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Office of Special Nutritionals (HFS-450)
Center for Food Safety and Applied Nutrition

U.S. Food and Drug Administration T s
5100 Paint Branch Parkway / ' T
College Park, MD 20740-3835 ‘ o VAN -

RE: Label Claims/Disclaimers
Dear Sir/Madam:

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsi
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 produc
we currently market or plan to market in the immediate future, and may be exploratory in nature.

Enzymatic Inner Restore™ | Slipper Elm Bark, Dietary suppiement for the
Therapy, Inc. | Laxative Fennel Seed, relief of occasional constipation
Peppermint Leaf, and irregularity*

Fenugreek Seed,
Magnesium
Hydroxide,
Marshmallow Root,
Ginger Rhizome

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 0&{

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

Date: //5/03

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

Sincerely,
825 Challenger Drive - ‘
Green Bay, Wi 54311-8328 W R4 M‘.‘p
Dhe a0 428 1519 Michael P Navereny LET / }3 é 7

Fax: 888-570-6460
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825 Challenger Drive

Green Bay, Wi 54311-8328
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January 6, 2003

Office of Special Nutritionals (HFS-450)
Center for Food Safety and Applied Nutrition

U.S. Food and Drug Administration

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, Wisconsii
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 produc
we currently market or plan to market in the immediate future, and may be exploratory in nature.

inner Slipper Eim Bark, Inner Restore™ is a
Therapy, Inc. | Restore™ Fennel Seed, combination of magnesium

Laxative Peppermint Leaf, hydroxide and two proprietary
Fenugreek Seed, blends of herbs that soothe
Magnesium Hydroxide, | and support the intestine while
Marshmallow Root, providing effective relief from
Ginger Rhizome occasional constipation and

irregularity.”

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.

py:_ L0041

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

¥

Date: | / [ﬂ// 03

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

Sincerely,

ichael P. Deverenx Z

Chief Financial Officer

- . ~
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825 Challenger Drive
Green Bay, Wl 54311-8328

Ph: 920-469-1313

www.enzv.com
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January 7, 2003

Office of Special Nutritionals (HFS-450)
Center for Food Safety and Applied Nutrition
U.S. Food and Drug Administration

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, Wisconsi
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 produc
we currently market or plan to market in the immediate future, and may be exploratory in nature.

nzymatic nner pp
Therapy, Inc. | Restore™ Fennel Seed,
Laxative Peppermint Leaf,

Fenugreek Seed,
Magnesium Hydroxide,
Marshmallow Root,
Ginger Rhizome

contains no harsh stimulant
laxatives like Senna or
Cascara, which can cause
dependence, and with long-
term use, may actually weaken
the musculature of the
intestine. Instead, Inner
Restore™ works with your
body’s natural cleansing
process to deliver safe reliable
relief.*

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.

00

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

Date: l/?/OB




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

Smcerely,

Mlchael P. Devereux [

Chief Financial Officer

Inner Restore 3¢



