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825 Challenger Drive
Green Bay, Wi 54311-8328
Ph: 920-469-1313

Fax: 888-570-6460
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Office of Special Nutritionals (HFS-450) AUG 05 2002

Center for Food Safety and Applied Nutrition
U. S. Food and Drug Administration .
5100 Paint Branch Parkway = R
College Park, MD 20740-3835

RE: Label Claims/Disclaimers

Dear Sir/Madam:

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin
54311 is a manufacturer 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.
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Enzymatic L-Theanine L-Theanine It's free of the side effects
Therapy, Inc. commonly associated with
other relaxing agents.*

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: woa:l-

" Robert C. Doster
Title: Senior Vice President of Scientific Affairs

Date: 87/ Z/ O2-

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

Sincerely,
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Office of Special Nutritionals (HFS-450) AUG U5 2002
Center for Food Safety and Applied Nutrition

U. S. Feod and Drug Administration BY: eemmanaeen
5100 Paint Branch Parkway 77

College Park, MD 20740-3835

RE: Label Claims/Disclaimers

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin
54311 is a manufacturer 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.

Enzymatic L-Theanin L-Theanine There are scientific
Therapy, Inc. indications that L-theanine
also supports healthy blood
pressure levels that are
already within normal limits.*

I certify that the information contained in this notice is complete and accurate and that Enzymatic
Therapi, Inc. has substantiation that the statements are truthful and not misleading.
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Robert C. Doster
Title: Senior Vice President of Scientific Affairs

Date: 3/ 3/02-

By:

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

Sincerely,

Michael P. Devereux ‘
Chief Fingncial Officer
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Office of Special Nutritionals (HFS-450) aUG 05 2002
Center for Food Safety and Applied Nutrition

U. S. Food and Drug Administration BY:.emmmmmmmmmm =
5100 Paint Branch Parkway

College Park, MD 20740-3835
RE: Label Claims/Disclaimers

Dear Sir/Madam:

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin
54311 is a manufacturer 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.

Enzymatic L-Theanine L-Theanine L-theanine is an amino acid
Therapy, Inc. that helps promote a restful,
relaxed state without
diminishing daytime
alertness.*

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

By:

Robert C. Doster
Title: Senior Vice President of Scientific Affairs

Date: 3///02"

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 406-3608.
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Michael P. Devereux
Green Bay, Wl 54311-8328 Chief Financial Officer
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