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

Fax: 888-570-6460

www.enzy.com

EnzymaticTherapy

NATURAL MEDICINES®

October 1, 2003

Mr. Robert Moore

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

Food and Drug Administration _&_ 10/i5, @
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.

AM Formula: The ingredients in
Therapy, Inc. | PeriMenopause | Black Cohosh Root Extract, | AM/PM PeriMenopause
Formula™* Rhodiola Rosea 3%, Chaste | Formula™* have been
Berry Extract, Green Tea shown in scientific
Extract studies to provide relief
PM Formula: for the symptoms of

Hops Flower Extract, Black | perimenopause,
Cohosh Root and Rhizome | including fatigue and hot
Extract, L-Theanine, flashes, both day and
Valerian Root Extract night.*

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.

o004

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: /D/t/@

LET /3377
LIS

975 0162

AM/PM Perimenopause 21e



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

Sincerely,

Jebt p by

Chief Financial Officer

AM/PM Perimenopause 21e



Enzymatic Therapy

NATURAL MEDICINES®

October 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, 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.

Enzymat:c \ ormula: key ingredient in

Therapy, Inc. | PeriMenopause | Black Cohosh Root Extract, | AM/PM PeriMenopause
Formula™* Rhodiola Rosea 3%, Chaste | Formula is chaste berry
Berry Extract, Green Tea extract to support healthy
Extract hormone levels.”
PM Formula:

Hops Flower Extract, Black
Cohosh Root and Rhizome
Extract, L-Theanine,
Valerian Root 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: MQLQJL

‘Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: [0 / ;/03

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

Fax: 888-570-6460
AM/PM Perimenopause 22e

www.enzy.com



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

Sincerely,

‘.&ichael P. Devereux i

Chief Financial Officer

AM/PM Perimenopause 22¢



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

Fax: 888-570-6460

WWW.enzy.com

Enzymatic Therapy

NATURAL MEDICINES®

October 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, 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.

7

AM/PM

Enzymatic AM Formula: AM/PM PeriMenopause
Therapy, Inc. | PeriMenopause | Black Cohosh Root Extract, | Formula, combined with
Formula™* Rhodiola Rosea 3%, Chaste | a diet rich in vegetables
Berry Extract, Green Tea and fiber and an exercise
Extract program, can help a
PM Formula: woman cope with the

Hops Flower Extract, Black | changes in her body as
Cohosh Root and Rhizome she transitions to
Extract, L-Theanine, menopause.”

Valerian Root 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: gu ; ﬂ.[g’,;l
obert Doster

Title: Senior Vice President of Scientific Affairs

Date: [0 é/é,B

AM/PM Perimenopause 23e




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

fid P foup

Michael P. Devereux
Chief Financial Officer

AM/PM Perimenopause 23e
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Enzymatic Therapy

NATURAL MEDICINES®

Qctober 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.

AM/PM AM Formula: The AM Formula is

Therapy, Inc. | PeriMenopause | Black Cohosh Root Extract, | designed with ingredients
Formula™* Rhodiola Rosea 3%, Chaste | that provide daytime
Berry Extract, Green Tea support for energy and
Extract healthy hormone levels,
PM Formuia: and relieve symptoms

Hops Flower Extract, Black | such as hot flashes.*
Cohosh Root and Rhizome
Extract, L-Theanine,
Valerian Root 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: __Mﬂ__
obert Doster

Title: Senior Vice President of Scientific Affairs

Date: / o / '7//03

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

Fax: 888-570-6460

AM/PM Perimenopause 24¢
WWw.enzy.com



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

Sincerely,

AiLhael P. Degeux & Z

Chief Financial Officer

AM/PM Perimenopause 24¢



EnzymaticTherapy

NATURAL MEDICINES®

October 4, 2003

AL hart Man
vir. 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.

" AM/PM B

Y!
Therapy, Inc.

