
825 Challenger Drive 

Green 8ay, WI 54311-8328 

Ph: 920-w-1313 

Fax: 888-570-6460 

EnzvmaticTherapy@ 
NATURAL MEDICINES” “,, .__ ., ., 1 

November 2 1,2002 

Office of Special Nutritionals (HFS-450) 
Center for Food Safety and Applied Nutrition 

i’ e ,’ “” - 

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 82rChallengLr Dtiive,’ Gieen’Bay, Wi&nsin 
543 11 is a distributor and has included statementi briitided fof bi%e&tiob ~O~~(~@%?%~ ‘Fdod;“dni& 
and Cosmetic Act on the labels of the following product. Thkse claims are riot nec&$arily for a’prodtict 
we currently market or plan to market in the immediate titurk, and may be &xplorat&$ & nature. 

Therapy, Inc. Thistle@ Dandelion Roof EictraCtt, I II 
Artichoke Flower Head 
Extract, Licorice Roe?’ and 
Rhizome Extract 

absorption - research 
indicates Phytosomes may be 
absorbed. 3 to 7 times more 
effectively than non- 
Phytosome products.* 

I certify that the-information contained in this notice is complete and accuiate and that Enzymatic /"<,,^, ,, .( 
Therapy, Inc. has substantiation tl$ the st&zrri<i$<~ti~ trut&r+i$i$ rni&d~~~. 1 ' " . _-,*.,, ./ 

By: -pa&i 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs , . , 

Date: IhI L92. 

If you have any questions, please contact Robert D@ter, Se?@ ~~~~~P~~sic$nt of S+$i$ Affairs, at 
(920) 406-3608. __ i_ _. _’ ,_ _ . . 

Si 

Michael, P., Devereux 
97s 0162 1 _. “.... - rJ /.,_” ,_” j _“, ,. I, ‘. . ,, ‘( ‘ ,/ _.. _; ,,I,xI ..,. /, I ,, ,. I- ‘i~a5s ,,, ,., 

Chief Financial Officer 
‘Super Milk Thistle 5e pJyx”7 j’ 
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825 Challenger Drive 

Green Bay, W I 54311-8328 

Ph: 920-469-1313 

Fax: 888-570-6460 

www.enzy.com 

EnzymaticTherq)xb 
NATURAL MEDICINES’” 

November 24,2002 

Office of Special Nutritionals (HFS-45O) 
‘) ‘ ‘,F,rA.,** ,_ _“, , , ‘ 

Center for Food Safety tid &bplied .N&ition 
I;,,ij e  1. yi:hf iA - i L  i. ;: -., 

U.S. Food and Drug Administiation Ii 
E 

-/ 
5  100 Paint Branch P&way 

: I- . ._. 

College Park, MD 20’740-3835 

RE: Label Claims/Disclaimers 

Dear Sir/Madam: 

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Chajienger r)riyT,*Green Bay, W isconsin _  . . ._L, _” _  > ,._“,_ ._/ 
543 11 is a  distributor and hsisindl~~~rl~~ternents ~%$&d%?$&&tion 403(r)(6) of the Food, ‘Drug, 
and Cosmetic Act on the labels of the following p&dti& ‘r’fi?% &i:i‘ii;is “&i J$ &e&ariiy for a  product _  ., ,/” ,-.., 
we currently market or plan to market in~th~‘i~~~i~~~~~~~~~~~j;;-ije‘exploratory in nature. 

Dandelion Root Etitra&’ 
Artichoke Flower Head 
Extract, Licorice RQO~ grid 
Rhizome Extract 

molecules of the herbal 
compound penetrate and are 
absorbed by the membrane of 
the intestinal wall, where most 
of the body’s nutrients are 
absorbed.* 

I certify that the information contained in this notice is complete and accurate and that Enzymatic 
that the statements are tnith-fiiI’~~‘nijl’~~i~~~~~~~“~ i 

1. .” 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

If you have any questions, please contact Rob&t Dbster, Senior V‘~?%!%%idc% o-f $ % % i& Affairs, ‘at 
(920) 406-3608. 

