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

Fax: 920-469-4400

www.enzy.com

Enzymatic-ﬂ’lerapy®

NATURAL MEDICINES™
January 16, 2003 0985 3 MR £6.,P 14T
S ’ R §

Mr. Robert Moore ,
Office of Nutritional Products, Labeling & ]
Dietary Supplements, HFS 811 j
Food and Drug Administration 3
5100 Paint Branch Parkway L
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 Healthy Folic Acid, Vitamin y
Therapy, Inc. | Cells™ Breast | B12, Calcium D- line, Healthy Cells™ Breast
Glucarate, lodine, can be used alone or in
Broccoli Floret and combination with Cell Forte®
Stalk Concentrate, with IP-6 and Inositol for
Green Tea Leaf cellular health and support.*

Extract, Maitake
Mushroom Powder,
Maitake Mushroom
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.

By: M{
Robert Doster

Title: Senior Vice President of Scientific Affairs

Date: f//(o /CL%

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

WP&” g75 0162 LET //50?5

Michael P. Devereux

Chief Financial Officer ‘ ,
Healthy Celis Breast 8¢ g % \-[ Q{ //)



EnzymaticTnerapy@@

NATURAL MEDICINES™

January 19, 2003

Mr. Robert Moore

Office of Nutritional Products, La
Dietary Supplements, HES 811 CER 9.,
Food and Drug Administration ' - ALy
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.

L - 1NY :
Enzymatic Healthy Folic Acid, Vitamin B12, Folic acid is required for
Therapy, Inc. | Cells™ Breast | Calcium D-Glucarate, red blood cell maturation.”

lodine, Broccoli Floret and
Stalk Concentrate, Green
Tea Leaf Extract, Maitake
Mushroom Powder,
Maitake Mushroom 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.

sy RUI004

' Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: ‘//C/ /DQB

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

Sincerely,
- P 7,
825 Challenger Drive .
Michael P. Devereux
Green Bay, W1 543118328 Chief Financial Officer

Ph: 920-469-1313

Fax: 920-469-4400

Healthy Cells Breast 11e
Www.enzy.com



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

Fax: 888-570-6460

WWW.enzy.com

Enzymaticl herapy®

NATURAL MEDICINES"

February 12, 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.

. NIV
Enzymatic Healthy Folic Acid, Vitamin B12, Calcium D-glucarate
Therapy, Inc. | Celis™ Breast | Calcium D-Glucarate, (CGT)is a precursor of
lodine, Broccoli Floret and | glucarolactone (GL),
Stalk Concentraie, Green which inhibits -
Tea Leaf Extract, Maitake | glucuronidase, GL
Mushroom Powder, increases the amount of
Maitake Mushroom Extract | these compounds
sequestered and excreted
as the glucuronides, thus
decreasing the portion of
active compounds that
could be hazardous to the
body. In animal studies,
administration of CGT
was reported to inhibit -
glucuronidase activity.*

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: 32//;2/&3

Healthy Cells Breast 35¢



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

Sincerely,

L7 P fonp

Michael P. Devereux
Chief Financial Officer

Healthy Cells Breast 35¢



EnzymaticTherapy®

NATURAL MEDICINES”

February 13, 2003

Mr. Robert Moore -

Office of Nutritional Products, Labeling & REE B
Dietary Supplements, HFS 811 S e
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 Healthy Folic Acid, Vitamin B12, Increased clearance of
Therapy, Inc. | Cells™ Breast | Calcium D-Glucarate, lodine, | the endogenous
Broccoli Floret and Stalk estradiol and precursors
Concentrate, Green Tea of 17-ketosteroids,
Leaf Extract, Maitake followed by a reduction
Mushroom Powder, Maitake | in steady-state levels of
Mushroom Extract these hormones, are

theorized as further
explanations for this
supplement’s support of
healthy breast cells.*

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.

5y, QU0

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: =—2//3/03

825 Challenger Drive
Green Bay, W1 54311-8328
Ph: 920-469-1313

Fax: 920-469-4400
Healthy Cells Breast 36

www.enzy.com



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

s p-Joupp

Michael P. Devereux
Chief Financial Officer

Healthy Cells Breast 36e



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

Fax: 920-469-4400

www.enzy.com

Enzymatic] herapy®

NATURAL MEDICINES™
February 14, 2003

Mr. Robert Moore IR
Office of Nutritional Products, Labeling & S T
Dietary Supplements, HFS 811 S Frg 2

Food and Drug Administration . T el Zoas
5100 Paint Branch Parkway P -
College Park, MD 20740 IR

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.