PeriMenopause | Black Cohosh Root Extract, .| been used to support

Formula™* Rhodiola Rosea 3%, Chaste | female health, and
Berry Extract, Green Tea continues to be widely
Extract used to relieve the
PM Formula: symptoms of

Hops Flower Extract, Black | perimenopause.*
Cohosh Root and Rhizome
Extract, L-Theanine,
Valerian Root 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.

obert Dos

Title: Senior Vice President of Scientific Affairs

Date: [0 /6’/03

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

Fax: 888-570-6460
AM/PM Perimenopause 25¢

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, 8

ichael P. Devereux
Chief Financial Officer

AM/PM Perimenopause 25¢



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

Fax: 888-570-6460

Www.enzy.com

EnzymaticTherapy

NATURAL MEDICINES®

October 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.

Enzymatic AM/PM
Therapy, Inc. | PeriMenopause
Formula™*

AM Formula:

Black Cohosh Root Extract,
Rhodiola Rosea 3%, Chaste
Berry Extract, Green Tea
Extract

PM Formuia:

Hops Flower Extract, Black
Cohosh Root and Rhizome
Extract, L-Theanine,
Valerian Root Extract

Black cohosh has been
shown to be effective in
relieving daytime hot
flashes and night time
sweats.”

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: _:%t_e@_ﬂi____
obert Doster

Title: Senior Vice President of Scientific Affairs

Date: i 0/ 4 /0 3

AM/PM Perimenopause 26e




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

Sincerely,

Aic:hael P. Dex@eux z

Chief Financial Officer

AM/PM Perimenopause 26¢



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

Fax: 888-570-6460

www.enzy.com

EnzymaticTherapy

NATURAL MEDICINES®

October 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.

AM/PM
PeriMenopause
Formula™*

Enzymatic
Therapy, Inc.

AM Formula:

Black Cohosh Root Extract,
Rhodiola Rosea 3%, Chaste
Berry Extract, Green Tea
Extract

PM Formuia:

Hops Flower Extract, Black
Cohosh Root and Rhizome
Extract, L-Theanine,
Valerian Root Extract

occurrence of hot flashes
while taking black
cohosh decreased from
an average of 4.9 per
day down to an average
of less than one per
day.” Additional
research studies have
also shown black
cohosh's effectiveness
on the many
perimenopausal
symptoms in addition to
hot flashes and night
sweats.”

AM/PM Perimenopause 27¢



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;?,‘ ﬁﬂ‘ﬂé‘_____
Robert Doster

Title: Senior Vice President of Scientific Affairs

Date: lo /1’//05

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

Sincerely,

lodof) £ et

Chief Financial Officer

AM/PM Perimenopause 27¢



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

Fax: 883-570-6460

WWW.Enzy.om

EnzymaticTherapy

NATURAL MEDICINES®

October 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.

Enzymatic
Therapy, Inc. | PeriMenopause
Formula™*

Black Cohosh Root
Extract, Rhodiola Rosea
3%, Chaste Berry
Extract, Green Tea
Extract

PM Formula:

Hops Flower Extract,
Black Cohosh Root and
Rhizome Extract, L~
Theanine, Valerian Root
Extract

cause of the effectiveness
in relieving perimenopausal
symptoms such as irritability
and mood swings, black
cohosh was originally
believed to have a hormonal-
like action.* Though the
exact mechanism of action
has not been clearly defined,
recent studies have found
black cohosh to have no
estrogenic action. It is now
theorized that the action of
black cohosh is a more
central, dopaminergic like
action. This theory
postulates a link between
serotonin receptors and the
hypothaimus. Results of
clinical studies suggest that
adverse effects from Black
Cohosh are mild and
infrequent.”

AM/PM Perimenopause 28¢



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.

' (K
By: M AX.:L
Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: /0/4/05

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

Sincerely, F
/ % chael 6 Deeereux (
Chief Financial Officer

AM/PM Perimenopause 28¢
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825 Challenger Drive
Green Bay, W| 54311-8328
Ph: 920-469-1313

Fax: 888-570-6460

WWW.Enzy.com

Enzymatic Therapy

NATURAL MEDICINES®

QOctober 5, 2003

Mr Rohert Moore

AVAL e ANV Wi U AVAW 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.

Enzymatic
Therapy, Inc.

