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

Fax: 888-570-6460

www.enzy.com

Enzymaticl herapy®

NATURAL MEDICINES”

Qctober 6, 2003

Mr. Robert Moore o
Office of Nutritional Products, Labeling & " pA
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.

nzymatic itamin D, Calcium y
Therapy, Inc. (from tricalcium phosphate has demonstrated
phosphate and calcium | it may be the most
citrate), Phosphorus, bioavailable form of calcium
Magnesium, Sodium with superior absorption in
bones.*

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: ___/ 0/& Aff)

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

Sincerely,

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

Fax: 888-570-6460

www.enzy.com

EnzymaticThem@

NATURAL MEDICINES”

QOctober 7, 2003

Mr. Robert Moore

N2 -5 M
Office of Nutritional Products, Labeli

Dietary Supplements, HFS 811
Food and Drug Administration
5100 Paint Branch Parkway
College Park, MD 20740

RE: Label Claims/Disclaimers

Dear Mr. Moore

na L
g o

]

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.

Therapy, Inc.

Vitamin D, Calcium
(from tricalcium
phosphate and calcium
citrate), Phosphorus,
Magnesium, Sodium

The primary function of vitamin
D are the absorption of calcium
and phosphorus from the
intestines and bone
mineralization and mineral
homeostasis through the
regulation of blood calcium
levels.*

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.

Rébert Doster

Title: Senior Vice President of Scientific Affairs

Date: /D/ 7 / 03

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

(920) 406-3608.

Michael P.> Devereux
Chief Financial Officer

Calcium 16e



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

Fax: 888-570-6460

www.enzy.com

Enzymaticl herapy®

NATURAL MEDICINES”

October 7, 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.

, Calcium (from
Therapy, Inc. tricalcium phosphate and indicated that vitamin D
calcium citrate), Phosphorus, | supports healthy bone
Magnesium, Sodium formation.*

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: Mlu___
obert Doster

Title: Senior Vice President of Scientific Affairs

Date: /0/ 7 /0.3

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

Tt p Loy

Michael P. Devereux
Chief Financial Officer

Calcium 17¢



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

Fax: 888-570-6460

www.enzy.com

EnzymaticTherapyo@

NATURAL MEDICINES"

October 7, 2003 1ol

Mr. Robert Moore i
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.

zy Vitamin D, Caicium (from Supplementation with
Therapy, Inc. tricalcium phosphate and vitamin D has been shown
calcium citrate), Phosphorus, | to support healthy
Magnesium, Sodium musculoskeletal function in
older adults.*

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.

obert Doster

Title: Senior Vice President of Scientific Affairs

Date: /0/ 7 43

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

Michael P. Devereux
Chief Financial Officer

Calcium 18e



Enzymaticmel’apya@

NATURAL MEDICINES"

October 7, 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.

ENAATY
Calci

Enzymatic um Vitamin D, Calcium (from Vitamin D with calcium
Therapy, Inc. tricalcium phosphate and supplements has also been
calcium citrate), Phosphorus, | demonstrated to support
Magnesium, Sodium oral health, including
healthy teeth.”

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: ‘woﬁ.‘l_

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: __| 0/ 7 /03

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

(920) 406-3608.
Sincerely,
825 Challenger Drive — P
Green Bay, Wi 54311-8328 I i r‘t ' L“‘\(ﬂ
Ph: 920-460-1313 Michael P. Devereux
Chief Financial Officer

Fax: 888-570-6460 )
Calcium 19¢
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825 Challenger Drive
Green Bay, Wi 54311-8328
Ph: 920-469-1313

Fax: 888-570-6460

www.enzy.com

Enzymaticl herapy @

NATURAL MEDICINES”

October 8, 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 Calcium Vitamin D, Caicium (from Calcium is required for
Therapy, inc. tricalcium phosphate and appropriate blood clotting
calcium citrate), Phosphorus, | responses, nerve impulse
Magnesium, Sodium transmissions, muscle
contractions, and cell
metabolism.*

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: [}

0
Title: Senior Vice President of Scientific Affairs
Date:_/2/$/03

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

Sincerely,

Michael P. Devereux

Chief Financial Officer
Calcium 20e



Enzymaticmemm@

NATURAL MEDICINES™
October 8§, 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 Vitamin D, Calcium (from | Calcium supplementation

Therapy, Inc. tricalcium phosphate and has been studied for its
calcium citrate), possible role in supporting
Phosphorus, Magnesium, | healthy pregnancy, healthy
Sodium ' cell development in the

colon, the retention of
healthy blood pressure that
is already within normal
range, supporting healthy
body mass index (BMI), and
supporting healthy lipid
levels (both low density
lipoprotein (LDL) and high
density lipoprotein (HDL)
cholesterol levels).*

