4 INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY®

NF Formulas « PhytoPharmica & .
Tyler Encapsulations + Vitaline Formulas PHYTOPHARMICA
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wi 54311-8328
ENZYMATIC THERADPY Wilsonville, OR 97070 P: 920.469.1313 + F: 888.570.6460 (Enzymatic)
INOMRPORATED P: 503.582.8386 « F: 503.582.0467 P: 920.469.9099 ¢« F: 920.469.4418 (Phyto)
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November 15, 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

;:Z"!“;‘;f P
ARV, £

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.

Earth's Promise™ Grasses, vegetables, and Inulin from Chicory root, Guar Gum
fiber for overall nutritional Seed Extract, Barley Grass, Alfalfa
support.* Sprouts, Broccoli Sprouts, Radish
Sprouts, Oat Grass, Wheat Grass,
Alfalfa Juice Concentrate, European
Elder Berry Extract, Broccoli Flower.
Cabbage Leaf, Carrot Root, Collard
Greens, Tomato Fruit, Mustard ;
Greens, Kale Leaf, Spinach Leaf,
Green Tea Leaf Extract, Dulse, Blue--
Green Algae, Kelp Leaf and Stem,
Stevia Leaf 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.

975 0162  LET /L/?O?O
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Robert C. Doster
Title: Senior Vice President of Scientific Affairs

By:

Date:  [1H1S-0Y

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 Financial Officer

Earth's Promise-Elderberry 2e



INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY®
NF Formulas « PhytoPharmica &

Tyler Encapsulations « Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wl 54311-8328
ENZYMATIC THEBAPY Wilsonville, OR 97070 P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
INMCORPORATED P: 503.582.8386 « F:503.582.0467 P: 920,469.9099 « F: 920.469.4418 (Phyto)
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November 15, 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.

Earth's Promise Natural detoxification ) ,

support* Seed Extract, Barley Grass, Alfalfa
Sprouts, Broccoli Sprouts, Radish
Sprouts, Oat Grass, Wheat Grass,
Alfalfa Juice Concentrate, European
Elder Berry Extract, Broccoli Flower,
Cabbage Leaf; Carrot Root, Collard
Greens, Tomato Fruit, Mustard
Greens, Kale Leaf, Spinach Leaf,
Green Tea Leaf Extract, Dulse, Blue-
Green Algae, Kelp Leaf and Stem,
Stevia Leaf 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.
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Robert C. Doster
Title: Senior Vice President of Scientific Affairs

By:

Date: [-]S-pY

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

Sincerely,

R

Michael P. Devereux
Chief Financial Officer

Earth's Promise-Elderberry 3e



INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY®

= NF Formulas « PhytoPharmica & .
N Tyler Encapsulations « Vitaline Formulas PHYTOPHARMICA
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wl 54311-8328
ENZYMATIC THE B.APY . Wilsonville, OR 97070 P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
MO RFORATED P: 503.582.8386 < F:503.582.0467 P: 920.469.9099 « F: 920.469.4418 (Phyto)
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November 15, 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.

Earth's Promise Alkaline-producing inulin from

ingredients for acid/base Seed Extract, Barley Grass Alfalfa
balance* V Sprouts, Broccoli Sprouts, Radish
Sprouts, Oat Grass, Wheat Grass,
Alfalfa Juice Concentrate, European
Elder Berry Extract, Broccoli Flower,
Cabbage Leaf, Carrot Root, Collard
Greens, Tomato Fruit, Mustard
Greens, Kale Leaf, Spinach Leaf,
Green Tea Leaf Extract, Dulse, Blue-
Green Algae, Kelp Leaf and Stem,
Stevia Leaf Exiract ;

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.
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Robert C. Doster
Title: Senior Vice President of Scientific Affairs

By:

Date:  I(-|S-0M

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

Smcerely, &/A’

Mlchael P. Devereux
Chief Financial Officer

Earth's Promise-Elderberry 4e



INTEGRATIVE THERAPEUTICS INC.™
NF Formulas ¢ PhytoPharmica
Tyler Encapsulations « Vitaline Formulas

9755 SW Commerce Circle, Suite B2

ENZYMATIC THERAPY®
&

PHYTOPHARMICA®

825 Challenger Drive, Green Bay, Wi 54311-8328

Wilsonville, OR 97070
P: 503.582.8386 <« F: 503.582.0467

P: 820.469.1313 « F: 888.570.6460 (Enzymatic)

ENZYMATIC THERADY
P: 920.469.9099 ¢ F: 920.469.4418 (Phyto)

TMUORPORLATEDR
Woat Belter foels tker
ap———

November 15, 2004

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 8§10

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.