AM/PM
PeriMenopause
Formula™*

AM Formula:

Black Cohosh Root
Extract, Rhodiola Rosea
3%, Chaste Berry
Extract, Green Tea
Extract

PM Formula:

Hops Flower Extract,
Black Cohosh Root and
Rhizome Extract, L-
Theanine, Valerian Root
Extract

Green tea has long been
known for its positive effect
on energy.” It has also been
suggested that green tea
has thermogenic effects,
which have proven helpful in
controlling body weight, a
concern of the
perimenopasual woman.*

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 Dos

Title: Senior Vice President of Scientific Affairs

Date: /0/5/03

AM/PM Perimenopause 29




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

Sincerely,

ichael P. Devereux z

Chief Financiai Officer

AM/PM Perimenopause 29¢



825 Challenger Drive
Green Bay, W1 543118328
Ph: 920-469-1313

Fax: 888-570-6460

www.enzy.com

Enzymatic Therapy

NATURAL MEDICINES®

October 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.

[ Enzymatic
Therapy, Inc.

AM/PM
PeriMenopause
Formula™*

AM Formula:
Black Cohosh Root
Extract, Rhodiola Rosea
3%, Chaste Berry
Extract, Green Tea
Extract

PM Formula:

Hops Flower Extract,
Black Cohosh Root and
Rhizome Extract, L-
Theanine, Valerian Root
Extract

Green tea contains the
antioxidant known as
epigallocatechins - gallate
(EGCG). Recent studies
have shown that EGCG
promotes the growth of
healthy cells.* Studies
additionally have specifically
shown green tea supports
healthy breast tissue.* The
exact mechanism is
unknown, but theories
include acting as an
antioxidant and inhibiting
enzymes involved in cell
replication and DNA
synthesis, by interfering with
cell-to-cell adhesion, or by
inhibiting some of the
intracellular communication
pathways required for cell
division.*

AM/PM Perimenopause 30e



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: —#QL
Rdbert Doster

Title: Senior Vice President of Scientific Affairs

Date: /0/5/03)

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

Smcerely,

Mlchael P. Devereux Z

Chief Financial Officer

AM/PM Perimenopause 30e
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825 Challenger Drive
Green Bay, Wi 54311-8328
Ph: 920-469-1313

Fax: 888-570-6460

WWW.enzy.com

Enzymatic Therapy

NATURAL MEDICINES®

October 6, 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 | PM
Therapy, Inc. | PeriMenopause
Formula™*

3R
AM Formula:
Black Cohosh Root
Extract, Rhodiola Rosea
3%, Chaste Berry
Extract, Green Tea
Extract
PM Formula:
Hops Flower Extract,
Black Cohosh Root and
Rhizome Extract, L-
Theanine, Valerian Root
Extract

Chaste tree berry, although it
contains no hormones,
supports healthy
progesterone 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.

obert Do

Title: Senior Vice President of Scientific Affairs

PDate: /O/@/OB

AM/PM Perimenopause 31e



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

Sincerely,

Mfcha[I el P. Deveé)ux & z

Chief Financial Officer

AM/PM Perimenopause 31e



EnzymaticTherapy

NATURAL MEDICINES®

QOctober 6, 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 AM/PM AM Formula: Chaste Tree Berry: In clinical
Therapy, Inc. | PeriMenopause | Black Cohosh Root trials, no significant adverse
Formula™* Extract, Rhodiola Rosea | effects were associated with
3%, Chaste Berry the use of this herb.*
Extract, Green Tea
Extract

PM Formula:

Hops Flower Extract,
Black Cohosh Root and
Rhizome Extract, L-
Theanine, Valerian Root
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.

y_£LA0U4.

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: [0/@ /0.3

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

Fax: 888-570-6460
AM/PM Perimenopause 32e

www.enzy.com



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

Sincerely,

Mlchael P. Devcreux z

Chief Financial Officer

AM/PM Perimenopause 32¢



EnzymaticTherapy

NATURAL MEDICINES®

QOctober 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.