M ichael P. &v&reux 
Chief Financial OfIicer 
Super Milk Thistie Se 



,’ :  

8 2 5  C h a l i e n g e r  Dr ive 

Greenbay ,  W I 54311 -8328  

Ph :  9 2 o + s - t 3 1 3  

Fax: 8 8 8 . 5 7 M 4 6 0  

www.enzy .com 

E n z w - d T h e r a p ~ @  
N A T U R A L  M E D I C I N E S -  

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

O fice o f Spec ia l  N u tr i t ionals (HFS-450 )  
C e n ter  fo r  F o o d  S a fe ty a n d  A p p l i e d  N u tri t ion 
U .S . F o o d  a n d  D r u g  A d m inistrat ion 
5  1 0 0  P a i n t B ranch  P a r k w a y  
Co l l ege  Park ,  M D  2 0 7 4 0 - 3 8 3 5  i 

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

D e a r  S ir/M & m : ,, 

Th is  letter is to  n o tify y o u  th a t E n z y m a tic Therapy ,  Inc.  a t 8 2 5  Cha l l enge r  Dr ive,  G r e e n  B a y , W iscons in  
5 4 3  1 1  is a  distr ibutor  a n d  h a s  i nc luded  s ta tements  p rov ided  fo r  by  sect ion  403( r ) (6)  o f th e  F o o d , D r u g , 
a n d  C o s m e tic A c t o n  th e  labe ls  o f th e  fo l l ow ing  p r o d u c t. T h e s e  c la ims a re  n o t necessar i ly  fo r  a  p r o d u c t ‘-‘.L ”.L :.~  , :; ‘ ; ;‘< *I”” “/, ” 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  i% & ,‘a n d  m a y  b e  exp lora tory  in  n a ture.  

S u p e r  Fjl i lk 
Thist le@  D a n d e l i o n  R o o t E x tiiact, 

A r t ichoke F lower  H e a d  
E x tract, L icor jce  R o o t a n d  
R h i z o m e  E x tract 

th e  he rba l  mo lecu les  g e t 
w h e r e  th e y ’re  n e e d e d  niost,  to  
th e  cel ls  in  your  b o d y .* 

I certi fy th a t th e  in format ion  c o n ta i n e d  in  th is  n o tice is c o m p l e te  a n d  accura te  a n d  th a t E n z y m a tic 
Therapy ,  Inc.  h a s  substant ia t ion th a t th e  s ta tements  a re  truthful a n d n o t m is lead ing.  

B y : 
R o b & - t C . D o s te r  

Title: S e n i o r  V ice P res ident  o f S c i e n tific A ffa i rs  

If y o u  h a v e  a n y  q u e s tio n s , p l e a s e  c o n tact  R o b e r t D o s ter,  S e n i o r  V ice P res ident  o f S c i e n tific A ffairs, a t 
(920 )  4 0 6 - 3 6 0 8 . 

S i 

P  
. 

M ichae l  P . D e v e r e u x  i 

w  
9  

Chie f  F inanc ia l  O fficer 
S u p e r  Milk Thist le 7 e  



825 Challenger Drive 

Green Bay, W I 54311-8328 

Ph: 9%x%-1313 

Fax: 888-570-6460 

www.enzy.com 

EnzymaticTherap~@  
NATWRAL MEDICINES” 

November 20,2002 

Office of Special Nutritionals (HFS-450)’ \ . 

Center for Food Safety ana Applied Nutrition r: A. 
U.S. Food and Drug Administration 
5  100 Paint Branch Parkway 
College Park, MD 20740-3835 _I r I , 

RE: Label Claims/Disolaimers .- “, 

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

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, GreenBay,‘W isconsin .‘&,,., 543 11 is a  distributor and has includedstatements’ providedfor by section’%3(r)(6) ‘$tlie’Food; ‘Di-ug, 
and Cosmetic Act on the labels of the following product. These’claims~are not necessari ly for a  product ^..,“*e_” .,, / .d& ,.._I, *‘ ” ,,,* . ‘ ..,” we currently market or plan to market in the’iiediate future’ andmay be exploratory m  nature. ~-UC,_ ,_. 2  -, x  ,,, _. 

are better absorbed, utilized, 
and as a  result produce better 
results than conventional 

I certify that the information contained in this notice is complete and accurate and that Enzymatic ’ “,,,“_ .,*.***I * ,ei_j _  :*i Therapy, Inc. has substantiaiion thai: ~hhe~~~i~~~e~~~ sf&‘Gtif~~ ,.-ii --frmslea$lng. bl i”-_ i:, ,),_., _. 

By: @ @ d i : ;., __ ,, : ._ 
Robert 6. Doster 

., 

Title: Senior Vice President of Scientific Affairs : _  

Date: /I I20 /ox- ,. . 

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

M ichael P. Devereux 
Chief Financial Officer 
Super Milk Thistle 4e 



825 Challenger Drive 

Green Bay, WI 54311-8328 

Ph: 920-469-1313 

Fax: 888-570-6460 

www.enzy.com 

, ,  ,“, ._ I . . ,  ,_;  I  

, :  
,,I”: l,l,_. 1, _.,‘ 

. I ,  , .  