Earth's Promise The ingredients in Earth’s Inulin from Chicory root, Guar Gum
Promise contain vitamins, Seed Extract, Barley Grass, Alfalfa
minerals, and key compounds | Sprouts, Broccoli Sprouts, Radish
that have been shown in Sprouts, Oat Grass, Wheat Grass,
scientific research to support | Alfalfa Juice Concentrate, European
major body systems.* These | Elder Berry Extract, Broccoli Flower,
foods are also high in Cabbage Leaf, Carrot Root, Collard
antioxidant activity to help Greens, Tomato Fruit, Mustard
reduce the effects of oxidative | Greens, Kale Leaf, Spinach Leaf,
stress.* Green Tea Leaf Extract, Dulse, Blue-
Green Algae, Kelp Leaf and Stem,
Stevia Leaf 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 truthfil and not misleading.
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Robert C. Doster
Title: Senior Vice President of Scientific Affairs

By:

Date: J{1S-0Y

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs, at
(520) 406-3608.

Sincerely,

ichael P. Devereux z

Chief Financial Officer

Earth's Promise-Elderberry 5e
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November 15, 2004

INTEGRATIVE THERAPEUTICS INC.™
NF Formulas « PhytoPharmica
Tyler Encapsulations « Vitaline Formulas

&
PHYTOPHARMICA®

9755 SW Commerce Circle, Suite B2
Wilsonvilie, OR 97070
P: 503.582.8386 + F: 503.582.0467

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 fo market in the immediate future, and may be exploratory in nature.

Earth's Promise™

Young grasses provide much
higher nutrient levels than
maturing grasses. The
barley, oat and wheat
grasses in Earth’s Promise
are organically grown and
contain high levels of
vitamins, minerals and amino
acids. They are also sources
of potent antioxidants and
essential nutrients.”

Inulin from Chicory root, Guar Gum
Seed Extract, Barley Grass, Alfalfa
Sprouts, Broccoli Sprouts, Radish
Sprouts, Qat Grass, Wheat Grass,
Alfalfa Juice Concentrate, European
Elder Berry Extract, Broccoli Flower,
Cabbage Leaf, Carrot Root, Collard
Greens, Tomato Fruit, Mustard
Greens, Kale Leaf, Spinach Leaf,
Green Tea Leaf Extract, Dulse, Blue-
Green Algae, Kelp Leaf and Stem,
Stevia Leaf 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.

ENZYMATIC THERAPY”®

825 Challenger Drive, Green Bay, Wl 54311-8328
P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
P: 920.469.9099 <« F: 920.469.4418 (Phyto)
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Robert C. Doster
Title: Senior Vice President of Scientific Affairs

By:

Date: [/-/SOY

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

Sincerely,

ToLf p fos

Michael P. Devereux
Chief Financial Officer

Earth's Promise-Elderberry 6e
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INTEGRATIVE THERAPEUTICS INC.™
NF Formulas « PhytoPharmica
Tyler Encapsulations « Vitaline Formulas

ENZYMATIC THERAPY"®
&

R e

PHYTOPHARMICA®

9755 SW Commerce Circle, Suite B2
Wiisonville, OR 97070
P: 503.582.8386 + F:503.582.0467

825 Challenger Drive, Green Bay, W| 54311-8328
P: 920.469.1313 « F: 888.570.6460 (Enzymatic)

ENZYMATIC THERADY
P: 920.469.9099 = F: 920.469.4418 (Phyto)

INIDUOURPORATED
What Better feis tike™
m———

November 15, 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.

Earth's Promise™

The glutathione peroxidase
and superoxide dismutase
enzyme system are part of
the body’s built in system for
neutralizing free radicals.
However, fruits and
vegetables, provide additional
antioxidants that also quench
free radicals.” These
antioxidants from dietary
sources have been the focus
of clinical trials documenting
their healthy supportive
effects.”

