
EnzymaticTherapy 
NATURAL MEDICINES” 

I ;(-j *--- ,,_- 
January 15,2003 0982 ‘03 MR -6 Pf :4? 

Mr. Robert Moore 
Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 811 
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 Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 
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 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. 

Healthy 
CellsTM 
Prostate 

Calcium D-Glucarate, 
Selenium, Broccoli Floret 
and Stalk Concentrate, 
Green Tea Leaf Extract, 
Maitake Mushroom 
Powder, Maitake 
Mushroom Extract, 
Lvcopene 

The ingredients in Healthy 
CellsTM Prostate have 
been carefully selected 
based upon research 
showing the benefits that 
they provide in supporting 
healthy prostate cells.* 

1 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: w’&i 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date: i ilS/Q-j3 

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

825 Challenger Drive 

Green Bay, WI 54311-8328 

Ph: 920-469-1313 I-ES 
Fax: 888-570-6460 

Chief Financial Officer 
Healthy Cells Prostate 6e 



. 

* 

825 Challenger Drive 

Green Bay, WI 54311-8328 

Ph. 920-469-1313 

fax: 920-469-4400 

www enzy.com 

EnzymaticTher~B@ 
NATURAL MEDICINES* 

January 16,2003 

Mr. Robert Moore 
Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 811 
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 Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 
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 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. 

Enzymatic 
Therapy, Inc. 

Healthy 
CellsTM 
Prostate 

Calcium D-Glucarate, 
Selenium, Broccoli 
Floret and Stalk 
Concentrate, Green 
Tea Leaf Extract, 
Maitake Mushroom 
Powder, Maitake 
Mushroom Extract, 
Lycopene 

Green tea: In addition, green 
tea constituents, EGCG and 
ECG are potent 5-a -reductase 
inhibitors. The proposed 
mechanism of action for green 
tea and its constituents may be 
associated with antioxidant and 
free-radical scavenging activity, 
stimulation of detoxification 
systems, and the support of 
healthy cell development.* 
Furthermore, epidemiological 
studies suggest that regular tea 
consumption supports prostate 
health.* 

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: 
Robert Doster 

\ 

Title: Senior Vice President of Scientific Affairs 

Healthy Cells Prostate 8e 



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

Sincerely, 

Chief Financial Officer 

Healthy Cells Prosme Se 



82s Challenger Drive 

Green Bay, WI 54311-8328 

Ph: %o-469-1313 

Fax: 888-570-6460 

EnzymaticTherapy 
NATURAL MEDICINES@ 

January 17,2003 

Mr. Robert Moore 
Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 811 
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 Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 
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 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. 

Enzymatic 
Therapy, Inc. 

Healthy 
Cellsm 
Prostate 

Calcium D-Glucarate, 
Selenium, Broccoli 
Floret and Stalk 
Concentrate, Green 
Tea Leaf Extract, 
Maitake Mushroom 
Powder, Maitake 
Mushroom Extract, 
Lycopene 

Maitake mushroom (Grifola 
frondosa) is an edible 
mushroom consumed in 
China and Japan both for its 
taste and health benefits. 
Recently, its powder and 
water extracts have been 
investigated for effects on the 
immune system and to 
support healthy cell 
development.* 

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: pelec 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date: i I3 I I Q3 

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

&D/?re&q 
Chief Financial Officer 
Healthy Cells Prostate 9e 



825 Challenger Drive 

Green Bay, WI 54311-8328 

Ph: 920-469-1313 

Fax: 888-570-6460 

www.enzy.com 

EnzymaticTherapy 
NATURAL MEDICINES” 

January l&2003 

Mr. Robert Moore 
Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 811 
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 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 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. 

Floret and Stalk 
Concentrate, Green 
Tea Leaf Extract, 
Maitake Mushroom 
Powder, Maitake 
Mushroom Extract, 

suggest the biological 
plausibility of a direct support 
of this carotenoid on prostate 

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:a 
Title: Senior Vice President of Scientific Affairs 

Date: ddO3 

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

Sincerely, P 

/!ii&d! Ikex-e&+ 
Chief Financial Officer 

Healthy Cells Prostate 10e 



. 