NATURAL MEDICINES” 

November 252002 ,” 

Office of Special Nutritionals (HFS-450) 
Center for Food Safety and Applied Nutrition 
US. 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,’ Incat 825 Chdenger Drive Green Bay, Wisconsin / ,,$ “~~%,-..i.:.~.rii* ,... j , ,. _ b.. a:~ - S.“ I. .~ 
543 11 is a distributor and has included statements provided for by section 403(r)(6) of the Food, Dnig, 
and Cosmetic Act on the labelspf~~~.,~llouting pducf. This:, c~$~~L=ye~ ~y~~~qy=~$ly for a product 
we currently market or plan to market m the immediate~fumre, and may be exploratory in nature. I’ 

Therapy, Inc. Thistle@ Dandelion Root Extiact, 
Artichoke Flow& H&-d ’ 
Extract, Licorice Roijt @nd 
Rhizome, Extradt 

When the herbal compound is 
combir)ed.,with 
phosphatidylcholine, the result 
is a new Phytosome molecule, 
which is more rapidly and 
more efficjently absorbed.* ,. /, ; ._.*. i-Z, . /, ; - ~ 

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 misleading. 

By: p@&i : 
Robert C. Doster 

Title: Senior Vice President of Scientific,Affairs , 

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

Sincerely, 

Michael P. Devereux 9 
Chief Financial Officer 

Super Milk Thiytle 9e 
. _ . 
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825 Challenger Drive 

Green Bay, WI 54311-832s 

Ph: 92o-m-1313 

Fax: W-570-6460 

www.enzy.can- 

EntymaticTherap~@  
NATURAL. IdEDIC’i-6TzS” 

November 22,2002 
I  . ,_^  

_‘” 1 I (  “. ,_ ; - , ,  “.. ,, 

,. I 
!“.. 

.; ., ,~ ; 
Office of Special Nutritionals (HFS-450) i ! . . (i.. 

Center for Food Safety and Applied r;iutritibn : 
u.s. Food md Drug Administiiiios” i *“*-‘A%’ ” I.“/ ‘_ 

&-~ -+-. 
” I ;;‘, .a i ,I 0 4 (+.?~ 

5 100 Paint Branch Parkway _,I<% .I.* ‘ 4 k::,, 

CollegePark,MD 2974p-3$3j ‘.‘- ^,“-‘̂  ‘I ~“‘*:“..--‘ 
,_,, I,. i,. 31 ./. ,” w -,. - ” - ” 

‘̂  x_l^_l _ ._ _. “_ -- ,_-_ 

RE: Label Claim$Disclaimers -’ 

Dear Sir/Madam: 
This letter is to noti,~ you that Rntiiiid SThiriPi,. i;lcl -sit ~~~~~~~~knger’~~~~ll~~~~~nl’Bg iir’i;onsin ’ 

1.‘ e._ .<“\“, ., .,?I : : pi _ I. I _ ,.I ,.. 543 11 is a distributor and has included sta$ments provided for by section 403(r)(6) of&?Pood, Drug, 

,  , .  .  .  .  .  \ .S/  I  .  L I / /  . , :  and Cosmetic Act on the labelsof the followmg prod”;;~~.‘“~~~~‘~laims are not nwessal-ily for a product . -. 1 ,.-+ Gp * . ( “‘,‘. . i*^ -I, / ,,v_ >*..A$ “#,.e e;:p&- ,Li”!., j*l&:-.il ,a. % ‘(r’%  y 1 >. jliiri.i we currently market or plan to market m the immediate future, and may be exploratory in nature. 

Therapy, Inc. 
Milk Thistle Fru‘it ‘Extiact, 1 . .^ij .,.L Dandelion Roof Extract, 
Artichoke Flower H&d 
Extract, Licorice Robt and 
Rhizome Extra& 

.,.“,. 

the health-supp&ting a 
properties of the herb last 
longer in your body.* 

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

m 

Kobert C. Uoster 
Title: Senior Vice President of Scientific Affairs 

Date: ltl&do24 ,_ , 
‘ -, 

‘” , _. . ., 

If you have any cluestions, please contact, F$bert Doster; Senior VicePresident of Scientific Affairs, at 
(920) 406-3608. “- .’ ..-I. ^ .‘-. 

‘ _I ._. ,.,. Ijl,“~, j _,~ I Ij ,. 

Psb+ :-, ~..-. ,_>, _:> j( Michael P. Devereux 
Chief Financial Officer 
Super.Mi,k‘niistk& ” 


