Enzymaticl herapy @

NATURAL MEDICINES™

January 25, 2003 0907 03 MR-3 P1354

Mr. Robert Moore it ‘ :;m,:;; “H .

Office of Nutritional Products, Labeling & 1 .

Dietary Supplements, HFS 811 e FER - .

Food and Drug Administration 'L 4 2003 ST ]

5100 Paint Branch Parkway e S J5
| |

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.

COMPANY. | "DIETARY
Enzymatic CompleteGest™ | Proprietary Plant CompleteGest™ provides a
Therapy, Inc. Enzyme Blend combination of plant
(amylase, protease, enzymes to support
lipase, lactase, complete digestion of all
phytase, cellulase, types of nutrients, such as
sucrase, and maltase) | carbohydrates, proteins,
and fats.*

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: wolﬂ

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: / / aS/ 03

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

Sincerely,

WP-&M%

| i .
825 Challenger Drive Michael P. Devereux

Green Bay, Wi 54311-8328 Chief Financial Officer 975 0162 LET / / (// L/ 7

Ph: 920-469-1313
CompleteGest 4¢
Fax: 888-570-6460
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825 Challenger Drive
Green Bay, Wi 54311-8328

Ph: 920-469-1313
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January 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, 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.

o SNAMES = INGREDIENTS: - v

Enzymatic CompleteGest™ | Proprietary Plant As a result of the higher

Therapy, Inc. Enzyme Blend potency and broader range
(amylase, protease, of the digestive enzyme
lipase, lactase, activity, CompleteGest™
phytase, cellulase, provides superior support of

sucrase, and maltase) | carbohydrates, protein, fat,
and fiber digestion.*

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.

s RUIOAA

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: / / a\(e/ 03

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

CompleteGest Se



825 Challenger Drive
Green Bay, WI 54311-8328

Ph: 920-469-1313
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January 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

RE: Label Claims/Disclaimers

Dear Mr. Moore:

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.

" DIETARY. _

INGREDIENTS

émsz)/rﬁaticw :, CompleteGestTM Proprietary Plant
Therapy, Inc. Enzyme Blend

lipase, lactase,
phytase, cellulase,
sucrase, and
maltase)

(amylase, protease,

'i'he bll‘e’r;d of the four ~

proteases is active in a pH
range of 2-10, meaning that
this blend is enzymatically
active in both the stomach and
the intestine.* This range of
enzyme activity enhances
protein digestion throughout
the digestion system*

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 012.

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: /// 3»7/ 03

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at

(920) 406-3608.

Smcerely,

;.M{ﬂ

Mlchael P. Devereux
Chief Financial Officer

CompleteGest 6¢




825 Challenger Drive

Green Bay, Wi 54311-8328
Ph- an_ako 1212

Fax: 888-570-6460

Enzymatic[ her, dPy@

NATURAL MEDICINES™

January 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, 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.

'COMPANY | PRODUCT | = DIETARY | 8
o b A NAMET -] INGREDIENTS. . | © .
Enzymatic CompleteGest™ | Proprietary Plant The amylase in
Therapy, Inc. Enzyme Blend CompleteGest™ is active in a
(amylase, protease, | pH range of 4-6, which means
lipase, lactase, that it is active in both the
phytase, cellulase, stomach and the intestine.*
sucrase, and This range of enzyme activity
maltase) enhances starch digestion
throughout the digestion
system*

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 Uodd

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: / // 9»8’/ o3

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

Sincerely,

WP-&M&

Michael P. Devereux

Chief Financial Officer
CompleteGest 7e



825 Challenger Drive
Green Bay, W1 54311-8328

Ph: 920-469-1313
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January 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, Wiscons
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 produ
we currently market or plan to market in the immediate future, and may be exploratory in nature.

Enzymatic CompleteGest™ Propnetary Plant The blend of the three sugar
Therapy, Inc. Enzyme Blend enzymes is active in a pH
(amylase, protease, | range of 3-8, meaning that this
lipase, lactase, blend is enzymatically active in
phytase, cellulase, both the stomach and the
sucrase, and intestine.” This range of
maltase) enzyme activity enhances
sugar digestion throughout the
digestion system.”

I certify that the information contained in this notice is complete and accurate and that Enzymatic
Therapy, Inc. ;as substantiation that the statements are truthful and not misleading.

By:

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: /7/0_‘) 71103

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

Slncerely, 8

Mlchael P. Devereux
Chief Financial Officer

Cavanlatallact Ra




825 Challenger Drive
Green Bay, Wl 54311-8328

Ph: 920-469-1313

www.enzy.com

EnzymaticTherap%@

NATURAL MEDICINES”

January 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, 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.