825 Challenger Drive 

Green Bay, WI 54311-8328 

Ph: 920-469-1313 

Fax: 888-570-6460 

www.enzy.com 

EnzymaticTherapy 
NATURAL MEDICINES” 

January 19,2003 

Mr. Robert Moore 
Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 811 
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 Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 
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 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. 

Floret and Stalk 
Concentrate, Green 
Tea Leaf Extract, 
Maitake Mushroom 
Powder, Maitake 
Mushroom Extract 

Selenium: Lipid 
hydroperoxides are not 
stable. They may damage 
cell membranes, DNA and 
other cellular components. 
Therefore, optimal intake of 
selenium is important to 
protect the body from 
oxidative damage.* 

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

By: 

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. 

Chief Financial Officer 

Healthy Cells Prostate 1 le 



825 Challenger Drive 

Green Bay, WI 54311-8328 

Ph: 920-469-1313 

Fax: 888-570-6460 

www enzymn 

EnzymaticTherapy 
NATURAL MEDICINES@ 

January 20,2003 

Mr. Robert Moore 
Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 811 
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 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 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 innature: 

CellsTM 
Prostate 

Selenium, Broccoli Fioret 
and Stalk Concentrate, 
Green Tea Leaf Extract, 
Maitake Mushroom Powder, 
Maitake Mushroom Extract, 
LvcoDene 

Selenium: In humans, 
higher selenium intake 
was reported to support 
prostate health.* 

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. 

Title: Senior Vice President of Scientific Affairs 

Date: 13 0-3 I i 

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

Sincerely, 

’ Michael P. Devereux 
Chief Financial Officer 

Healthy Cells Prostate 12e 
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EnzymaticTherapy  
NATURAL MEDICINES@ 

January 2 1,2003 

Mr. Robert Moore 
O ffice of Nutritional Products, Labeling & 
Dietary  Supplements, HFS 811 
Food and Drug Adminis tration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims /Dis c laimers  ‘. -:.. 

Dear Mr. Moore: 

This  letter is  to notify  you that Enzymatic  Therapy, Inc . at 825 Challenger Drive, Green Bay, W iscons in 
543 11 is  a dis tributor and has inc luded s tatements provided for by sect ion 403(r)(6) of the Food, Drug, 
and Cosmetic  Act on the labels  of the following product. These c laims  are not necessar ily  for a product 
we currently market or plan to market in the immediate future, and may be exploratory in nature. 

Theiapy, inc . CellsTM 
Prostate 

Selenium, Broccoli F loret 
and Stalk  Concentrate, 
Green Tea Leaf Extract, 
Maitake Mushroom Powder, 
Maitake Mushroom Extract, 
Lycopene 

Supplementation of 
se lenium has been 
shown to promote 
prostate health.* 

I certify that the information contained in this  notice is  complete and accurate and that Enzymatic  
Therapy, Inc . has substantiation that the s tatements are truthful and not mis leading. 

By: jLL&!k J  
Robert Doster 

T itle: 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. 

825 Challenger Drive 
Michael P. Devereux 

Green Bay, W I 54311-8328 Chief F inanc ial O fficer 
Ph: %o-469-1313 

Fax: 888-570-6460 

www.enzy.com 
Healthy Cells Prostate 13e 



825 Challenger Drive 

Green Bay, WI 54311-8328 

Ph: 920-469-1313 

Fax: 888-570-6460 

www.enzv.com 

EnzymaticTherapy 
NATURAL MEDICINES” 

January 22,2003 

Mr. Robert Moore 
Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 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 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 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. 

alcium D-Glucarate, Calcium D-glucarate: 
Therapy, Inc. CellsTM 

Prostate 
Selenium, Broccoli Floret 
and Stalk Concentrate, 
Green Tea Leaf Extract, 
Maitake Mushroom Powder, 
Maitake Mushroom Extract, 
Lvcooene 

Inhibit P-glucuronidase 
activity* 

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: - 

Title: Senior Vice President of Scientific Affairs 

Date: i /&I cP-- 

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

Michael P. Devereux 
Chief Financial Officer 

Healthy Cells Prostate 14e 



/ Enzymatic-Therapy 
I NATURAL MEDICINES” 

January 23,2003 

Mr. Robert Moore 
Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 811 
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 Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 
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 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. 