Enzymatic AM/PM ormula: Rhodiola: lts most we
Therapy, Inc. | PeriMenopause | Black Cohosh Root Extract, | know uses are to help
Formula™* Rhodiola Rosea 3%, combat fatigue and
Chaste Berry Extract, restore energy.*
Green Tea Extract
PM Formula:

Hops Flower Extract, Black
Cohosh Root and Rhizome
Extract, L-Theanine,
Valerian Root 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.

obert Doster

Title: Senior Vice President of Scientific Affairs

Date: _ /0 /77 /03

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

Fax: 888-570-6460
AM/PM Perimenopause 33¢

WWW.enzy.com



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

Sincerely,

MIZhL:l P. Deve.ét)lx & Z

Chief Financial Officer

AM/PM Perimenopause 33e



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

Fax: 888-570-6460

www.enzy.com

EnzymaticTherapy

NATURAL MEDICIN

Qctober 7, 2003

Mr. Robert Moore
Office of Nutritional Products, Labeling &

T™aa | B §
Ulctal.'y Supyuauuuto, Lax S 81 1

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.

AM/PM

Enzymatic AM Formula:
Therapy, Inc. | PeriMenopause | Black Cohosh Root Extract,
Formula™* Rhodiola Rosea 3%,
Chaste Berry Extract,
Green Tea Extract
PM Formula:

Hops Flower Extract, Black
Cohosh Root and Rhizome
Extract, L-Theanine,
Valerian Root Extract

Notably, rhodiola is well
documented as an
adaptogen (an endurance
enhancer).” In this
capacity it helps the body
stay healthy and perform
at its best despite physical
exhaustion or
environmental stressors.”

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: gng Qlﬂ ;l
Robert Doster

0

Title: Senior Vice President of Scientific Affairs

Date: /0//7 /05

AM/PM Perimenopause 34¢




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

Sincerely,

MlchE: 1P. Devefux [

Chief Financial Officer

AM/PM Perimenopause 34¢
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EnzymaticTherapy

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.

Enzymatic AM Formula: It is believed that rhodiola
Therapy, Inc. | PeriMenopause | Black Cohosh Root Extract, | affects neurotransmitters
Formula™* Rhodiola Rosea 3%, in multiple neuronal
Chaste Berry Extract, pathways. Still other
Green Tea Extract studies show rhodiola
PM Formula: benefits learning capacity,

Hops Flower Extract, Black | memory enhancement
Cohosh Root and Rhizome | and increased capacity for
Extract, L-Theanine, work and endurance.*
Valerian Root 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: _%ng___
obert Doster

Title: Senior Vice President of Scientific Affairs

Date: 10/’7 /03

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

Fax: 888-570-6460
AM/PM Perimenopause 35¢

www.enzy.com



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

Sincerely,

Michael P. Devereux t

Chief Financial Officer

AM/PM Perimenopause 35¢



Enzymatic Therapy

NATURAL MEDICINES®

Qctober 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 AM Formula: The PM formula is
Therapy, Inc. | PeriMenopause | Black Cohosh Root Extract, | designed with ingredients
Formula™* Rhodiola Rosea 3%, to support a relaxed state
Chaste Berry Extract, that allows restful sleep
Green Tea Extract while not causing morning
PM Formula: grogginess.*

Hops Flower Extract, Black
Cohosh Root and Rhizome
Extract, L-Theanine,
Valerian Root 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: %IMVL___‘
bert Doster

Title: Senior Vice President of Scientific Affairs

Date: /ﬂ/g’/l)[%

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

Fax: 888-570-6460
AM/PM Perimenopause 36e

WWW.enzy.com



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

Sincerely,

ichael P. Devereux 1

Chief Financial Officer

AM/PM Perimenopause 36e



Enzymatic Therapy

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 AM/PM M Formula: A placebo-controlled,
Therapy, Inc. | PeriMenopause | Black Cohosh Root Extract, | crossover trial of 128
Formula™* Rhodiola Rosea 3%, volunteers reported 400
Chaste Berry Extract, mg of valerian extract at
Green Tea Extract bedtime led to improved
PM Formula: sleep quality, decreased

Hops Flower Extract, Black | sleep latency, and
Cohosh Root and Rhizome | reduced the number of
Extract, L-Theanine, night awakenings.* Two
Valerian Root Extract other clinical studies using

~ 400-900 mg valerian
before bedtime also
demonstrated improved
sleep quality.*

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

825 Challenger Drive

Green Bay, W 543114328 Date: /0 / g / 03

Ph: 920-469-1313

Fax: 888-570-6460

AM/PM Perimenopause 37¢
www.enzy.com



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

Sincerely,

(VLR

Michael P. Devereux
Chief Financial Officer

AM/PM Perimenopause 37¢



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

Fax: 888-570-6460

Www.enzy.com

Enzymatic Therapy

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

Therapy, Inc.

