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October 19, 2004

Office of Nutritional Products, Labeling &

Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition .

Food and Drug Administration T 29 ¢
5100 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 201(g)(1)(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.

This product provides key nutrients Vitamin E (as d-Alpha Tocopheryl
Factors™ and botanical synergists for nutritional | Acetate), L-Glutamine, N-Acetyl-D-
support of the intestinal mucosa.” Glucosmaine (from Natural Marine
Sources), Gamma-Linolenic Acid (as
Borage Seed Oil), Gamma-Oryzanol
(from Rice Bran Oil),
Phosphatidyicholine (as Lecithin)

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has

substantiation thag the Statiﬁf_lts are truthful and not misleading.
By: i : IJ‘ 0

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

pate_(0N1aloY

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

SincerEIy, P &"
N . Devrys os s L JYSY
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woat Better feeis like”
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October 19, 2004

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 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 201(g)(1)(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.

Permeability Amino acids, phospholipids and Vitamin E (as d-Alpha Tocopheryl
Factors™ essential fatty acids in Permeability Acetate), L-Glutamine, N-Acetyl-D-
Factors have been shown to play an Glucosmaine (from Natural Marine
important role in nutritional support of | Sources), Gamma-Linolenic Acid (as

gastrointestinal health and normal Borage Seed Oil), Gamma-Oryzanol
barrier function of the intestinal (from Rice Bran Oil),
mucosa.” Phosphatidylcholine (as Lecithin)

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: MM

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

Date | O/19 /oY

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

Sincerely,

it P Lo

Michael P. Devereux

Chief Financial Officer
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What Better fels like™

October 20, 2004

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 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 201(g)(1)(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.

Permeability Clinically validated ingredients to Vitamin E (as d-Alpha Tocopheryl
Factors™ promote healthy intestinal Acetate), L-Glutamine, N-Acetyl-D-
permeability* Glucosmaine (from Natural Marine
Sources), Gamma-Linolenic Acid (as
Borage Seed Oil), Gamma-Oryzanol
(from Rice Bran Oil),
Phosphatidylcholine (as Lecithin)

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has

substantiation thaman&tlare truthful and not misleading.

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

Date__Jo /20 [oY

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

Sincerely,

Michael P. Devereux Z

Chief Financial Officer
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October 20, 2004

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 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 201(g)(1)(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.

Permeability Supports normal Gl barrier function Vitamin E (as d-Alpha Tocophery
Factors™ against environmental toxins* Acetate), L-Glutamine, N-Acetyl-D-
Glucosmaine (from Natural Marine
Sources), Gamma-Linolenic Acid (as
Borage Seed Qil), Gamma-Oryzanol
{from Rice Bran Oit),
Phosphatidylcholine (as Lecithin)

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: w (’ﬂi

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

Date )0 /&-O/OL/

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

Smcerely, &}A’

M1chae1 P. Devereux

Chief Financial Officer




