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Fax, 888.570.64f 
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:nzymaticTherap~~ 
JATURAL MEDICINES” 

November 20,2002 

Office of Special Nutritionals (HFS-450) 
Center for Food safety and Applied Nutrition 
U.S. Food and Drug Administiation 
5  100 Paint Bran@ F?%-&ay 
College Park, MD 20740-383 5, 

RE: Label ClaimsIDi~cl~~~eys, _/ __ _  

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  distributor and has included statements provided for by  section 403(r)(6) of the Food, Drug, /( ̂/_..~ “‘T j X‘,ts ‘*<> 
and Cosmetic Act on the lab& of ;cki ibl lowmg product. These claims, ars nqt~n~,~ess,GJy for a  product . I ill.* a, ,, $c  2  .,.-~~:.~~: “*XIII >&I 1  _. 
we currently market or plan to market in the ~~&at”~.&@r~, and may  be exploratory in nature. 

forms of herbal products that are 
better absorbed, and as a  resujt 
produce better results than 
conventional herbal. extracts.* 

. “. ‘, / ,_.. .- 

I certify that &e infq,~@n c~~~~i~ed in this notice is complete and accyate and that Enzymatic __,“P ,l”?C_*i(<~ __I ?h _/(. “.e,,._,^&” ~~c~.i,“~,. ~ _  I 
Therapy,  Inc. has substantiation that t@ sfatements are truthful and not m isleading. / _>l ?““ts” ,:j .“’ $, ~~.~~,.-k”~~‘,~~,,:‘M  -a;*> I 

If you have any questions, please contact Robert DoSter, Senior Vice President~of ScienJific Affairs at 
(920) 406-3608. I 

Sincerely, 

Pi--y 
M ichael P. Devereux9 
Chief Financial Officer -_ .‘. 97s wx , 

Ginkgo Phytosome 3e  



825 Challenger Drlvl 

GreenBay, WI  54311-832 
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:nzymatiTher~pyB~ 
wTURAL MEDICINES”, ,, ̂ .^ ,_ ,. ^ 

November 2  1,2002 

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 i 

Dear Sir/Madam.: .I ,. _  

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)(6) of the Food, Drug, 
and Cosmetic Act ,,on the.~a~~ls;‘of’t~~-~~~i~;;;:mg product. These claims, are j-rot necessa.ri ly for a  product ^_ _I,. ,. ,, ‘ / _*.a w‘r,jx*QP” 
we currently market or plan to market in, the nnmedlate,i&ttre, and may-be exploratory in nature. 

Therapy, Inc. 1  PhytosomeTM - research jndidates Phytosomes 
may  be absorbed 3  to 7  times  
more effectively than non- 
Phytosome products.* 

I certify that the information containedjn thjs notice.js+~omplete and accurate and that Enzymatic 
Therapy, Inc. has substantiation that the statemer$ ~p,&.$$! and not m isleading. (_ ~^.*i:~:z‘*_ii ,SI ,,.y _  .-1 >/ .._ 

By: wca4 Robiti icaADmo;stef _  . ^ , *. .* . . ” ,( .,.I . s  ;, ” _  

Title: Senior Vice President of S.c@rtific,,Affa&s ,) _) ,,,../ $. ” -1 _  _, . _  _  . 

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

Sincerely, 

&Dkreu 
Chief Financial Gff!cer _  

Ginkgo Phytosome 4e  
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November 22,2002 

Office of Special Nutritionals (HFS-45,O) 
Center for Food Safety and Applied Nutrition 
U.S. Food and Drug Administration 
5  100 Paint Branch Parkway 
College Park MD 20740-3835 

RE: Lab”el Claims/Disclaimers > ., I,” _( \ /,, ._” : .l~~,L,~.i...II”__.‘, ,, ,.. I_,* ._,, I ,.j_,j;” “, _, ;, ‘. 

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  distributor and has included statements provided for by  section 403(r)(6) of the Food, Drug, _.., “_ I. 
and Cosmetic, Act on the labels of the following product. ” _  ,, ,lj ., I._j. ,i ;“,“*,~...--.,~,~-,“,~..,“, These~c~~~~~are’l;i~t‘~~~~~s~~ly for a  product . ‘... “.“,,. , 
we currently market or plan to market m  the r~ed$$e’f$ure, aiid. may  be exploratory in nature. 

I certify that the information contamed in,th@notice ,is,-complete and accurate and, that Enzymatic 
Therapy, Inc. has substantiation thatthe.statements are~truthful and not m isleading. ” _  ,. i /. I _/ ,o+,. i/_ “*“,jri* **a;, *>+ am&*.i*-u*i.>d&~o~~ &4x’ *.~**~,r,<,,z%+s~“. 

By: weseC R~~eljc ce.Dc++ r__aI.I *,*-. :i, ._. ,‘ I+ _, .*,., _.,, /...\l, ‘.>,. .(, * ” ,” : y  ,.~. .I “, ,_ ^ _,_ 

Title; Senior Vice President of Scientific Affairs 1. :I~( .* . A. ., ,.,.a’ ..a y,.* ,I‘., ):’ .--**:, ‘, ;_i ~ : : %  -, /, (’ ,’ i , 1  , ~_ . 1  ,;, _, __  

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

/# i_ , :. *i , _, 

Sincerely, 

Ginkgo Phytosm 5e  
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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 : 

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

F a x : 8 8 8 - 5 7 0 - 6 4 6  

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

‘J A I-U R A L  M E D IC IN E S ’” 

N o v e m b e r 2 3 ,2 0 0 2  

O ffi c e  o f S p e c i a l  N u tri ti o n a l s  (H F S -4 5 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 tri ti o n  
U .S . F o o d  a n d  D + u 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  I. I>  I,. ,._ . l > l L I>  
C o l l e g e  P a rk , M D  2 0 7 4 0 -3 8 3 5  

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 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 ro v i d e d  fo r b y  s e c ti o n  4 0 3 (r)(Q * o f th e  F o o d , D ru g , 1  _  “. I ~  * .* -  a i *”  j . “,,.> l U  ru . /,.a . L /5 *  , . r* I* rW II~ ~ ~ ~ ~ ~ .~ ~ ,,~ E l ~ r,“I, _  ,/ .,,,, ‘~ ,,. 
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 m g  p ro d u c t. 