AM/PM
PeriMenopause
Formula™*

AM Formula:

Black Cohosh Root Extract,

Rhodiola Rosea 3%,
Chaste Berry Extract,
Green Tea Extract

PM Formula:

Hops Flower Extract, Black
Cohosh Root and Rhizome
Extract, L-Theanine,
Valerian Root Extract

In a double-blind, cross-
over, placebo-controlied
trial, subjective sleep
latency and wake time
after sleep-onset were
reduced by more than half
after a 900 mg dose, with
a smaller effect after 450
mg.*

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.

._pLhedd.

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: /0/5//03

AM/PM Perimenopause 38¢



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

Sincerely,

il P -fpnp

Michael P. Devereux
Chief Financial Officer

AM/PM Perimenopause 38e



Al

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

Fax: 888-570-6460

www.enzy.com

Enzymatic Therapy

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.

nzymatic
Therapy, Inc.

PM
PeriMenopause
Formula™*

Black Cohosh Root Extract,
Rhodiola Rosea 3%,
Chaste Berry Extract,
Green Tea Extract

PM Formula:

Hops Flower Extract, Black
Cohosh Root and Rhizome
Extract, L-Theanine,
Valerian Root Extract

decreased stage 1 sleep.”

One
electroencephalographical
(EEG) study reported 135
mg of aqueous, dried
extract of valerian, taken
three times daily,
improved delta sleep and

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/?/03

AM/PM Perimenopause 39¢



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

Sincerely,

Miéhael P. Devereux Z
Chief Financial Officer

AM/PM Perimencpause 3%



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

Fax: 888-570-6460

www.enzy.com

EnzymaticTherapy

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.

AM/PM

Enzymatic
Therapy, Inc. | PeriMenopause
Formula™*

AM Formula ,
Black Cohosh Root Extract,
Rhodiola Rosea 3%,
Chaste Berry Extract,
Green Tea Extract

PM Formula:

Hops Flower Extract, Black
Cohosh Root and Rhizome
Extract, L-Theanine,
Valerian Root Extract

Valerian: Research has
shown a subjective
improvement in the sleep
experience when taken
nightly over one to two
week periods.*

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:

Title: Senior Vice President of Scientific Affairs

Date: JQ/ ?/03

AM/PM Perimenopause 40¢




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

Sincerely,

ek P -fonpp

Michael P. Devereux
Chief Financial Officer

AM/PM Perimenopause 40¢



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

Fax: 888-570-6460

www.enzy.com

Enzymatic Therapy

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.

nzyma ic | AMPM
Therapy, Inc. | PeriMenopause
Formula™"

ormu a: .

Black Cohosh Root Extract,

Rhodiola Rosea 3%,
Chaste Berry Extract,
Green Tea Extract

PM Formula:

Hops Flower Extract, Black
Cohosh Root and Rhizome
Extract, L-Theanine,

Hops: Although it has a
long history of use for
gastrointestinal support,
recent interest has
focused on the ability of
hops to support restful
sleep.*

Valerian Root 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.

0De!

Title: Senior Vice President of Scientific Affairs

Date: /0/7/03

AM/PM Perimenopause 41e




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

Smcerely,

,“.7&

Mlchael P. Dcvereux
Chief Financial Officer

AM/PM Perimenopause 41e



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

Fax: 888-570-6460

WWWw.enzy.com

Enzymatic Therapy

NATURAL MEDICINES®

QOctober 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.

