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STATEMENTS 

Prevail’s doctor-developed Pure Plant 
EnzymeTM formulations are unique 
blends of highly concentrated plant 
enzymes,  essential nutrients, and other 
all-natural ingredients to protect and 
enhance your body’s functioning.* 

, 

EnzymaticTherapy 
NATURAL MEDICINES@ 

March 3, 2004  

O ffice of Nutritional Products, Label ing & 
Dietary Supplements, HFS 8  10  
Center for Food  Safety and  Applied Nutrition 
Food  and  Drug Administration 
5  100  Paint Branch Parkway 
College Park, MD 20740  

RE: Label  Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by 
Enzymatic Therapy, Inc. at 82.5 Challenger Drive, Green Bay, W isconsin 543  11  has a  label that contains a  
statement providecl by section 403(r)(6) of the Federal  Food,  Drug and  Cosmetic Act. Enzymatic 
Therapy, Inc. wishes to take advantage of the exemption to section 201(g)(l)(C) of the act and  comply 
with section 403(r)(6) of the act. 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. 

INGREDIENT(S) TO 
WHICH THE CLAIM 

REFERS 
Slippery Elm (Ulmus 
rubra) Bark, Marshmallow 
(Althaea Officinalis) Root 
Extract, Gamma-Oryzanol  
(from rice bran), Pure 
Plant EnzymesTM 
(amylase, l ipase Ii, and 
cellulase 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 m isleading. 

Robert Doster 
T itle: Senior Vice President of Scientific Affairs 

Date: 3hilN 



If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920)406-3605. 

Sincerely, P 

WP&+ 
Michael P. Devereux 
Chief Financial Officrl 
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EnzymaticTherapy 
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March 4, 2004 

O ffice of Nutritional Products, Labeling Sr. 
Dietary Supplements, HFS 8 10 
Center for Food Sal’ety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by 
Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a 
statement provided by section 403(r)(6) of the Federal Food’, Drug and Cosmetic Act. Enzymatic 
Therapy, Inc. wishes to take advantage of the exemption to section 2Ol(g)( l)(C) of the act and comply 
with section 403(r)(6) of the act. 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. 

PRODUCT 
NAME 

Acid-Ease@* 

STATEMENTS 

Prevail’s digestive enzymes help release 
and deliver nutrients to the body’s cells 
that would otherwise remain locked in 
foods, so you get the full benefit of the 
nutrients in your food.* 

INGREDIENT(S) TO 
WHICH THE CLAIM 

REFERS 
Slipper Elm (Uimus rubra) 
Ba$, Marshmallow 
(Althaea O fficinalis) Root 
Extract, Gamma-Oryzanol 
(from rice bran), Pure 
Plant EnzymeTM 
(amylase, lipase II, and 
cellulase 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 misleading. 

By: -pa&4 

Robert Doster 
Title: Senior Vice President of Scientific Affairs 



J * 

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 
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NATURAL MEDICINES” 

March 5, 2004  

O ffice of Nutritional Products, Label ing & 
Dietary Supplements, HFS 8  IO 
Center for Food  Safety and  Applied Nutrition 
Food  and  Drug Administration 
5  100  Paint Branch Parkway 
College Park, MD 20740  

RE: Label  Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by 
Enzymatic Therapy, Inc. at 825  Challenger Drive, Green Bay, W isconsin 5431  I has a  label that contains a  
statement provided by section 403(r)(6) of the Federal  Food,‘Dru, 0  and  Cosmetic Act. Enzymatic 
Therapy, Inc. ivishes to take advantage of the exemption to section 201(g)(l)(C) of the act and  comply 
with section 403(r)(6) of the act. 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. 

PRODUCT 
NAME 

Acid-Ease@ 

T- 

STATEMENTS ’ 

Pure Plant EnzymesTM are combined 
with gamma oryzanol (found naturally in 
rice bran), slippery elm bark, and 
marshmallow root extract in a  soothing 
supplement for even the most sensitive 
digestive systems.* 

Bark, Marshmallow 
(Althaea Officinalis) Root 
Extract, Gamma-Oryzanol  
(from rice bran), Pure 
Plant EnzymeTM 
(amylase, l ipase II, and 
cellulase 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 m isleading. 

By: #mu  
Robert Dostei 

T irle: Senior Vice President of Scientific Affairs 



If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3603. 

Michael P. Devereux 
Chief FinanciaI Officer 