,I.% .1 4 .C IX .‘.-..*  , -7  , e .*  ,, 
. ” ) .,? , T h e s e  c h u m s  a re n o t .~ e j q s + i y  fo r a  p ro 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 rn n i e c $ a te , fu tu re , a n d  m a y  b e  e x p l o ra to ry  m  n a tu re . 

h e rb a l  m o l e c u l e s  g e t w h e re  
th e y ’re  n e e d e d  m o s t, to  th e  c e i l 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 ra te  a n d  th a t E n z y m a ti c  I . “j .(, _ _ , ” I_ ~ )_  .% I, * , -a ” A L E S  l i j %  / l ,n ,~ tz % l s & L * -  ._  
T h e ra p y , 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 re  t& % 1  a n d ’n o t m i s h $ c & n g ~  + s /. i l I/* * ,- ,,-. -*,,r, * _ _ , 

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 R o b e rt D o s te r, 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 j rs  a t , 
(9 2 0 ) 4 0 6 -3 6 0 8 . .; 

G i n k g o  P h y to s o m e  4 %  



825 Challenger Drik fe 
Green Bay, W I 54311-83: !8 

Ph. 926-469-131 i3 

Fax: 888-570.64t j0 

www.enzy.to m  

:nzymaticTherap~~ 
\TATURAL MEDJ.CJNES’” , ,_ 

November 24,2002 

Office of Special Nutritionals (HFS-45@ 
Center for Food Safety and Applied Nutrition _. __/ __v* 
U.S. Food and&ug Administration 
5  100 Paint”,Branch Parkway ,i . . “” r _A_ 
College Park, MD 20740-3835 

RE: Label Claims/Disclaimers “Y ‘,. _  *” -xlsac. .” *5 ,” _  _I , , ,,.’ I. i>.~. I;( ,,-, ,, -, 

Dear Sir/Madam: . 
“’ ^I.% . ‘“, _  ,)” i ../_ ,,. *jl”. _( I*,\ __  ,.,“(_^, ,_ ____ ,__, x; 

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)(6) of the Food, Drug, 
and Cosmetic ~~~~~~~~~i~~~~~~~~~~~~~~~~~~~~~~~~~~~. These, claimsz are ~o~:~~~~cs~@!Y for a  product 3. *xw_ _  -‘...).berV.x4* ~,~~,.~a~~~,~~~~~~,~~~.~~~~~~~~~~~~ / ;,,,+ ,,x.,.li _, ,~l_i, j ~ ( 
we currently market or plan to market m  the munediate future, and inay be exploratory in nature. . ^“- a  *--> .b”., rr-d.,-. ,” .,‘i‘i*s(i, . . _  ^,... ~“__ _  ._ 

Phytosome molecules of the hq&$ 
compound penetrate and are 
absorbed by the membrane of 
the intestlr!al wall, where most of 
the body’s nutrients, are 
absorbed.* 

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

Sincerely, 

Ginkgo Phytosome 7e  



~~z~maticTherap~i$ - 
NATURAL MEQIC!,NES’* 1 j .)**I<%. . ” ,. __ ^__ _ ., _( __ _” 

November 25,2002 

Office of Special Nutritionals (HFS?50) 
Center for Food Safety and Applied Nutrition ,-*.‘,” i 
U.S. Food and Drug Administration ._. x 
5 100 Paint Branch Parkway i .?, / .^, 
College Park, MD 20740-3835 ^.^ , .” 

RE: Label Claims/Disclaimers / ,, ,-.;,:I .;-rfir, _ , .__ _” ., : ” i-5 ,ci )- ,. ~ “> ,. , (_ : / I 

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

This letter is to notify you that Enzymatic Therapy,.Itic. at 825 Challenger Drive, Green Bay, Wisconsin I . . _%.“,d . 
543 11 is a’~is&&or,and hasV,incl-i;deiI?statements’pro?ided for by section 403(r)(6) of the Food, Drug, “L .1_ i.,:f”;‘-;‘;‘-;, .L_/ 
and Cosmetic Act on the labels of the followmg product. These’c!~~“~~,..~~~~“~t necessarily for a product ,“/ ““d,_1 .~rrii,.l”ariin&n *,. , ,&,,/, .**.&s$ Q&>,y, .s )I _,I i ._ni _,,_ .a, __ .>*c a. /l__ j 1 
we currently market or plan to market m the immediate future, arid may be exploratory in nature. ‘~ ‘- .--‘.‘claa,-~x;.**LI; ,.*I.. _,,. ; * ., , _,_;_ “,,, ., ,.(( , _) 

Date: 

If you have any questions, please contadt Robert Doster, Senior,yice President of.Seientif!c Affairs, at \ _ s I,. / _,T _... I_ I “.., .“- S,” _ ,,““,;“‘“” I ‘.G’I’, “., ,__, 
(920) 406-3608. 

~25 Challenger Drive 

Ep*b+ 

Green Bay, WI 54311-8328 Michael P. Dever:-u;tr, ^. _ 

Ph: 920-469-1313 Chief Financial Qfficer 

\ 

Fax’ 888-570-6460 

I 
www.enzy.com 1 

Ginkgo Phytosome ge 