Selenium, Broccoli Floret 
and Stalk Concentrate, glucuronidation and 
Green Tea Leaf Extract, detoxification* 
Maitake Mushroom Powder, 
Maitake Mushroom Extract, 

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: 

Title: Senior Vice President of Scientific Affairs 

Date: i/A3 io23 

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

825 Challenger Drive 

Sophie 

Green Bay, WI 54311-8328 w Michael P. Devereux 
Ph: %o-469-1313 Chief Financial Officer 

Fax: 888-570-6460 

www.enzy.com 
Healthy Ceils Prostate 15e 
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/ EnzymaticTherapy 
I NATURAL MEDICINES” 

January 24,2003 

Mr. Robert Moore 
Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 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 Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 
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 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. 

Selenium, Broccoli Floret 
and Stalk Concentrate, 

Support healthy cell 

Green Tea Leaf Extract, 
Maitake Mushroom Powder, 
Maitake Mushroom Extract, 

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: #m&4 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date: l a- 0.3 / / 

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

Sincerely, 

825 Challenger Drive 

Green Bay, WI 54311-8328 

Ph: 9-&469-1313 Chief Financial Officer 
Fax. 888-570-6460 

www.enzy.com 
Healthy Ceils Prostate 16e 



*  I  

/ E n zym a ticT h e rapy  
N A T U R A L  ~ V IE D I C I N E S ~  -  -  

Janua ry  2 5 ,2 0 0 3  

M r. R o b e r t M o o r e  
O ffice o f N u tr i t ional P roducts,  L a b e l i n g  &  
Dietary  S u p p l e m e n ts, H F S  8  1 1  
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  

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

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

.-- ._  _  

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  d ist r 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 l y  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 ture,  a n d  m a y  b e  exp lora tory  in  n a ture.  

E n z y m a tic 
Therapy ,  Inc.  

Hea l thy  
Ce l l sTM 
P rostate 

Ca lc ium D-Glucara te ,  
S e l e n i u m , B roccol i  F loret  
a n d  S ta lk  C o n c e n trate, 
G r e e n  T e a  L e a f E x tract, 
M a i ta k e  M u s h r o o m  P o w d e r , 
M a i ta k e  M u s h r o o m  E x tract, 
L v c o p e n e  

B roccol i  c o n c e n trate: 
In d u c e  th e  activity o f 
p h a s e  II enzymes*  

I cert i fy th a t th e  in format ion  c o n ta i n e d  in  th is  n o t ice 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 : 

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

D a te : L /ks/0 3  

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 ffa i rs  a t 
(920 )  4 0 6 - 3 6 0 8 . 

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

S i E  p  .L4  

G r e e n  Bay ,  W I 54311 -8328  M ichae l  P . D e v e r e u x  
Ph :  9 2 o - 4 6 9 . 1 3 1 3  Chie f  F inanc ia l  O fficer 

\ 

Fax: 8 8 8 - 5 7 0 - 6 4 6 0  

www.enzy .com 
Hea l thy  Cel ls  Pros ta te  1 7 e  



825 Challenger Drive 

Green Bay, WI  54311-8328 

Ph: 920-469-1313 

Fax: 888-570-6460 

www.enzy.com 

EnzymaticTherapy 
NATURAL MEDICINES” - - 

January 26,2003 

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

RE: Label Claims/Disclaimers 

. . 
,:’ 

c- ._ ‘ .-.J . .-> 2  : 
-I. __ c‘ T  ,,‘. . . . . .-. h  _  ,“, 
.__ k,‘,;: 

‘..._ 

Dear M r. Moore: 

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, W isconsin 
543 I 1  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 necessari ly for a  product 
we currently market or plan to market in the immediate future, and may be exploratory in nature. 

Enzymatic 
Therapy, Inc. 