Inulin from Chicory root, Guar Gum
Seed Exiract, Barley Grass, Alfalfa
Sprouts, Broccoli Sprouts, Radish
Sprouts, Oat Grass, Wheat Grass,
Alfalfa Juice Concentrate, European
Elder Berry Extract, Broccoli Flower,
Cabbage Leaf, Carrot Root, Collard
Greens, Tomato Fruit, Mustard
Greens, Kale Leaf, Spinach Leaf,
Green Tea Leaf Extract, Dulse, Blue-
Green Algae, Kelp Leaf and Stem,
Stevia Leaf Extract




I certify that the information contained in this notice is complete and accurate and that Enzymatic
Therapy, Inc. has mga {on that the statements are truthful and not misleading.
(e

By:

Robert C. Doster
Title: Senior Vice President of Scientific Affairs

Date:  [/-/S-0Y

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

Sincerely,

Tt p Lop

Chief Financial Officer

Earth's Promise-Elderberry 7¢



INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY*

NF Formulas ¢« PhytoPharmica &
Tyler Encapsulations ¢ Vitaline Formulas PHYTOPHARMICA
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, W1 54311-8328
ENZYMATIC THEBAPY Wilsonville, OR 97070 P: 920.469.1313 < F: 888.570.6460 (Enzymatic)
I NCORPLRATED P: 503.582.8386 ¢ F: 503.582.0467 P: 920.469.9099 « F: 920.469.4418 (Phyto)

What Better feels iie”
————

November 16, 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.

Lycopene (fomatoes) provides support for Tomato Fruit
prostate gland health, and has been shown to

support cardiovascular health by preventing

the oxidation of LDL cholesterol.”

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has

substantiation that mvﬁs’ {rle truthful and not misleading.

By:

Robert C. Doster
Title: Senior Vice President of Scientific Affairs

Date: //"l(/ ’0“/ '

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

Sincerely,

L.

Michael P. Devereux
Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.™

ENZYMATIC THERAPY®

NF Formulas ¢ PhytoPharmica &

Tyler Encapsulations + Vitaline Formulas

PHYTOPHARMICA®

Wilsonville, OR 97070

ENZYMATIC THERADY

INDORPORATED
What Belter feeis tike™
n——

November 16, 2004

Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

Office of Nutritional Products, Labeling &

RE: Label Claims/Disclaimers

Dear Sir or Madam:

9755 SW Commerce Circle, Suite B2

P: 503.582.8386 « F: 503.582.0467

825 Challenger Drive, Green Bay, Wi 54311-8328
P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
P: 920.469.9099 « F: 920.469.4418 (Phyto)

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(x)(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 orplan to market in the immediate future, and may be exploratory
in nature.

Lutein and ze P

other dark green leafy vegetables)
are deposited in high concentrations
in the macular region of the retina.

It is believed that these antioxidants
play an important supportive role in
eye health by supporting macular
pigment development.” Macular
pigment absorbs ultraviolet radiation
from the sun, among other
functions.*

Earth's
Promise™

u icory root, Gus
Seed Extract, Barley Grass, Alfalfa
Sprouts, Broccoli Sprouts, Radish
Sprouts, Oat Grass, Wheat Grass,
Alfalfa Juice Concentrate, European
Elder Berry Extract, Broccoli
Flower, Cabbage Leaf, Carrot Root,
Collard Greens, Tomato Fruit,
Mustard Greens, Kale Leaf, Spinach
Leaf, Green Tea Leaf Extract,
Dulse, Blue-Green Algae, Kelp Leaf
and Stem, Stevia Leaf 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.

. fdedd

Robert C. Doster
Senior Vice President of Scientific Affairs

Title:

[l le-0Y

Date:




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

(920) 406-3608.

M1chael P. Devereux
Chief Financial Officer

Smcerely,

Earth's Promise Elderberry 9¢
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INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY®
NF Formulas « PhytoPharmica &
Tyler Encapsulations « Vitaline Formulas PHYTOPHARMICA®
- 9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, WI 54311-8328
ENZYMATIC THERADY Wilsonville, OR 97070 P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
I NOORP o RATE D P: 503.582.8386 « F:503.582.0467 P: 920.469.9099 « F: 920.469.4418 (Phyto)

Wwoar Better reeis tive™
——

November 16, 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
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This Ietter 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.

arth's n laboratory tests, spinach extract shows Spinach Leaf
Promise™ greater free radical quenching activity than
green tea, N-acetylcysteine (NAC), or vitamin
E.*

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: wﬂm{

Robert C. Doster
Title: Senior Vice President of Scientific Affairs

Date: .H"/& -0Y

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

Sincerely,

Mithael P. Devereux &Jﬁ z
Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®

NF Formulas ~ PhytoPharmica &
Tyler Encapsulations « Vitaline Formuilas PHYTOPHARMICA®
9755 SW Commerce Circie, Suite B2 825 Challenger Drive, Green Bay, Wi 54311-8328
ENZYMATIC THERAPY Wilsonville, OR 97070 P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
MO O RPoRATED P: 503.582.8386 « F: 503.582.0467 P: 920.469.9099 « F: 920.469.4418 (Phyto)

Wwoar Better feeis tike™
ap——

November 17, 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.