“COMPANY | . PRODUCT | _ DIETARY | . STATEMENI
TR ' " | 'INGREDIENTS" N
Enzymatic Proprietary Plant The blend of the four lipases is

Therapy, Inc. Enzyme Blend active in a pH range of 4-8,
(amylase, protease, | meaning that this blend is
lipase, lactase, enzymatically active primarily
phytase, cellulase, in the intestine where fat
sucrase, and absorption occurs.*
maltase)

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.

s U004

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: //30/03
/ /

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

Tt P

Michael P. Devereux
Chief Financial Officer

CompbleteGest 9¢



825 Chailenger Drive
Green Bay, Wl 54311-8328

Ph: 920-469-1313

www.enzy.com

EnzymaticTherapy@@

NATURAL MEDICINES”

January 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, Wiscons!
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.

. /‘COMPANY | PRODUCT. " DIETARY |
ST - TNAMET. | GINGREDIENTS | o
Enzymatic CompleteGest™ | Proprietary Plant Since digestive enzymes act
Therapy, Inc. Enzyme Blend upon food by breaking down
(amylase, protease, | into simpler components that
lipase, lactase, can be used by the body for
phytase, cellulase, energy, digestive enzyme
sucrase, and therapy can be used to
maltase) enhance the digestive process
and ensure complete digestion
of food.*

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 Luiodd

Robert Doster
Title: Senior Vice President of Scientific Affairs
Date: / / 2] / 03
T

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

Sincerely,

Jeit Pl

Michael P. Devereux
Chief Financial Officer

CompleteGest 10e



825 Challenger Drive
Green Bay, Wi 54311-8328

Ph: 920-469-1313

www.enzy.com

Enzymaticl her; Py @

NATURAL MEDICINES®

February 1, 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, 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.

A § N*AME:«.,} 1" INGREDIENTS' - | ;7 AR
Enzymatic CompleteGestTM Proprietary Plant Individuals with carbohydrate
Therapy, Inc. Enzyme Blend intolerance can greatly benefit

(amylase, protease, | from supplementing their diet
lipase, lactase, with amylase, sucrase,

phytase, cellulase, maltase, and lactase.”
sucrase, and
maltase)

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.

s Rufodd

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: e7_/1 /()5
77

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

Sincerely, &}“

Mlchael P. Devereux
Chief Financial Officer

CompleteGest 1 le



825 Challenger Drive
Green Bay, WI 54311-8328

Ph: 920-469-1313

Wevaoy.Luia

Enz matlcThQI’aDYO

NATURAL MEDICINES”

February 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, 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.

*"COMPANY" | ~'PRODUC D!ETARY JRPRNT
Enzymatic CompleteGestTM Propnetary Plant Supplementing the diet with

Therapy, Inc. Enzyme Blend lactase, amylase, protease,
(amylase, protease, | and lipase enzymes will help
lipase, lactase, alleviate the symptoms
phytase, cellulase, associated with lactose
sucrase, and intolerance.*
maltase)

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.

R Y]]

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: 9»/3 /03
/7

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

Slncerely,

‘..,7ﬂ

Mlchael P. Devereux
Chief Financial Officer

CompleteGest 12¢



825 Challenger Drive

Green Bay, Wi 54311-8328

Ph: 920-469-1313

LR v

ey e,

-

Enzymaticl herapy @

NATURAL MEDICINES™

February 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, 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.

T TNAMET C|C INGREDIENTS . [

Enzymatic CompleteGest™ | Proprietary Plant Digestive enzyme

Therapy, Inc. Enzyme Blend supplementation using
(amylase, protease, | amylase, protease, and lipase
lipase, lactase, enzymes can be used to
phytase, cellulase, relieve occasional constipation
sucrase, and by improving the digestion of
maltase) food and improving

elimination.*

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 (’LQ.:L_

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: 51// 5/ 03

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

Sincerely,

Jebt P -fpe

Michael P. Devereux
Chief Financial Officer

CompleteGest 13e



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

Fax: 888-570-6460

www.enzy.com

Enzymatic] herapy @

NATURAL MEDICINES"

February 4, 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.

‘I - "DIETARY - | .77
S .7 INGREDIENTS ~ |~ IR
Enzymatic Proprietary Plant Supplementation with
Therapy, Inc. Enzyme Blend amylase, protease, lipase,
(amylase, protease, | cellulase, phytase, sucrase,
lipase, lactase, maltase, and lactase enzymes
phytase, cellulase, will provide any missing or
sucrase, and insufficient enzymes and
maltase) alleviate gas symptoms
associated with the digestion
of food.”

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.

b RLI0Ad

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: =2 / "/‘/ 03

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

Furp by

Michael P. Devereux
Chief Financial Officer

CompleteGest 14¢




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

Fax: 888-570-6460

WWW.enzy.com

EnzymaticTherap\/@@

NATURAL MEDICINES™

February 5, 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.

COMPANY-| "PRODUCT " - DIETARY . |

b UNAME | JNGREDIENTS: TR

Enzymatic CompleteGest™ | Proprietary Plant Digestive enzyme

Therapy, Inc. Enzyme Blend supplementation using
(amylase, protease, | amylase, protease, and lipase
lipase, lactase, enzymes can be used to
phytase, cellulase, support the digestion of
sucrase, and protein, carbohydrates, and
maltase) fats.*

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 L?:L

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: %/5/05
[

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

CompleteGest 15¢