AM/PM

Enzymatic
Therapy, inc. | PeriMenopause
Formula™*

AM Formula:
Black Cohosh Root Extract,
Rhodiola Rosea 3%,
Chaste Berry Extract,
Green Tea Extract

PM Formula;

Hops Flower Extract, Black
Cohosh Root and Rhizome
Extract, L-Theanine,
Valerian Root Extract

L-theanine is considered
a unique amino acid that
is found in tea plants and
thought to contribute to
the "exotic" taste of green
tea. Research has shown
that in addition to its flavor
properties, L-theanine
also has a relaxing
effect.”

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: /0/7/03

AM/PM Perimenopause 42¢




-

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

AM/PM Perimenopause 42e



825 Challenger Drive
Green Bay, Wl 543718328
Ph: 920-469-1313

Fax: 888-570-6460

www.enzy.com

Enzymatic Therapy

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
Therapy, Inc.

AM/PM
PeriMenopause
Formula™*

AM Formula:
Black Cohosh Root Extract,
Rhodiola Rosea 3%,
Chaste Berry Extract,
Green Tea Extract

PM Formula:

Hops Flower Extract, Black
Cohosh Root and Rhizome
Extract, L-Theanine,
Valerian Root Extract

eanine aoes no

contain caffeine and
actually acts
antagonistically on the
side effects of caffeine.”
It is believed that after
being absorbed in the
large intestine, it
stimulates the generation
of alpha waves in the
brain.*

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: wo&‘l

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: _ [0 / 7/0 3

AM/PM Perimenopause 43¢




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

Sincerely,

ekt P -fonp

Michael P. Devereux
Chief Financial Officer

AM/PM Perimenopause 43¢



Enzymatic Therapy

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 AM/PM AM Formula: L-Theanine reduces
Therapy, Inc. | PeriMenopause | Black Cohosh Root Extract, | stress, promotes
Formula™* Rhodiola Rosea 3%, relaxation without
Chaste Berry Extract, drowsiness, eases
Green Tea Extract nervousness due to
PM Formula: common every day

Hops Flower Exiract, Black | overwork and fatigue, and
Cohosh Root and Rhizome | reduces nervous

Extract, L-Theanine, irritability.*

Valerian Root 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.

Rbbert Dost

Title: Senior Vice President of Scientific Affairs

Date: /0/7/03

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

Fax: 888-570-6460
AM/PM Perimenopause 44¢

WWW.enzy.com



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

Sincerely,

M‘ ic;ael P. Devé)eux 1

Chief Financial Officer

AM/PM Perimenopause 44e



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 AM Formula AM/PM PeriMenopause
Therapy, Inc. | PeriMenopause | Black Cohosh Root Extract, | Formula is a unique blend
Formula™* Rhodiola Rosea 3%, of herbs specifically
Chaste Berry Extract, formatted to support a
Green Tea Extract woman as she
PM Formula: experiences the

Hops Flower Extract, Black | symptoms that indicate
Cohosh Root and Rhizome | she has begun the
Extract, L-Theanine, "change of life".*
Valerian Root 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.

bert Doster

Title: Senior Vice President of Scientific Affairs

Date: /D//0/03

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

Fax: 888-570-6460
AM/PM Perimenopause 45¢

WWW.enzy.om



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

Sincerely,

Miéhael P. Deveréx)x i

Chief Financial Officer

AM/PM Perimenopause 45¢



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

Fax: 888-570-6460

WWW.enzy.com

EnzymaticTherapy

NATURAL MEDICINES®

QOctober 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 AM/PM
Therapy, Inc. | PeriMenopause
Formula™*

ormula:
Black Cohosh Root Extract,
Rhodiola Rosea 3%,
Chaste Berry Extract,
Green Tea Extract

PM Formula: .

Hops Flower Extract, Black
Cohosh Root and Rhizome
Extract, L-Theanine,
Valerian Root Extract

AM/PM PeriMenopause
Formula allows a woman
to have control over her
own "change of life"
journey.*

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 RLI0H]

Robert Doster

Title: Senior Vice President of Scientific Affairs

Date: ZD/ZD/OLB

AM/PM Perimenopause 46¢




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

AM/PM Perimenopause 46¢