S
Promise™

reen tea has been shown in research studied to
both increase the activity of the glutathione
peroxidase and superoxide dismutase enzyme
systems, as well as protect lipids and proteins from
oxidation.”

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

By:

Robert C. Doster
Title: Senior Vice President of Scientific Affairs

Date: ”-—/7“0‘/

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

Sincerely,

Mithael P. Deverete z
Chief Financial Officer

derberry 1le



INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY'

NF Formulas « PhytoPharmica & .
Tyler Encapsulations < Vitaline Formulas PHYTOPHARMICA
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, W! 54311-8328
ENZYMATIC THERAPY Wilsonville, OR 97070 P: 920.469.1313 + F: 888.570.6460 (Enzymatic)
 NEORPFORATED P: 503.582.8386 « F: 503.582.0467 P: 920.469.9099 ¢ F: 920.469.4418 (Phyto)

What Better feeis like™
—————

November 17, 2004

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 8§10

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(1)(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.

Earth's arrot contains high levels of the antioxidant beta- Carrot Root
Promise™ carotene, and has been found in research studies to
increase plasma antioxidant 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.

ugedd

Robert C. Doster
Title: Senior Vice President of Scientific Affairs

By:

Date: //’17'07

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

derberry 12e




INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®

NF Formulas <« PhytoPharmica &
Tyler Encapsulations + Vitaline Formulas ’ PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wi 54311-8328
ENZYMATIC THERADY Wilsonville, OR 97070 P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
I NECOREDRATE D P: 503.582.8386 < F: 503.582.0467 P: 920.469.9099 « F: 920.469.4418 (Phyto)
Woat Better feels tive™
a———
November 17, 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,

Earth's
Promise™

In one clinical study, potassium and Broccoli Sprouts, Broccoli Flower,
magnesium showed support for healthy bones | Cabbage Leaf, Tomato Fruit,

in older individuals.* Some of the potassium | Carrot Root, Spinach Leaf
and magnesium-rich ingredients found in
Earth’s Promise include: tomato, broccoli,
carrots and spinach.

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has

substantiation thaMtaeniﬁiam truthful and not misleading.
By:

Robert C. Doster
Title: Senior Vice President of Scientific Affairs

Date: =/ 7-0 lf

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

Sincerely,

S

Mithael P, Devereux
Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.™
NF Formulas « PhytoPharmica
Tyler Encapsulations + Vitaline Formuilas

ENZYMATIC THERAPY"®
' &
PHYTOPHARMICA®

9755 SW Commerce Circle, Suite B2

ENZYMATIC THEBAPY Wilsonville, OR 97070
I MO RP O R AT E [ P: 503.582.8386 <« F: 503.582.0467
Woar Beftter feeis ive”
a——

November 17, 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:

825 Challenger Drive, Green Bay, Wl 54311-8328
P: 920.469.1313 + F: 888.570.6460 (Enzymatic)
P: 920.469.9099 ¢ F: 920.469.4418 (Phyto)

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.

Earth's The inulin and fructooligosaccarides in Earth’s

Promise™ Promise also support calcium absorption, a crucial
factor in maintaining healthy bone density.* And,
kale also supports the absorption of magnesium,
another crucial mineral for healthy bones.*

Inulin from chicory root, Guar
Gum Seed 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 LLiedd

Robert C. Doster
Title: Senior Vice President of Scientific Affairs

Date: J=1 n-o l'/

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

(920) 406-3608.
Sincerely,

L4 P Lonp

Michael P. Devereux
Chief Financial Officer

Blderberry 14e




INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®

¥ NF Formulas ¢« PhytoPharmica & .
Tyler Encapsulations + Vitaline Formulas PHYTOPHARMICA
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, WI 54311-8328
ENZYMATIC THEBAPY Wilsonville, OR 97070 P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
R RPORATE D P: 503.582.8386 « F: 503.582.0467 P: 920.469.9099 + F: 920.469.4418 (Phyto)

Whar Better feets tire

November 17, 2004

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 8§10

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.

