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

Fax: 888-570-6460

www.enzy.com

EnzymaticTherapy s

NATURAL MEDICINES® A 1T
April 8, 2004 S R ‘ it

Office of Nutritional Products, Labeling & el I
Dietary Supplements, HFS 810 B L
Center for Food Safety and Applied Nutrition

Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by
Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a
statement provided by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic
Therapy, Inc. wishes to take advantage of the exemption to section 201(g)(1)(C) of the act and comply
with section 403(r)(6) of the act. 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.

PRODUCT STATEMENTS INGREDIENT(S) TO WHICH THE
NAME ‘ ’ , CLAIM REFERS
PMS Symptom Modulate elevations in luteal | Vitamin D (as cholecalciferol), Calcium
Free®* phase estradiol associated (as calcium citrate and calcium
with PMS.” carbonate), lodine (as potassium iodide),

Magnesium (as magnesium aspartate),
Chaste Tree (Vitex agnus-castus) Berry
Extract, Diindolylmethane (DIM)

I certify that the information contained in this notice is complete and accurate and that Enzymatic

Therapy, Inc. hmar&ftn that the statements are truthful and not misleading.
By:

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: b//zi/O i

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

SMP&"““*/ sz 1en /377

Michael P. Devereux
Chief Financial Officer

PMS Symptom Free le-BW



Enzymatic Therapy

NATURAL MEDICINES®
April 8, 2004

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by
Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a
statement provided by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic
Therapy, Inc. wishes to take advantage of the exemption to section 201(g)(1)C) of the act and comply
with section 403(r)(6) of the act. 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.

PRODUCT STATEMENTS INGREDIENT(S) TO WHICH THE
- NAME : CLAIM REFERS
PMS Symptom Encourage healthy Vitamin D (as cholecalciferol), Calcium
Free®* pregnenolone metabolism.” (as calcium citrate and calcium

carbonate), lodine (as potassium iodide),
Magnesium (as magnesium aspartate),
Chaste Tree (Vitex agnus-castus) Berry
Extract, Diindolylmethane (DIM)

I certify that the information contained in this notice is complete and accurate and that Enzymatic

Therapy, Inc. has plbstaréijﬁji‘that the statements are truthful and not misleading.

By

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: 9//?/0 v

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, W1 54311-8328 W p ) M‘7ﬂ
Michael P. Devereux

Ph 920-469-1313 : . A -
Chief Financial Officer
PMS Symptom Free 2¢e-BW

Fax 888-570-6460

Www.enzy.com



Enzymatic Therapy

NATURAL MEDICINES®
April 9, 2004

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by
Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a
statement provided by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic
Therapy, Inc. wishes to take advantage of the exemption to section 201(g)(1)(C) of the act and comply
with section 403(r)(6) of the act. 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.

- PRODUCT STATEMENTS ~ INGREDIENT(S) TO WHICH THE

~__ _NAME i ‘CLAIM REFERS

PMS Symptom Promote breast health, Vitamin D (as cholecalciferol), Calcium

Free®* enhance calcium, vitamin D, | {(as calcium citrate and calcium
and magnesium levels, and carbonate), lodine (as potassium iodide),
support increased Magnesium (as magnesium aspartate),
progesterone production Chaste Tree (Vitex agnus-castus) Berry
through prolactin modulation.* | Extract, Diindolylmethane (DIM)

I certify that the information contained in this notice is complete and accurate and that Enzymatic

Therapy, Inc. has mﬁi’@l‘mm the statements are truthful and not misleading.

By

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: L//?/OZ’/

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
Michael P. Devereux

Ph: 920-469-1313 ; : A ’
Chief Financial Officer

Fax 888-570-6460 .
PMS Symptom Free 3e-BW

www.enzy com



Enzymatic Therapy

NATURAL MEDICINES®
April 10, 2004

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by
Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a
statement provided by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic
Therapy, Inc. wishes to take advantage of the exemption to section 201(g)(1)(C) of the act and comply
with section 403(c)(6) of the act. 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.