_- » AT .

Enzymatic Healthy Folic Acid, Vitamin B12, Folic acid functions as a

Therapy, Inc. | Cells™ Breast | Calcium D-Glucarate, lodine, | carrier of hydroxymethyl
Broccoli Floret and Stalk and foryl groups.*

Concentrate, Green Tea
Leaf Extract, Maitake
Mushroom Powder, Maitake
Mushroom 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.

5y QUL00.

' Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: al//‘f/Oﬁ

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

Healthy Cells Breast 37¢



Enzymaticl herapy @

NATURAL MEDICINES™
February 15, 2003

Mr. Robert Moore

Office of Nutritional Products, Labeling &

Dietary Supplements, HFS 811 ~
Food and Drug Administration " FFR o 1 oon
5100 Paint Branch Parkway TR 4
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.

N

Enzymatic | Healthy Folic Acid, Vitamin B12,

A recent study has
Therapy, Inc. | Cells™ Breast | Calcium D-Glucarate, lodine, | suggested that vitamin
Broccoli Floret and Stalk B 12 deficiency may
Concentrate, Green Tea lead to reduced DNA
Leaf Extract, Maitake synthesis and impaired
Mushroom Powder, Maitake | DNA repair mechanisms
Mushroom Extract in breast tissue in the
lab setting. Both of
these mechanisms are
required for healthy
cells.”

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: QLE Qﬂ,“L
Robert Doster

Title: Senior Vice President of Scientific Affairs

Date: 2 / /5 /p3

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

Fax' 920-469-4400
Healthy Cells Breast 38¢

Www.enzy.com



o

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

Healthy Cells Breast 38e



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

Fax: 920-469-4400

Enzymatic] herapy.®@

NATURAL MEDICINES”
February 16, 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 Folic Acid, Vitamin B12, ine is
Therapy, Inc. | Cells™ Breast | Calcium D-Glucarate, lodine, | involved in making
Broccoli Floret and Stalk thyroid hormones, which
Concentrate, Green Tea helps regulate
Leaf Extract, Maitake reproduction,
Mushroom Powder, Maitake | maintenance of healthy
Mushroom Extract metabolic rates, and cell
growth *

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.

QLg0dd

Robert Doster
Title: Senior Vice President of Scientific Affairs

S

By:

Date: ol//@ /0:)

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

Sincerely,

Michael P. Devereux z

Chief Financial Officer
Healthy Cells Breast 39¢




EnzymaticThEI’apy@@

NATURAL MEDICINES”
February 17, 2003

Mr. Robert Moore

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

Food and Drug Administration c P
5100 Paint Branch Parkway S T
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 Healthy Foli id, 12, the early s, broccoli
Therapy, Inc. | Cells™ Breast | Calcium D-Glucarate, was found to increase the
lodine, Broccoli Floret activity in Phase |l
and Stalk Concentrate, enzymes. Later,
Green Tea Leaf Extract, | sulforaphane was identified
Maitake Mushroom as the principal Phase |l
Powder, Maitake enzyme in broccoli extract.
Mushroom Extract In animal studies,
sulforaphane was reported
to enhance chemical
detoxification and support
healthy cell development.*

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 QU004

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: 92//7/073

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

Fax: 920-469-4400
Healthy Cels Breast 40¢

www.enzy.com



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

Sincerely, X

/‘M:LJ‘ ,p ¢ t\r,w [ s ﬁ
Michael P. Devereux
Chief Financial Officer

Healthy Cells Breast 40e



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

Fax: 920-469-4400

www.enzy.com

Enzymatic her dPy®@

NATURAL MEDICINES™
February 18, 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 Healthy Folic Acid, Vitamin B12,

Therapy, Inc. | Cells™ Breast | Calcium D-Glucarate,
lodine, Broccoli Floret
and Stalk Concentrate,
Green Tea Leaf Extract,
Maitake Mushroom
Powder, Maitake
Mushroom Extract

In an animal model, D-
fraction was shown to
activate macrophages,
natural killer cells and
cytotoxic T-cells with a a
concomitant increase in
interleukin-1 production.*

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.

ny: QUP0U0A

' Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: 02/1 9/03

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

(920) 406-3608.

Sincerely,

’ ﬂichae] ﬁ Dpereuxg z

Chief Financial Officer
Healthy Cells Breast 41¢