Earth's Chlorophyll, responsible for sustaining the life | Barley Grass, Alfalfa
Promise™ of plants through photosynthesis, is also rich Sprouts, Oat, Wheat
in enzymes and magnesium. It is found in Grass, Kelp Leaf and Stem

barley, wheat and oat grasses, as well as
alfalfa sprouts and kelp. Chiorophyll has been
extensively researched for its support of the
immune system.*

[ 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.

. L0044

Robert C. Doster
Title: Senior Vice President of Scientific Affairs

Date: i~/ 7-OY




.

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

Sincerely,

it P -fpnp

Michael P. Devereux
Chief Financial Officer

Earth's Promise Elderberry 15e



aede s

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

Sincerely,

MicMeux
Chief Financial Officer

Earth's Promise Elderberry 16¢



INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY®
NF Formulas + PhytoPharmica &

Tyler Encapsulations + Vitaline Formulas - PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wl 54311-8328
ENZYMATIC THEBAPY Wilsonville, OR 97070 P: 920.469,1313 « F: 888.570.6460 (Enzymatic)
N RPEORATED P: 503.582.8386 ¢ F: 503.582.0467 P: 920.469.9099 « F: 920.469.4418 (Phyto)

What Betler feels like”
A—

November 17, 2004

NFEH £ Nrrtrits 3
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.

TEarth's Certain carotenoids such as beta-carotene and Tomato Fruit, Carrot Root
Promise™ lycopene are thought to regulate the immune
response.”

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 L0

Robert C. Doster
Title: Senior Vice President of Scientific Affairs

Date: V=1 -0 l/

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

Sincerely,

it P Lot

Michael P. Devercux
Chief Financial Officer

derberry 17¢



INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY"®

NF Formulas = PhytoPharmica & .
Tyler Encapsulations < Vitaline Formulas PHYTOPHARMICA
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wl 54311-8328
ENZYMATIC THEBAPT Wilsonville, OR 97070 P: 920.469.1313 s F: BB8.570.6460 (Enzymatic)
I NE O REP O RATED P: 503.582.8386 + F:503.582.0467 P: 920.469.9099 « F: 920.469.4418 (Phyto)

What Better feeis tive™
ap————

November 18, 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(x)(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.

“Earth's
Promise™

Carrots have high levels of beta-carotene, which has
been shown to enhance natural kitler cell activity.*
And tomatoes have high concentrations of lycopene,
which has shown to support the immune sysiem,
prostate health, and macular health.”

Tomato Fruit, Carrot Root

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

By e

Robert C. Doster
Title: Senior Vice President of Scientific Affairs

Date: /=180

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

Sincerely, &N

chael P. Devereux
Chief Financial Officer

Iderberry 18¢



INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY®

NF Formulas # PhytoPharmica & .
Tyler Encapsulations « Vitaline Formulas PHYTOPHARMICA
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wi 54311-8328
ENZYMATIC THERAPY Wilsonville, OR 97070 P: 920.469.1313 » F: 888.570.6460 (Enzymatic)
INCOREDRATED P: 503.582.8386 ¢ F: 503.582.0467 P: 920.469.9099 « F: 920.469.4418 (Phyto)

Whar Betler feels liker
———————

November 18, 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.

p, p ) Yy g pre Stem,
Promise™ provide magnesium. Magnesium is associated with Sprouts, Wheat Grass, Barley
energy production at a cellular level, and has been Grass, Oat Grass

studied for its role 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.

Lgedd

Robert C, Doster
Title: Senior Vice President of Scientific Affairs

Date: /["l ¥ -0Y

By:

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

Sincerely,

Mi&hael P. Dcveref (

Chief Financial Officer

derberry 19e



INTEGRATIVE THERAPEUTICS INC.™
NF Formulas « PhytoPharmica
Tyler Encapsulations « Vitaline Formulas

9755 SW Commerce Circle, Suite B2

ENZYMATIC THEBAPY Wilsonville, OR 97070
N E RP @ RATED P: 503.582.8386 « F: 503.582.0467
What Better jeels ike”
ap———

November 17, 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:

ENZYMATIC THERAPY®

&
PHYTOPHARMICA®

825 Challenger Drive, Green Bay, Wl 54311-8328
P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
P: 920.469.9099 « F: 920.469.4418 (Phyto)

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.

Earth's Blue-green algae, a water-borne plant, naturally has

Promise™ vitamin A, essential amino acids and zinc. Zinc has
been studied for its association with natural killer cell
activity.*

Blue-green algae

1 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.

