EnzymaticTherapy

NATURAL MEDICINES®
July 25, 2003

Mr. Robert Moore

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 811

Food and Drug Administration

5100 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
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.

Enzymatic Magnesium Hydroxide, keep up your vital
Therapy, Inc. | Cleanse” Proprietary Mucilage Blend new state and
Laxative slippery elm bark, continue to restore
Formula marshmallow root extract and | and rebuild your
fenugreek seed extract, system, follow the
Proprietary Soothing Blend maintenance

peppermint leaf, fennel seed program below.”
and ginger rhizome extract

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.

1 dt 3

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: 7 / 2.(/03

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 406-3608.
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825 Challenger Drive
Green Bay, Wi 54311-8328
Ph: 920-469-1313
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EnzymaticTherapy

NATURAL MEDICINES®
July 26, 2003

Mr. Robert Moore

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 811

Food and Drug Administration

5100 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
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.

Enzymatic Simple Magnesium Hydroxide, Restores your body's
Therapy, Inc. | Cleanse” Proprietary Mucilage Blend intestinal health and
Laxative slippery eim bark, vitality without
Formula marshmallow root extract and | invasive enemas and
fenugreek seed extract, harsh stimulants that
Proprietary Soothing Blend actually alter the way
peppermint leaf, fennel seed your body works.*
and ginger rhizome extract

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.

o LK

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: '/ /&(z /0.3

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

Sincerely,

Jthaél P.! De@eux&’“ Z

Chief Financial Officer

Simple Cleanse Laxative Formula 13e



825 Challenger Drive
Green Bay, WI 54311-8328
Ph: 920-469-1313
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Enzymatic Therapy

NATURAL MEDICINES®
July 27, 2003

Mr. Robert Moore

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 811

Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

C

‘,?1; 7 '{“ Z’“}
AUG 0 g 2003 j
RE: Label Claims/Disclaimers I

Dear Mr. Moore:

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

{- Enzymatic Simple - Magnesmm Hydrox1de Safely and naturally
Therapy, Inc. | Cleanse* Proprietary Mucilage Blend restores your body's
-|-l-axative - | slippery elm bark, -}-.own balance in just
-|-Formula --{-marshmallow-root-extract and | fourteen days.”
fenugreek seed extract,
Proprietary Soothing Blend
peppermint leaf, fennel seed
and ginger rhizome extract

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.

I3

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: ] / 517 /05

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

Sincerely,

/ kxchaet P. evere&“ z

Chief Financial Officer

Simple Cleanse Laxative Formula 14e



Enzymatic Therapy

NATURAL MEDICINES®
July 28, 2003

Mr. Robert Moore

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 811

Food and Drug Administration

5100 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
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.

Magnesium Hydroxide,
- - | Proprietary Mucilage

This formula promotes
healthy, comfortable bowel

Enzymatic
Therapy, Inc.

-Laxative - — - Blend- slippery elm bark,--| elimination.*-it-also purges
Formula marshmallow root extract | the intestine of built-up
and fenugreek seed toxins and promotes healthy,
extract, comfortable bowel cleansing
Proprietary Soothing and effective detoxification.*

Blend peppermint leaf,
fennel seed and ginger
rhizome extract

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.

e U

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: i /}5’/&5

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

Fax: 888-570-6460
Simple Cleanse Laxative Formula 15¢

www.enzy.com



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

Sincerely,

Mfchael P. Devefux z

Chief Financial Officer

Simple Cleanse Laxative Formula 15¢



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

Fax: 888-570-6460
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Enzymatic Therapy

NATURAL MEDICINES®
July 29, 2003

Mr. Robert Moore

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 811

Food and Drug Administration

5100 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
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.

Enzymatic Simple... 4 Magnesium Hydroxide, Magnesium hydroxide

Therapy, Inc. | Cleanse* Proprietary Mucilage Blend draws water into the
{1 Laxative -slippery elm bark, marshmallow . |-intestines making
-Formula -— --|-root extractandfenugreek seed-|-waste-material-soften
_extract, and swell.”

Proprietary Soothing Blend
peppermint leaf, fennel seed
and ginger rhizome extract

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.

. PR

Robert Doster -
Title: Senior Vice President of Scientific Affairs

Date: 7 / > /03

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

Sincerely, &A’
ichael P. Devereux (
Chief Financial Officer

Simple Cleanse Laxative Formula 16¢



EnzymaticTherapy

NATURAL MEDICINES®
July 30, 2003

Mr. Robert Moore

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 811

Food and Drug Administration

5100 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
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.

