
825 Challenger Drive 

Green Bay, WI 54311-8328 

Ph: 920-469-1313 

fax: 888-570-6460 

www.enzy.com 

EnzymaticTherapy 
NATURAL MEDICINES” 

October 13, 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. 

COMPANY 
-. , 

Enzymatic 
Therapy, Inc. 

PRODUCT 
NAME _‘I. 

Fatigued to 
Fanrastic!B 
Revitalizing 
Sleep 
Formula* 

-I- ; DIETARY INGREDIENTS 
,( ,_ 

Valerian Root Extract, In general, clinical 
Passionflower Leaf and studies with valerian 
Flower Extract, L-Theanine, extracts suggest that the 
Hops Flower Extract, Wild mild sleep-inducing effect 
Lettuce Leaf Extract, of valerian decreases 
Jamaica Dogwood Root sleep latency and 
Extract, Wild Lettuce Leaf improves sleep quality.* 

STATEMENTS -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. 

J!uvQu 
By: 

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. 

Michael P. Devereux 
Chief Financial Officer 
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October 14,2003 

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: 

COMPANY ,, ,.’ : j .’ 
Enzymatic 
Therapy, Inc. 

PRODUCT DIETARY INGREDIENTS 
> ,‘NAME, ” ‘, : ” 

Fatigued to Valerian Root’Extract, 
Fantastic!@ 
Revitalizing 
Sleep 
Formula* 

Passionflower Leaf and 
Flower Extract, L- 
Theanine, Hops Flower 
Extract, Wild Lettuce Leaf 
Extract, Jamaica 
Dogwood Root Extract, 
Wild Lettuce Leaf 

STATEMENTS i ; > :_ 

Most adults do’best with 
about 8 hours of quality 
sleep a night until age 60, 
after which 6 hours may be 
adequate. Even though 
the older adults need less 
sleep, almost one-half of 
people over 60 experience 
some degree of occasional 
sleep difficulties.* 

I certify that the information contained in this no&ice is complete and accurate and that Enzymatic 
Therapy, Inc. has i ‘o that the statements are truthful and not misleading. 

By: m&J- 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: 10 

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

Chief Financial Officer 
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October 15,2003 

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 
54311 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. 

COMPANY ,, 
^, ” 

Enzymatic 
Therapy, Inc. 

PRODUCT 
NAME 

Fatigued to 
Fanrastic!B 
Revitalizing 
Sleep 
Formula* 

DIETARY INGREDIENTS ,STATEMENTS _: < 

Valerian Root Extract, If you awaken feeling 
Passionflower Leaf and refreshed, you are probably 
Flower Extract, L- getting enough quality sleep. 
Theanine, Hops Flower For some people, this may 
Extract, W ild Lettuce Leaf take only 4 hours -- others 
Extract, Jamaica can need up to 10 hours to 
Dogwood Root Extract, feel rested. However, the 
W ild Lettuce Leaf key is to get good quality 

sleep for optimal daytime 
energy and functioning.* 

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

By: @ @ leT. 
Robert C. Dos ter 

Title: Senior Vice President of Scientific Affairs 

Date: / 6/L# lo.3 

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

Si cerely, 

/kJJ P&Q-y 

Michael P. Devereux 
Chief Financial Officer 
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