0

By:

Robert C. Doster
Title: Senior Vice President of Scientific Affairs

Date: / ['l Q’O‘F

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

(920) 406-3608.

Sincerely,

ket P &”“"‘(ﬂ |

Michael P. Devereux
Chief Financial Officer

derberry 20e




INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®

NF Formulas « PhytoPharmica &
Tyler Encapsulations <« Vitaline Formulas PHYTOPHARMICA®
’ 9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wi 54311-8328
ENZYMATIC THERADPY Wilsonville, OR 97070 P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
MO RO RATE D P: 503.582.8386 + F: 503.582.0467 P: 920.469.9099 « F: 920.469.4418 (Phyto)

woar Better feeis tike™
—————

November 18, 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.

‘¢

Broceoli Flower, Broceoli
Promise™ sulforaphanes. Sulforaphanes are associated with Sprouts
immune health support.”

1 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.

N Lot

Robert C. Doster
Title: Senior Vice President of Scientific Affairs

Date: ll’l ?’O"‘{

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

Sincerely,

Lt p-fpup

Michael P. Devereux
Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY*

NF Formulas ¢« PhytoPharmica & .
Tyler Encapsulations « Vitaline Formulas PHYTOPHARMICA
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, W! 54311-8328
ENZYMATIC THE B_APY Wilsonville, OR 97070 P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
 NCORFORATED P: 503.582.8386 < F: 503.582.0467 P: 920.469.9099 « F: 920.469.4418 (Phyto)

What Betler feels tive”
ap——

November 18, 2004

INEL mn A NTaadmrads
Office of Nutritional Products, La

Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

2
o

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 claiths are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory
in nature.

polyp s in green tea, specifically EGCG, have | Green Teal Leaf Extract
been the subject of many scientific studies showing their

antioxidant and immune support activity. EGCG has
been shown to support colon, breast and prostate
health.”

Promise™

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‘m"l‘

Robert C. Doster
Title: Senior Vice President of Scientific Affairs

Date: Nr’[y'M

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

Sincerely,

Miééagl P. Devereu{x) &/N Z

Chief Financial Officer




—

INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY®
NF Formulas « PhytoPharmica &
Tyler Encapsulations + Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wl 54311-8328
ENZYMATIC THERAPY Wilsonville, OR 97070 P: 920.469.1313 = F: 888.570.6460 (Enzymatic)
MCBRPLRATED P: 503.582.8386 + F: 503.582.0467 P: 920.469.9099 + F: 920.469.4418 (Phyto)

woat Better feeis live:
ap————

November 18, 2004

Office of Nutritional Products, Labeling &
Dietary Supplerents, 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

™ LN R
1Jgar o1r Or iviadaini:

This Ietter 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.

Earth's Promise™ Green tea has been shown to support the immune | Green Teal Leaf Extract

system and T-cell 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.

Lgodd

Robert C. Doster
Title: Senior Vice President of Scientific Affairs

Date: ___J[-AF-0Y

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

By:

Sincerely,

Mic&aeil P. Devereup \\JM (

Chief Financial Officer

derberry 23e



INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY®

NF Formulas « PhytoPharmica , &
Tyler Encapsulations ¢ Vitaline Formulas PHYTOPHARMICA
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, WI 54311-8328
ENZYMATIC THERAPY Wilsonville, OR 97070 P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
MO O REORATED P: 503.582.8386 « F: 503.582.0467 P: 920.469.9099 ¢ F: 920.469.4418 (Phyto)

Woar Better feels lire”
—————

November 18, 2004

OYEE ~ o s Nrstritinmal Deadiicta 3 s
Office of Nutritional Products, Labeling &

Dietary Supplernents, 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.

p c in the digestive tract, Inulin from chicory root
Promise™ promoting bile excretion and helping foster a healthy

climate for probiotic beneficial bacteria. They also aid in

the absorption of minerals such as calcium, magnesium

and zinc.”

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. :

. Auedd o

Robert C. Doster
Title: Senior Vice President of Scientific Affairs

Date: { [ '13”0"/

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

Sincerely,

10 P Lyt

Michael P. Devereux

Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®

NF Formulas ¢« PhytoPharmica & .
Tyler Encapsulations « Vitaline Formulas PHYTOPHARMICA
) 9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wi 54311-8328
ENZYMATIC THERAPY Wilsonville, OR 97070 P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
I NCOEFORATED P: 503.582.8386 « F: 503.582.0467 P: 920.469.9099 + F: 920.469.4418 (Phyto)

Woar Betler feels iike”
apm————

November 18, 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.

