t * I1  a ‘ r .I I , “i l  I *  .,.(, 4  .;v , .> i . ‘i  I^  .,L l  ..&  i ;:<  - *~ ‘& @ ~ ),*~ ~ “, j  ._ _  . . _  
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 m  th e  rm m e d ra te  ft$ i re ,% n d  m a y  b e  e x p l o ra to ry  i n  n a tu re . , j ,,, y  I_  . 

a re  b e tte r a tg & @ , u ti l i z e d , 
a n d  a s  a  re s u l t p ro d u c e  b e tte r 
re s u l ts  th a n  c o n v e n tj o n a l  h e rb a l  

If y o u  h a v e  a n y  q u e s ti o n s , p l e a s e  c o n ta c t.“& & +  ,D )o s te r, S e n j 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 rs  a t ,,“.I ,.,, _ I, . *  
(9 2 0 ) 4 0 6 -3 6 0 8 . 

i n c e re l y , 

k J J P  d ---y  
M i c h a e l  P . D e v e re u x  
C h i e f% ? !& ? ! & c e r .‘.I, ” ,*  _ _  ,. , : ‘, . _ ,,; j  .& ._  _ _  * , - ,/ _ j  

G re e n  T e a  P h y to s o m e  l e  
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Enzymat.icTherapy@  
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November 22,2002 

Office of Special Nutritionals (BFS-450) 
Center for Food Safety and Applied Nutrition 
U.S. Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740-3835 I. ._ 

RE: Label Claims/Disclaimers 

Dear Sir/Madam:. _,_ _., _. _ 

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive; Green-Bay, W isConsin 
543 11 is a d&striiutor and hasincluded statementqprovided for by section 4031(r)(6) of the Food, Drug, 
and Cosmetic Act .on the labels, of the. following product. These claims arehot necessari ly for a product 
we currently market or plan to market in-the immediate future, tind”may be exploratory’in nature. ., I ‘* “( .., . . 

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 .rnisleading~ . ‘. 

By: -/?L!@k.. 
Robert C. Doster 

; 

Title: Senior Vice President ofScientific Affairs _, ,,, _ ,. ,) ~ , ,__ I. , ,, . 

If you have any questions, please contact Robert Doster, Senior Vice President of Stiientific Affairs at I _- * ,I 
(920) 406-3608. 

,i’ 

Michael P. Devereux 
Chief Financial .Qf&er --(” ,.._ I. _. I. ,. ‘.. ‘_/II- I, “;,,. ” ,/, 

Grmn Tea Pbytosot~ 3e 
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November 25,200:! 
_. __” i . 

,,’ 

Office of Special Nutritionals (HFS-450) 
Center for Food Safety and Applied Nutrition 
U.S. Food and Drug Administration’ 
5 100 Paint Branch Parkway 
College Park, MD 20740-3835 

RE: Label Claims/Disclaimers 

Dear SWbdam: . ,_” 

This letter is to-notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, W isconsin 
543 11 is a,distributor and has included statements provided for by section 403(r)(@;)“of the’Food; Drug, = i, .A.#. , *,“n.-- ,,, Y.,_ i-8 Y “a * i”...“‘*e ^y y  .~~i4”*l.s CL ““u. -,<* 
and Cosmetic Act.on the. labels of the folllo-wing product. _.,. ,,“, . . . These claims areriot neces&ri ly for a  product 
we currently market or plan to market in the immediate future, and may be exploratory in nature. 

PhytosomeTM 

I certify that the information c,ontained in this notice &complete and accurate and t,hat Enzymatic 
Therapy, Inc. has substa,nti.ation that the statements are truthful and not m isleading. _Il.,l”j~*&.~. ^k ._.l,,Y_lr.l_lL .,,_ ,,‘ .,Xj ~“*‘.,/ 

By: -pmu x. /“,(A tj , ,. ‘ 
Robert C: Doster _” / I -1.. ^, , . ! “ 

Title: Senior Vice,President of Sc$ntific,~Affairs ,,, _, ,_ ” ’ )_ 1  J  ,, 

If you have any questions, please contact.Robert Doster, Senior Vice President of Scientific Affairs at 
(920)406-360*. ” ’ .’ t-l ,’ p  _  

Green Tea P hytosome 6e 