Healthy 
CellsTM 
Prostate 

Calcium D-Glucarate, 
Selenium, Broccoli Floret 
and Stalk Concentrate, 
Green Tea Leaf Extract, 
Maitake Mushroom Powder, 
Maitake Mushroom Extract, 
LvcoDene 

Broccoli concentrate: 
Stimulation of 
detoxification system* 

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. 

R0bef.t Doster 
Title: Senior Vice President of Scientific Affairs 

Date: II36 /c3 

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

Sincerely, 

Chief Financial Officer 

Healthy Cdls Prostate 18e  



Enzymatic-Therapy 
NATURAL MEDICINES” 

January 27,2003 

Mr. Robert Moore 
Office of Nutritional Products, Labeling & 
Dietary Supplements, BFS 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 Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 
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 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. 

Healthy 
CellsTM 
Prostate 

Calcium D-Glucarate, 
Selenium, Broccoli Floret 
and Stalk Concentrate, 
Green Tea Leaf Extract, 
Maitake Mushroom Powder, 
Maitake Mushroom Extract, 
LvcoDene 

Broccoli concentrate: 
Support healthy cell 
development* 

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: 

Title: Senior Vice President of Scientific Affairs 

Date: ih?iti 

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

825 Challenger Drive 

2m!Qp l be 
- Green Bay, WI 54311-8328 

\ 
Michael P. Devereux 

Ph: m-469-1313 Chief Financial Officer 
Fax: 888-570-6460 

www.enzy.com 
Healthy Cells Prostate 19e 



/ EnzymaticTherapy 
NATURAL MEDICINES@’ 

January 28,2003 

Mr. Robert Moore 
Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 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 Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 
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 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. 

Theiapy, Inc. CellsTM 
Prostate 

Selenium, Broccoli Floret 
and Stalk Concentrate, 
Green Tea Leaf Extract, 
Maitake Mushroom Powder, 
Maitake Mushroom Extract, 
LvcoDene 

Antioxidant and free- 
radical scavenging 
activity* 

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: 

Title: Senior Vice President of Scientific Affairs 

Date: i 3b/o3 

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

Sincerely, f 

825 Challenger Drive 
wP*&4 

Green Bay, WI 54311-8328 

Ph: 920-469-1313 

Michael P. Devereux 
Chief Financial Officer 

\ 

Fax: 888-570-6460 

www.enzy.com 
Healthy Cells Prostate 20e 



825 Challenger Drive 

Green Bay, W I 54311-8328 

Ph: 920-469-1313 

fax: 888-570-6460 

wwwenzyxom 

EnzymaticTherapy 
NATURAL MEDICINES@ 

January 29,2003 

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

ICE: Label Claims/Disclaimers 

Dear M r. Moore: . _  
-. 

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 labels of the following product. These claims are not necessari ly for a  product 
we currently market or plan to market in the immediate future, and may be exploratory in nature. 

Selenium, Broccoli Floret 
and Stalk Concentrate, 
Green Tea Leaf Extract, 

detoxification system* 

Maitake Mushroom Powder, 
Maitake Mushroom Extract, 

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: -a 
Title: Senior Vice President of Scientific Affairs 

Date: q&b 

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

Sincerely, 

’ M ichael P. Devereux 
Chief Financial Officer 

Healthy Cells Prostate 21e  
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/ EnzymaticTherapy 
NATURAL MEDICINES” - - 

January 30,2003 

Mr. Robert Moore 
Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 811 
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 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 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. 

-Enzymatic 
Therapy, Inc. 

Healthy 
CellsTM 
Prostate 

Calcium D-Glucarate, 
Selenium, Broccoli Floret 
and Stalk Concentrate, 
Green Tea Leaf Extract, 
Maitake Mushroom Powder, 
Maitake Mushroom Extract, 
LvcoDene 

Green tea extract: 
Support healthy cell 
development* 

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: _ 

Title: Senior Vice President of Scientific Affairs 

Date: i 30/d 

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

Sincerely, 

825 Challenger Drive 

Green Bay, WI 54311-8328 

Ph: %o-469-1313 Chief Financial Officer 
Fax: 888-570-6460 

www.enzy.com 
Healthy Cells Prostate 22e 



825 Challenger Drive 

Green Bay, WI  54311-8328 

Ph: tzo-469-1313 

Fax: 888-570-6460 

www.enzy.com 

EnzymaticTherapy 
NATURAL MEDICINES@ 

January 3  1,2003 

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

RE: Label Claims/Disclaimers 

Dear M r. Moore: 