PRODUCT - STATEMENTS INGREDIENT(S) TO WHICH THE
* ‘NAME_ ‘ CLAIM REFERS
PMS Symptom lodine to help support healthy | Vitamin D (as cholecalciferol), Galcium
Free®” thyroid function and breast (as calcium citrate and calcium
health.” carbonate), lodine (as potassium iodide),

Magnesium (as magnesium aspartate),
Chaste Tree (Vitex agnus-castus) Berry
Extract, Diindolylmethane (DIM)

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 Luhed

Robert ljoster
Title: Senior Vice President of Scientific Affairs

Date: %//0/0"/

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

Sincerely,
825 Chatlenger Drive W P &‘“
Green Bay, Wi 54311-8328 j‘”’%
Ph. 520-469-1313 Michael P. Devereux

Chief Financial Officer
PMS Symptom Fiee 4e-BW

Fax. 888-570-6460

WW\W enzy com



Enzymatic Therapy

NATURAL MEDICINES®
April 10, 2004

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway
College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by
Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a
statement provided by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic
Therapy, Inc. wishes to take advantage of the exemption to section 201(g)(1)(C) of the act and comply
with section 403(r)(6) of the act. 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.

PRODUCT STATEMENTS INGREDIENT(S) TO WHICH THE
NAME . ' CLAIM REFERS
PMS Symptom Dietary Supplement relieves | Vitamin D (as cholecalciferol), Calcium
Free®* PMS symptoms* (as calcium citrate and calcium

carbonate), lodine (as potassium iodide),
Magnesium (as magnesium aspartate),
Chaste Tree (Vitex agnus-castus) Berry
Extract, Diindolylmethane (DIM)

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

A

By:
Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: L/// O/OL/

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

Since ely,
825 Challenger Drive p M%
Green Bay, Wi 54311-8328

Ph. 920-469-1313 Michael P. Devereux
Chief Financial Officer

PMS Symptom Free Se-BW

Fax. 888-570-6460

www.enzy.com



Enzymatic Therapy

NATURAL MEDICINES®
April 10, 2004

Office of Nutritional Products, Labeling &
Dietary Supplements, HES 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by
Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a
statement provided by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic
Therapy, Inc. wishes to take advantage of the exemption to section 201(g)(1)(C) of the act and comply
with section 403(r)(6) of the act. 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.

PRODUCT STATEMENTS INGREDIENT(S) TO WHICH THE
__NAME 1 - CLAIM REFERS
PMS Symptom PMS Symptom Free®* Vitamin D (as cholecalciferol), Calcium
Free®* contains the first and only (as calcium citrate and calcium
stable bioavailable form of carbonate), lodine (as potassium iodide),
DIM (Diindolylmethane) to Magnesium (as magnesium aspartate},
help support healthy estrogen | Chaste Tree (Vitex agnus-castus) Berry
metabolism.” Extract, Diindolyimethane (DIM)

I certify that the information contained in this notice is complete and accurate and that Enzymatic

Therapy, Inc. has mﬁiﬁ{hat the statements are truthful and not misleading.

By:

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: L///O/DL/

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
PR 520-469-1313 Michael P. Devereux

Chief Financial Officer
PMS Symptom Free 6e-BW

Fax. 888-570-6460

Www.enzy.com



e

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

Fax 888-570 6460

Www enzy.com

Enzymatic Therapy

NATURAL MEDICINES®
April 11, 2004

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by
Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a
statement provided by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic
Therapy, Inc. wishes to take advantage of the exemption to section 201(g)(1)(C) of the act and comply
with section 403(r)(6) of the act. 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.

PRODUCT STATEMENTS INGREDIENT(S) TO WHICH
NAME ~ ‘ THE CLAIM REFERS
PMS Symptom It features chaste tree berry extract Vitamin D (as cholecalciferol),
Free®* to support the production of Calcium (as calcium citrate and

progesterone; calcium, magnesium, | calcium carbonate), lodine (as
and vitamin D, which play synergistic | potassium iodide), Magnesium

roles in supporting health during (as magnesium aspartate),

PMS:; and iodine for healthy thyroid Chaste Tree (Vitex agnus-castus)

function.* Berry Extract, Diindolyimethane
(DIM)

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.

Lo

Robert Doster
Title: Senior Vice President of Scientific Affairs

By:

Date: "/’////0[’//

PMS Symptom Free 7e-BW



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

Smccrely, &)ﬂ

ichael P. Devereux
Chief Financial Officer

PMS Symptom Free 7e-BW



