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Office of Nutritional Products, Labeling & 
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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, 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 

RewardsTM 

STATEMENTS 

Blocks Starch Calories and Fat 

INGREDIENT(S) TO 
WHICH THE CLAIM 

REFERS 
Phaseolamine (White 

Cat-6 DefenseTM* Production* Kidney Bean Extract) 

I I I 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. 

I - Robert Doster 
Title: Senior Vice President of Scientific Affairs 

If you have any cluesrions, please conti\cl Robert Doster, Senior Vice President of Scientific Affairs at 
(9:!Oj 406-3608. 

Sincerely, 

8~ Challenger Drive 

Green Bay, WI 54311-8328 

Ph. 920-469-1313 

Fax, 888-570-6460 

www.enzy tom 



825 Challenger Drove 

Green Bay, WI 54311-8328 

Ph: 920-469-1313 

Fax: 888-570-6460 

www enzy.com 
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March 5, 2004 

O ffice of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/DisclaiIners 

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. 

1 

I 
PRODUCT NAME STATEMENTS INGREDIENT(S) TO WHICH 

THE CLAIM REFERS 
Body RewardsTM Maximum Strength Carb 
Carb DefenseTM* 

Phaseolamine (White Kidney 
Defense* lets you eat the Bean Extract) 
foods you love without 
giving up your low-carb 
commitment.* I 

I certify that the inl‘orma[ion contained in this notice is complete and accurate and that Enzymatic 
Therapy, Inc. has substantiation that the statements are truthful and not misleading. 

By: 
-f!u%u 

Robert Dostcr 
Title: Senior Vice President of Scientific Affairs 

Date: 3 /s/OL/ 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 4063605. 

Sincerely, F w P&q 
Michael P. Devereux 
Chief Financial O fficer 
ihxi~ I?c\v‘rlll\ Garb Lkrtnic 2c 



825 Challenger Drive 

Green Bay, WI  54311-8328 

Ph. 920-469-1313 

Fax, 885-570-6460 

www.enzy tom 
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March 6, 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 825 Challenger Drive, Green Bay, W isconsin 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 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. 

I PRODUCT NAME STATEMENTS INGRiDIENT(S) TO WHICH 
THE CLAIM REFERS 

Body RewardsTM It’s 50 times more powerful Phaseolamine /White Kidnev 
than other carb bidckers, to Bean Extract) ’ 

.s 

effectively block carbohydrate 
absorption, and prevent its 
conversion into fat.* 

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&k4 
Robert Doster 

T itle: Senior Vice President of Scientific Affairs 

Date: 3  /b lo’/ 

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

M ichael P. Devereux 
Chief F inancial O fficer 



825 Challenger Drive 

Green Bay, WI 54311-8328 

Ph %o-w-1313 

Fax 888-570-6460 

www enzysom 
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March 7, 2004 

O ffice of Nutritional Products, Labeling & 
Die.tary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claillls/Disclailners 

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 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 STATEMENTS INGREDIENT(S) TO WHICH 
THE CLAIM REFERS 

Body RewardsTM 

I 
Taken before meals, it blocks 

Carb DefenseTM* the enzyme that digests starch 
Phaseolamine (White Kidney 
Bean Extract) 

so carbs bypass the body’s 
system without releasing 
calories.* 

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

By: I 

Robert Doster 
Title: Senior Vice President of Scientific Affairs 

Date: .3 h/iv 

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

Michael P. Devereux 
Chief Financial O fficer 
Body i<rrvaids C;II h Ikl’wsc 4c 