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 labels of the following product. These claims are not necessari ly for a  product 
we currently market or plan to market in the immediate future, and may be exploratory in nature. 

and Stalk Concentrate, macrophages,  natural 
Green Tea Leaf Extract, killer cells and cytotoxic 
Maitake Mushroom Powder, 

aitake Mushroom Extract, 

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: 
Rober! Doster 

Title: Senior Vice President of Scientific Affairs 

Date: i 31 83 / I 
If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Sincerely, 

M ichael P. Devereux 
Chief Financial Officer 

Healthy Cells Prostate 23e  



/ EnzymaticTherapy 
I NATURAL MEDICINES@ 

February 1,2003 

Mr. Robert Moore 
Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 811 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

1 RE: Label Claims/Disclaimers 

Dear Mr. Moore: 

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 
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 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. 

Enzymatic Healthy 
Therapy, inc. CellsTM 

Prostate 

I 

Calcium D-Glucarate, 
Selenium, Broccoli Floret 
and Stalk Concentrate, 
Green Tea Leaf Extract, 
Maitake Mushroom Powder, 
Maitake Mushroom Extract, 
Lycopene 

MaltaKe powaevu- 
fraction: Increase 
interleukin-1 production* 

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. 

Title: Senior Vice President of Scientific Affairs 

Date: y/l /DC3 

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

825 Challenger Drive 

Green Bay, WI 54311-8328 

Ph: 92o-w-1313 

Fax: 888-570-6460 

www.enzy.com 

Chief Financial Officer 

Healthy Cells Prostate 24e 
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/ EnzymaticTherapy 
NATURAL MEDICINES” 

February 2,2003 

Mr. Robert Moore 
Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 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 Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 
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 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. 

Enzymatic -~ 
Therapy, Inc. 

Healthy 
CellsTM 
Prostate 

Calcium D-Glucarate, 
Selenium, Broccoli Floret 
and Stalk Concentrate, 
Green Tea Leaf Extract, 
Maitake Mushroom Powder, 
Maitake Mushroom Extract, 
Lycopene 

Maitake powder/D- 
fraction: Support 
healthy cell 
development* 

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. 

Title: Senior Vice President of Scientific Affairs 

Date: e2Li/&~ 

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

I Sincerely, I\ 

825 Challenger Drive 

Green Bay, WI 54311-8328 

Ph: 920-469-1313 Chief Financial Officer 
Fax: 888-570-6460 

www.enzy.com 
Healthy Cells Prostate 25e 
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/ E n zym a ticT h e rapy  
N A T U R A L  M E D ICINES” 

February  3 ,2 0 0 3  

M r. R o b e r t M o o r e  
O ffice o f N u tr i t ional P roducts,  L a b e l i n g  &  
Dietary  S u p p l e m e n ts, H F S  8 1 1  
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  

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

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

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  d ist r 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 l y  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 ture,  a n d  m a y  b e  exp lora tory  in  n a ture.  

Hea l thy  
Cel ls  T M  
P rostate 

Ca lc ium D-Glucara te ,  L y c o p e n e : D e tec tab le  in  
S e l e n i u m , B roccol i  F loret  th e  h u m a n  prostate,  
a n d  S ta lk  C o n c e n trate, wh ich  s u g g e s ts a  d i rect  
G r e e n  T e a  L e a f E x tract, e ffect  o n  prosta te  
M a i ta k e  M u s h r o o m  P o w d e r , fu n c tion*  
M a i ta k e  M u s h r o o m  E x tract, 
L y c o p e n e  

I cert i fy th a t th e  in format ion  c o n ta i n e d  in  th is  n o t ice 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 : # @ let 
R o b e r t D o s te r  

Tit le: 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 ffa i rs  a t 
(920 )  4 0 6 - 3 6 0 8 . 

