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

Fax: 888-570-6460

WWW.enzy.com

Enzymatic Therapy

NATURAL MEDICINES®

September 15, 2003 ICRA T A V5 T S el e
o ‘ , S VA T Fa
Mr. Robert Moore j SEP A
Office of Nutritional Products, Labeling & . 722 03 Sl
Dietary Supplements, HFS 811 ‘ { L Hl g ‘f

Food and Drug Administration Lm_“ r— ‘
5100 Paint Branch Parkway “‘"‘“"*'-w“,\/
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 manufacturer 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 INGREDIENTS STATEMENTS
NAME - R . ~
Enzymatic OstecPrime® | Vitamin C, Vitamin D, Vitamin K, | Supports & maintains
Therapy, Inc. Thiamin, Riboflavin, Niacin, healthy bones &

Vitamin B8, Folic Acid, Vitamin bone structure*
B12, Pantothenic Acid, Calcium,
Magnesium, Zinc, Selenium,
Copper, Manganese, Chromium,
Molybdenum, Sodium, Betaine
HCI, Silicon, Boron, Strontiuim

[ 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: ~_£Jlﬂju~_
RobBert 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,

Lt ey o IR

Michael P. Devereux
Chief Financial Officer 075 0162

OsleoPrime 4e %



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

Fax: 888-570-6460
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EnzymaticTherapy

NATURAL MEDICINES®
September 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 manufacturer 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 INGREDIENTS - |~ STATEMENTS
NAME S -

Enzymatic OsteoPrime® | Vitamin C, Vl’camm D Vltamln K, | Healthy bones need:

Therapy, Inc. Thiamin, Riboflavin, Niacin, Vitamin D to properly

Vitamin B6, Folic Acid, Vitamin use calcium and
B12, Pantothenic Acid, Calcium, | phosphorus.*
Magnesium, Zinc, Selenium,
Copper, Manganese, Chromium,
Molybdenum, Sodium, Betaine
HCI, Silicon, Boron, Strontiuim

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:_aQuM.L_—
obert C. Doster

Title: Senior Vice President of Scientific Affairs

Date: ?//(e /03

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

P&Wf

Michael P Devereux
Chief Financial Officer

Smcexely,

OsteoPrime Se



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

Fax: 888-570-6460
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Enzymatic Therapy

NATURAL MEDICINES®
September 17, 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 manufacturer 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:4.-:PRODUCT DIETARY INGREDIENTS STATEMENTS
NAME e C .
Enzymatic OsteoPrime® | Vitamin C, Vitamin D, Vitamin K, | Healthy bones need:
Therapy, Inc. Thiamin, Riboflavin, Niacin, Manganese, zinc,

Vitamin B8, Folic Acid, Vitamin strontium, vitamin B6,
B12, Pantothenic Acid, Calcium, | vitamin C, silicon,
Magnesium, Zinc, Selenium, copper and boron to
Copper, Manganese, Chromium, | aid bone and
Molybdenum, Sodium, Betaine connective tissue
HCI, Silicon, Boron, Strontium development.”

[ 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: __gua&g_
RoBert C. 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.

Lt p Loy

Michael P. Devereux
Chief Financial Officer

QOsteoPrime Ge



EnzymaticTherapy

NATURAL MEDICINES®
September 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 manufacturer 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 INGREDIENTS. STATEMENTS
Enzymatic OsteoPrime® | Vitamin C, Vitamin D, Vitamin K, | OsteoPrime®,
Therapy, Inc. Thiamin, Riboflavin, Niacin, provides a balanced

Vitamin B8, Folic Acid, Vitamin combination of

B12, Pantothenic Acid, Calcium, | important nutrients to
Magnesium, Zinc, Selenium, support and maintain
Copper, Manganese, Chromium, | healthy bones in
Molybdenum, Sodium, Betaine | women and is

HCI, Silicon, Boron, Strontium targeted to work
especially well for
women during
perimenopause and
menopause.”

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

o U004

Ro'bert C. Doster
Title: Senior Vice President of Scientific Affairs

Date: 7//5//03

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

Fax: 888:570-6460 OsteoPrime 7e

www.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.

Sincerely,

ly

Michael P. Devereux
Chief Financial Officer

».Tﬂ

QsleoPrime 7e



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

Fax: 888-570-6460

WWW.enzy.com

Enzymatic Therapy

NATURAL MEDICINES®

S ?‘@;f O
September 16, 2003 : N /

. "" SE g”i‘
Mr. Robert Moore ;/ o P 2 2 200 ;! ;
Office of Nutritional Products, Labeling & b Ay
Dietary Supplements, HFS 811 \wi\‘\\j’i;;‘

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 |NGREDIENTS STATEMENTS
‘NAME
Enzymatic Calcium Vltamm D Calcnum (from Supports and malntalns
Therapy, Inc. tricalcium phosphate and optimum bone health*

calcium citrate),
Phosphorus, Magnesium,
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: __%’jﬂﬂi__
Robert Doster

Title: Senior Vice President of Scientific Affairs

Date: ?// b /03

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

Sincerely,

Michael P. Deve/r?:ux (

Chief Financial Officer

Calcium e % 64 ’Lq



