
825 Challenger Drive 

Green Bay, WI 54311-8328 

Ph: so-469-1313 

Fax: 888-570-6460 

www.enzy.tom 

Enzvmatid%erapy@ 
NATURAL MEDICINES’” 

January 25,2003 

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. Enzyme Biend 

(amylase, protease, 
lipase, lactase, 
phytase, cellulase, 
sucrase, and maltase) 

,‘:. : :,,;,C‘: :.“,!,b ,:‘,~. ;_ : 

&mpl&eGesiTM provides a’ 
combination of plant 
enzymes to support 
complete digestion of all 
types of nutrients, such as 
carbohydrates, proteins, 
and fats.* 

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: welec 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date: / a5 03 
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 

CompleteGest 4e 
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825 Challenger Drive 

Green Bay, W I 54311-8328 

Ph: 920-&g-1313 

fax: 888-570-6460 

EnzymaticTherap~@  
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 

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. 

Therapy, inc. 
Proprietary Plant 
Enzyme Blend 
(amylase, protease, 
lipase, lactase, 
phytase, cellulase, 
sucrase, and maltase) 

potency and broader range 
of the digestive enzyme 
activity, CompleteGestTM 
provides superior support of 
carbohydrates, protein, fat, 
and fiber digestion.* 

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: jLL4@lec 
Robert 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, n  w PdJ--jfQ  
M ichael P. Devereux 
Chief Financial Officer 

CompleteGest 5e 



825 Challenger Drive 

Green Bay, WI 54311-8328 

Ph: %o-469-1313 

Fax: 888-570-6460 

EnzymaticTherap~@ 
NATURAL MEDICINES’” 

January 27,2003 

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 f&u-e, and may be exploratory in nature. 

Proprietary Plant 
Enzyme Blend 
(amylase, protease, 
lipase, lactase, 
phytase, cellulase, 
sucrase, and 
maltase) 

proteases is active in a pH 
range of 2-10, meaning that 
this blend is enzymatically 
active in both the stomach and 
the intestine.* This range of 
enzyme activity enhances 
protein digestion throughout 
the digestion 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 misleading. 

By: jumk4 
Robert 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 
Chief Financial Officer 
CompleteCest 6e 



825 Challenger Drive 

Green Bay,‘W I 54311-8328 

Ph: !uo-469-1313 

Fax: 888-570-6460 

Ewmatic~erapy$@  
NATURAL MEDICINES” 

January 28,2003 

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: 

Enzyme Blend 
(amylase, protease, 
lipase, lactase, 
phytase, cellulase, 
sucrase, and 
maltase) 
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CompleteGestTM is active in a  
pH range of 4-6, which means 
that it is active in both the 
stomach and the intestine.* 
This range of enzyme activity 
enhances starch digestion 
throughout the digestion 
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. 

By5zid2+- 
Title: Senior Vice President of Scientific Affairs 

Date: l,/&$b3 

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 
CompleteGest 7e 



825 Challenger Drive 

Green Bay, WI 54311-8328 

Ph: 920-469-1313 

Fax: 

EnzymaticTherap~@  
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 

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 necessarily for a product 
we currently market or plan to market in the immediate future, and may be exploratory in nature. 

Enzymatic 
Therapy, Inc. 

Proprietary Plant 
Enzyme Blend 
(amylase, protease, 
lipase, lactase, 
phytase, cellulase, 
sucrase, and 
maltase) 

The blend of the three sugar 
enzymes is active in a pH 
range of 3-8, meaning that this 
blend is enzymatically active in 
both the stomach and the 
intestine.* This range of 
enzyme activity enhances 
sugar digestion throughout the 
digestion system.* 

I certify that the information contained in this notice is complete and accurate and that Enzymatic 
that the statements are truthful and not misleading. 

Robert 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 
Chief Financial Officer 
CompleteGest 8e 



825 Challenger Drive 

Green Bay, WI 54311-8328 

Ph: 920-469-1313 

Fax: 888-570-6460 

EnzymaticTherapl@ 
NATURAL MEDICINES.” 

January 30,2003 

Mr. Robert Moore 
Office of Nutritional Products, Labeling 8z 
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. 

Proprietary Plant 
Enzyme Blend 
(amylase, protease, 
lipase, lactase, 
phytase, cellulase, 
sucrase, and 
maltase) 

: : .,C ‘_ ;,,,I.,’ , i __:: * 

The blend of the four lipases is 
active in a pH range of 4-8, 
meaning that this blend is 
enzymatically active primarily 
in the intestine where fat 
absorption occurs.* 

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: jtl4vseC 
Robert 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) 4063608. 