1 Enzymatic Simple : Magnesium Hydroxide, Slippery elm bark
Therapy, Inc. | Cleanse* Proprietary Mucilage Blend supports healthy
--| Laxative -|-slippery-elm-bark; marshmallow - | intestinal mucous.”
-Formula -~ —{rootextractand{enugreekseed |- —-—-- -

extract,
Proprietary Soothing Blend
peppermint leaf, fennel seed
and ginger rhizome extract

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.

o AL,

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: 7/30 /02)

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 543118328 P ' JAM«-P
Ph; 920-469-1313 Michael P. Devereux
Chief Financial Officer

Simple Cleanse Laxative Formula 17¢
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825 Challenger Drive
Green Bay, Wi 54311-8328
Ph: 920-469-1313

Fax: 888-570-6460

www.enzy.com

Enzymatic Therapy

NATURAL MEDICINES®
July 31, 2003

Mr. Robert Moore

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 811

Food and Drug Administration

5100 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
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.

Enzymatic \ Simple . Magnesium Hydroxide, Marshmallow root

Therapy, Inc. | Cleanse* Proprietary Mucilage Blend supports both immune
Laxative slippery elm bark, marshmallow | and digestive health.”
Formula root extract and fenugreek seed
extract,

Proprietary Soothing Blend
peppermint leaf, fennel seed
and ginger rhizome extract

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.

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: 7 /31/05

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

Sincerely,

M Dé)ercux&‘“ 1

Chief Financial Officer

Simple Cleanse Laxative Formula 18¢



Enzymatic Therapy

NATURAL MEDICINES®

August 1, 2003

RFECFIVED
Mr. Robert Moore AUG ¢ § 2003
Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 811 BY:

Food and Drug Administration
5100 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
54311 is a distributor and has included statements provided for by section 403(r)(6) of the Food, Drug,
and Cosmetic Act onrthe 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.

-Enzymatic Simple Magnesium Hydroxide, Peppermint leaf extract
Therapy, Inc. | Cleanse™ Proprietary Mucilage Biend supports and soothes
Laxative -slippery-elm bark, marshmallow }-intestinal muscles.”
Formula T rootextract-and-fenugreek seed
extract,
Proprietary Soothing Blend
peppermint leaf, fennel seed
and ginger rhizome extract

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.

o AMCLE

Robert Doster
Title; Senior Vice President of Scientific Affairs

pate: __301/03

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 )
Ph: 920-469-1313 Michael P. Devereux

Chief Financial Officer

Simple Cleanse Laxative Formula 19¢

Fax: 888-570-6460

WWW.enzy.com



Enzymatic Therapy

NATURAL MEDICINES®
August 2, 2003

Mr. Robert Moore

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 811

Food and Drug Administration

5100 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
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.

Enzymatic Simple Magnesium Hydroxide, Phase One: Cleansing
Therapy, Inc. | Cleanse” Proprietary Mucilage Blend In the first phase the
-t Laxative -|-slippery-elm-bark,-marshmallow -|-Laxative purges the
“TFormula ~ - |"root-extract-and-fenugreek seed | intestine of built-up
extract, toxins and excretory
Proprietary Soothing Blend matter.” Next, the
peppermint leaf, fennel seed Fiber Formula
and ginger rhizome extract reabsorbs and binds
the toxins.”

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.

e AN

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: ___$l2l03

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, W 543118328 N P . ‘“_,‘(ﬂ
Ph: 920-469-1313 ichael P. Devereux
Chief Financial Officer

Fax: 888-570-6460
Simple Cleanse Laxative Formula 20
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Enzymatic Therapy

NATURAL MEDICINES®
August 3, 2003

Mr. Robert Moore

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 811

Food and Drug Administration

5100 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
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.

Enzymatic Simple Magnesium Hydroxide, Phase Two: Transition
Therapy, Inc. | Cleanse* - | Proprietary Mucilage -- - - —|-Detoxification programs
Laxative ---Blend- slippery-elmbark; - {-should be gently tapered off.
Formula marshmallow root extract | During the next seven days
and fenugreek seed of the Transition Phase, the
extract, Laxative dose will be
Proprietary Soothing reduced, while the Fiber
Blend peppermint leaf, Formula continues to bind
fennel seed and ginger and eliminate purged toxins.*
rhizome extract

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.

o WL

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: 3/3/07)

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

Fax: 888-570-6460
Simple Cleanse Laxative Formula 21e

WWW.enzy.com



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

Smcerely,

‘.ﬁﬂ

Mlchael P. Devereux
Chief Financial Officer

Simple Cleanse Laxative Formula 21e