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 OQ,ZL

Robert Doster
Title: Senior Vice President of Scientific Affairs

825 Challenger Drive

Green Bay, Wi 54311-8328

Ph: 920-469-1313 Date: O / £ /03

Fax: 888-570-6460 .
Calcium 21e

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

[t P boap

chhael P. Devereux
Chief Financial Officer

Sincerely,

Calcium 21e



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

Fax: 888-570-6460

WWw.enzy.com
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cNZymaticCi rici apy’
NATURAL MEDICINES™ @

October 9, 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 Calcium alcium (from osphorus, in the form o
Therapy, Inc. tricalcium phosphate and | phosphate, is essential for
calcium citrate), the process of bone
Phosphorus, Magnesium, | mineralization.”
Sodium

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.

R0

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: /0/‘? /03

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

Smcerely,

Michael P. Devereux Z

Chief Financial Officer

Calcium 22¢



EnzymaticTherapyD@

NATURAL MEDICINES™
October 9, 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.

Al
Enzymatic Calcium Vitamin D, Calcium (from
Therapy, Inc. tricalcium phosphate and
calcium citrate),
Phosphorus, Magnesium,
Sodium

Recent evidence
determined that phosphate
regulate genes involved in
bone mineralization.*

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.

oy P00

" Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: __10D /?/Q5

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

(920) 406-3608.
Sincerely, ?;
825 Challenger Drive W P ) l
Green Bay, Wi 543118328 Michael P. Devereux

Ph: 920-469-1313 Chief Financial Officer

Fax; 888-570-6460
Calcium 23e

www.enzy.com
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825 Challenger Drive
Green Bay, WI 54311-8328
Ph: 920-469-1313

Fax: 888-570-6460

www.enzy.com

Enzymaticl herapy.®@

NATURAL MEDICINES”

October 9, 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 Calcium Vitamn D, Calcium Phosphorus intake for th
Therapy, Inc. (from tricalcium support of bone health be
phosphate and calcium | more important than currently

citrate), Phosphorus, recognized.* Recent research
Magnesium, Sodium suggests that calcium
phosphate nutritional

supplements offer the most
effective support for healthy
bones.*

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: __%LQ_QM—
obert Doster

Title: Senior Vice President of Scientific Affairs

Date: __ [0 / 7/03

Calcium 24¢



A

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

Sincerely,

[IRR

Chief Financial Officer

Calcium 24e



825 Challenger Drive
Green Bay, Wl 543118328
Ph: 920-469-1313

Fax: 888-570-6460

WWW.enzy.com

EnzymaticTherapy@@

NATURAL MEDICINES™

October 10, 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 Vitamin D, Calcium (from
Therapy, Inc. tricalcium phosphate and
calcium citrate),
Phosphorus, Magnesium,
Sodium

Magnesium
supplementation may aiso
support the retention of
healthy cholesterol levels
already within normal
limits, and is well-known
for supporting the immune
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: _Mﬂl___
obert Doster

Title: Senior Vice President of Scientific Affairs

Date: 70/10/03

Calcium 25e




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

Smcerely,

1.»7&

Mlchael P. Devereux
Chief Financial Officer

Calcium 25e



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

Fax: 888-570-6460

WwWW.enzy.com

EnzymaticTnerap%@

NATURAL MEDICINES™
October 10, 2003

Mr Raohert Moore

AVARA s AUWFL WA Y AVA WA W

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.

VS

Enzymatic Calcium Vitamin D, Calcium (from | Clinical studies have found
Therapy, Inc. tricaicium phosphate and | that magnesium supports
calcium citrate), healthy bones in your
Phosphorus, Magnesium, | adults.”
Sodium

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: wmw*
obert Doster

Title: Senior Vice President of Scientific Affairs

Date: __{D //0/03

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

Sincerely,

Michael P. Devereux E

Chief Financial Officer
Calcium 26¢
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825 Challenger Drive
Green Bay, Wi 54311-8328
Ph: 920-469-1313

Fax: 888-570-6460

WWw.enzy.com

Enzymatic

NATURAL MEDICINES”

October 11, 2003

Mr. Robert Moore

herapy.@

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.

zy
Therapy, Inc.

tricalcium phosphate and
calcium citrate),
Phosphorus, Magnesium,
Sodium

D, phosphate, and calcium
in Calcium provide
superior nutritional support
for the health of bone,
colon, musculoskeletal
system, immune system,
and the retention of
healthy cholesterol levels
that are already within the
normal range.*

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: D "poLQJL

Robert Doster

Title: Senior Vice President of Scientific Affairs

Date: [D/ll /03

Calcium 27¢
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If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 406-3608.

Sincerely, 8
Aichael P. Devereux z
Chief Financial Officer

Calcinm 27e