Michael P. Devereux 
Chief Financial Officer 

CompleteGest 9e 
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825 Challenger Drive 

Green Bay, WI 54311-8328 

Ph: 920-469-1313 

Fax: 888-570-6460 

EnzymaticThemp~@ 
NATURAL MEDICINES” 

January 3 1,2003 

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. 

Proprietary Plant 
Enzyme Blend 
(amylase, protease, 
lipase, lactase, 
phytase, cellulase, 
sucrase, and 
maltase) 

Since digestive enzymes act 
upon food by breaking down 
into simpler components that 
can be used by the body for 
energy, digestive enzyme 
therapy can be used to 
enhance the digestive process 
and ensure complete digestion 
of food.* 

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 

Date: 1/31,/~~ 

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 
CompleteGest 1 Oe 



825 Challenger Drive 

Green Bay, W I 54311-8328 

Ph: 920-469-1313 

Fax: 888-570-6460 

EnzymaticThetap~@ 
NATURAL MEDICINES’” 

February 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. 

Enzymatic 
Therapy, Inc. Enzyme Blend 

(amylase, protease, 
lipase, lactase, 
phytase, cellulase, 
sucrase, and 
maltase) 

.A:: 
.” I: 

2:  . . ,: $  ,,’ 3.: , .: ,” / _I ._ 

lkividuals with car&hydrate 
intolerance can greatly benefit 
from supplementing their diet 
with amylase, sucrase, 
maltase, and lactase.* 

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: +!LRsec 
Robert 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, 

w P&+ 
M ichael P. Devereux 
Chief Financial Officer 

CompleteGest 1 I e 



825 Challenger Drive 

Green Bay, W I 54311-8328 

Ph: coo-w-1313 

Fax: 888-570-6460 

EnzymaticThetapx@ 
NATURAL MEDICINES” 

February 2,2003 

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. 

Enzymatic 
Therapy, Inc. 

Proprietary Plant Supplementing the diet with 
Enzyme Blend lactase, amylase, protease, 
(amylase, protease, and lipase enzymes will help 
lipase, lactase, alleviate the symptoms 
phytase, cellulase, associated with lactose 
sucrase, and intolerance.* 
maltase) 

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: jLl4nu 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date: 2/2k3 

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 

CompleteGest 12e  



825 Challenger Drive 

Green Bay, W I 54311-8328 

Ph: %a-469-1313 

Fax: 888-570-6460 

EnzymaticTherap~@  
NATURAL MEDICINES* 

February 3,2003 

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. 

Enzymatic 
Therapy, Inc. Enzyme Biend 

(amylase, protease, 
lipase, lactase, 
phytase, cellulase, 
sucrase, and 
maltase) 

: j_ ‘, I‘ ;S$#@M,EN#s; ;; “j :, ,..” :; 
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Digestive enzyme 
supplementation using 
amylase, protease, and lipase 
enzymes can be used to 
relieve occasional constipation 
by improving the digestion of 
food and improving 
elimination.* 

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. 

Title: Senior Vice President of Scientific Affairs 

Date: 2  3 03 

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 
CompleteGest I3e 



825 Challenger Drive 

Green Bay, WI 54311-8328 

Ph: 920-469-1313 

Fax: 888-570-6460 

www.enzy.com 

EnzymaticThetztp~@ 
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. 

i i‘, I;: 
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Proprietary Plant Supplementation with ‘” 
Enzyme Blend amylase, protease, lipase, 
(amylase, protease, cellulase, phytase, sucrase, 
lipase, lactase, maltase, and lactase enzymes 
phytase, cellulase, will provide any missing or 
sucrase, and insufficient enzymes and 
maltase) alleviate gas symptoms 

associated with the digestion 
of food.* 

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: -j?Lp@&4 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date: a/4 03 

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 
CompleteGest 14e 



825 Challenger Drive 

Green Bay, W I 5431 l-8328 

Ph: %o-469-1313 

Fax: 888-570-6460 

www.enzy.com 

EnzymaticTherapg@ 
NATURAL MEDICINES’” 

February 5,2003 

M r. 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 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. 

,;JG$@pg,:, 
,: 

Enzymatic 
Therapy, Inc. 

Proprietary Plant 
Enzyme Blend 
(amylase, protease, 
lipase, lactase, 
phytase, cellulase, 
sucrase, and 
maltase) 

~( ,1 y, . , : ,  g  : ,  2’. 
\  

!  

Digestive enzyme 
supplementation using 
amylase, protease, and lipase 
enzymes can be used to 
support the digestion of 
protein, carbohydrates, and 
fats.* 

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: -p&u 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date: 2,/5k3 

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

Sincerely, 

Chief Financial Officer 

CompleteGest 15e  