Earth's Soluble and insoluble fiber from inulin also supports
Promise™ healthy digestion and colon function, by safely
absorbing and eliminating toxins.*

Inulin from chicory root

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.

L Rudedd

Robert C. Doster
Title: Senior Vice President of Scientific Affairs

Date: HvL%"O"/

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

Sincerely, P &0

Michael P. Devereux
Chief Financial Officer

derberry 25¢



INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY®

NF Formulas ¢« PhytoPharmica & .
Tyler Encapsulations « Vitaline Formulas PHYTOPHARMICA
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wi 54311-8328
ENZYMATIC THEBAPY Wilsonviile, OR 97070 P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
 MEMEPORATED P: 503.582.8386 «+ F:503.582.0467 P: 920.469.9099 «+ F: 920.469.4418 (Phyto)

Whar Betler feels tike”
———

November 19, 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.

Earth's Promise™ Fiber promotes bowel movements and ) inulin from chicory root, Guar
modulates gastric and intestinal physiology.* Gum Seed Exiract

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.

0.

Robert C. Doster
Title: Senior Vice President of Scientific Affairs

By:

Date: / / '/? -0 '7’

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

Sincerely,

Michadl P. Devereu! &}N ‘ Z

Chief Financial Officer

derberry 26¢



INTEGRATIVE THERAPEUTICS INC.™ ENZYVMATIC THERAPY"®

NF Formulas « PhytoPharmica & .
Tyler Encapsulations « Vitaline Formulas PHYTOPHARMICA
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wi 54311-8328
ENZYMATIC THERADY Wilsonville, OR 97070 P: 920.469.1313 ¢ F: 888.570.6460 (Enzymatic)
NE O RPLRATED P: 503.582.8386 ~ F: 503.582.0467 P: 920.469.9099 « F: 920.469.4418 (Phyto)

Waar Better feels like”
————

November 19, 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(x)(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(x)(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.

Earth's Promise™ Fiber has been demonstrated in numerous inulin from chicory root, Guar
clinical studies to provide support of Gum Seed Extract
gastrointestinal, cardiovascular, immune, and
endocrine function health.*

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 misieading.

fupedd

Robert C. Doster
Title: Senior Vice President of Scientific Affairs

Date: H‘/?”DI’/

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

Sincerely,

0P by

Michael P. Devereux
Chief Financial Officer

Iderberry 27e



INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY"®

NF Formulas ¢« PhytoPharmica &
®
Tyler Encapsulations « Vitaline Formulas FPHYTOPHARMICA
o 9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wi 54311-8328
ENZYMATIC THERADY Wilsonville, OR 97070 P: 920.469.1313 ¢ F: 888.570.6460 (Enzymatic)
MO BEREOREATED P: 503.582.8386 <« F: 503.582.0467 P: 920.469.9099 <« F: 920.469.4418 (Phyto)
What Better feels live”
—————
November 19, 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
1n nature.

Earth's Promise™ Current research also indicates that wheat Wheat Grass
grass, one of the three grasses in Earth’s
Promise, may support gastric and colonic
health.*

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.

. LLoedd

Robert C. Doster
Title: Senior Vice President of Scientific Affairs

Date: [[«[?~D‘f

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

Sincerely,

P ¢
Michael P. Devereux ‘

Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®

NF Formulas « PhytoPharmica &
Tyler Encapsulations « Vitaline Formulas PHYTOPHARMICA
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wl 54311-8328
ENZYMATIC THEBAPY Wilsonville, OR 97070 P: 920.469.1313 ¢ F: 888.570.6460 (Enzymatic)
I N RBORATED P: 503.582.8386 « F: 503.582.0467 P: 920.469.9099 + F: 920.469.4418 (Phyto)

Woat Beltler feels bike:
A —

November 19, 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(x)(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.

Earth's Many of the ingredients in kEa nulin’ fro ry ,

Promise™ associated with the retention of healthy cholesterol | Guar Gum Seed Extract,
levels that are already within normal range.* Inulin | Barley Grass, Carrot Root,
and oligofructose, guar gum, barley, carrot, Broccoli Sprouts, Broccoli
broccoli, cabbage, and green tea have been Fiower, Cabbage Leaf,
clinically studied for this benefit.* Green Tea Leaf 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.