S incerely ,  
F  

8 2 5  Cha l lenger  Dr ive  

G r e e n  Bay,  W I 54311 -8328  

Ph:  920 -469 -1313  Chie f  F inanc ia l  O fficer 
Fax: 888 -570 -6460  

www.enzy .com 
Heal thy  Cel ls  P ros ta~  2 6 e  



E~zymaticTher~~@  
NATURAL MEDICINES- 

February 4,2003 

Mr. Robert Moore 
Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 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 Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 
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 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. 

Enzymatic 
Therapy, Inc. 

Healthy 
CellsTM 
Prostate 

Calcium D-Glucarate, 
Selenium, Broccoli Floret 
and Stalk Concentrate, 
Green Tea Leaf Extract, 
Maitake Mushroom Powder, 
Maitake Mushroom Extract, 
LvcoDene 

Lycopene: Potent 
antioxidant; efficiently 
neutralizes singlet 
oxygen and free 
radicals* 

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: jlnfmu 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date: 2/4bJ 

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

825 Challenger Drive 

Green Bay, WI 5431 l-8328 

~~ *b+ 

Michael P. Devereux 
Ph: 920-469-1313 Chief Financial Officer 

Fax: 920-469-4400 

www.enzy.com 
Healthy Cells Prostate 27e 
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Enzymatic-Therapy 
NATURAL MEDICINES@ 

February 5,2003 

Mr. Robert Moore 
Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 811 
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 Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 
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 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. 

Therapy, Inc. CellsTM 
Prostate 

Selenium, Broccoli Floret 
and Stalk Concentrate, 
Green Tea Leaf Extract, 
Maitake Mushroom Powder, 
Maitake Mushroom Extract, 
Lvcopene 

cellular components 
such as DNA from free 
radical damage* 

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: -ILL!@&4 
Robeit Doster 

Title: Senior Vice President of Scientific Affairs 

Date: e2/&5Ac3 

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

Sincerely, F 

825 Challenger Drive 

Green Bay, WI 54311-8328 

Ph: %o-469-1313 Chief Financial Officer 
Fax: 888-570-6460 

www.enzy.tom 
Healthy Cells Prostate 28e 
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EnzymaticTherapy 
NATURAL MEDICINES’ 

February 6,2003 

M r. Robert Moore 
Office of Nutritional P roducts, Labeling &  
Dietary Supplements, HFS 8 11 
Food and Drug Administration 
5 100 Paint B ranch Parkway 
College Park, M D  20740 

RE: Label Claims/Disclaimers 

Dear M r. Moore: 

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)(G) 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. 

Enzymatic 
Therapy, Inc. 

I 

Healthy 
Cells T M  
Prostate 

Calcium D-Glucarate, 
Selenium, Broccoli Floret 
and Stalk Concentrate, 
Green Tea Leaf Extract, 
Maitake Mushroom Powder, 
Maitake Mushroom Extract, 
Lycopene 

Selenium: Protects DNA 
and other cellular 
components from  free 
radical damage* 

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: 

Title: Senior Vice President of Scientific Affairs 

Date: &2/b h3 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 4063608. 

825 Challenger Drive 

Green Bay, WI 54311-8328 

Ph: 92o-469-1313 Chief Financial Officer 
Fax: 888-570-6460 

www.enzy.com 
Healthy Cells Prostate 29e 



EnzymaticTherapy 
NATURAL MEDICINES” 

February 7,2003 

Mr. Robert Moore 
Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 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 Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 
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 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. 

Enzymatic 
Therapy, Inc. 

Healthy 
CellsTM 
Prostate 

Calcium D-Glucarate, 
Selenium, Broccoli Floret 
and Stalk Concentrate, 
Green Tea Leaf Extract, 
Maitake Mushroom Powder, 
Maitake Mushroom Extract, 
LvcoDene 

Selenium: Selenium 
supplementation 
supports prostate 
health* 

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. 

Title: Senior Vice President of Scientific Affairs 

Date: a/q Lg 

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

82sChallenger Drive 

Green Bay, WI 54311-8328 Michael P. Devereux 
Ph: 920-469-1313 Chief Financial Officer 

Fax: 888-570-6460 

www.enzy.com 
Healthy Cells Prostate 30e 