L pdedd

Robert C. Doster
Title: Senior Vice President of Scientific Affairs

Date: lI-19-0Y

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

Sincerely,

4P bpnp

Michael P. Devereux
Chief Financial Officer

derberry 29¢



INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY'®
NF Formulas <« PhytoPharmica &

Tyler Encapsulations < Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wi 54311-8328
ENZYMATIC THERADY Wilsonville, OR 97070 P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
 NCORPORATED P: 503.582.8386 « F: 503.582.0467 P: 920.469.9099 « F: 920.469.4418 (Phyto)

What Betler feels tike™

November 19, 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.

arth's n a scientific study, adding guar.g y Guar Gum Seed Extract
Promise™ diet supported the retention of healthy cholesterol
levels already within normal limits.*

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.

N pdedd

Robert C. Doster
Title: Senior Vice President of Scientific Affairs

Date: l/“[i'@‘/

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

Sincerely,

MicHael'P, Devereu &)" ‘

Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC." ENZYMATIC THERAPY®

NF Formulas « PhytoPharmica & .
Tyler Encapsulations ¢ Vitaline Formulas PHYTOPHARMICA
’ 9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wl 54311-8328
ENZYMATIC THERAPY Wilsonville, OR 97070 P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
I NESREFORATED P: 503.582.8386 < F: 503.582.0467 P: 920.469.9099 « F: 920.469.4418 (Phyto)

woat Better feeis tike”
an———

November 19, 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.

Earth's The broccoli and cabbage found in Earth’s Promise | Broccoli

Promise™ may also support the retention of healthy Flower, Cabbage Leaf
cholesterol levels aiready within normal limits.* A
randomized, double-blind clinical study found that a
broccoli and cabbage combination supported
healthy HDL and LDL levels in just 9 weeks.”

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.

S ¥ (1172

Robert C. Doster
Title: Senior Vice President of Scientific Affairs

Date: [["[7'0‘/

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

Sincerely,

MictAxacl P. Devereux l

Chief Financial Officer

Iderberry 3le



INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®
NF Formulas ¢ PhytoPharmica &

Tyler Encapsulations « Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Chalienger Drive, Green Bay, Wi 54311-8328
ENZYMATIC THEBAPY Wiisonville, OR 97070 P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
P: 503.582.8386 « F: 503.582.0467 P: 920.469.9099 « F: 920.469.4418 (Phyto)

EINDODORPDIRATEDR
Wwoar Better feeis e
’—'-\

November 19, 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.

arth's roccoli sprouts have also been scientifically V prouts
Promise™ studied for their support of cardiovascular health.*
Fourteen weeks of treatment with broccoli sprouts
that contained the naturally occurring compound,
giucoraphanin, showed significant antioxidant
support for cardiovascular and kidney function.”

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.

gogd

Robert C. Doster
Title: Senior Vice President of Scientific Affairs

Date: “ ~ (f'o"/

By:

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

Sincerely,

MicChael P. Devereux z

Chief Financial Officer

Iiderberry 32e




INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY®
NF Formulas + PhytoPharmica &

Tyler Encapsulations + Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wil 54311-8328
ENZYM ATIC THEBAPY Wilsonville, OR 97070 P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
CNEHREORATED P: 503.582.8386 « F: 503.582.0467 P: 920.469.9099 « F: 920.469.4418 (Phyto)

Whar Better feels ke
A————

November 20, 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. '

Earth's In a scientific study, beta-carotene supported the Carrot Root
Promise™ retention of healthy cholesterol and triglyceride

levels already within normal limits in the liver.*

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

L9004

Robert C. Doster
Title: Senior Vice President of Scientific Affairs

Date: I-20-04

By:

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

Sincerely,

Michael P. Devereux \S"w z

Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY®

NF Formulas « PhytoPharmica & .
Tyler Encapsulations « Vitaline Formulas PHYTOPHARMICA
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wl 54311-8328
ENZYMATIC THEBADY Wilsonville, OR 97070 P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
I NEOEPERATED P: 503.582.8386 + F: 503.582.0467 P: 920.469.9099 « F: 920.469.4418 (Phyto)

Whaz Betler jeels like®
——

November 20, 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,

Earth's Already associated with antioxidant activity and Green Tea Leaf Exiract
Promise™ macular health, green tea consumption is also
associated with cardiovascular support, and
research also shows that green tea may regulate
mitochondrial functions and have iron chelating

properties.®

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,

L0

Robert C. Doster
Title: Senior Vice President of Scientific Affairs

Date: [{-20-0Y

By:

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

Sincerely,

WP-M#

Michael P. Devereux
Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY*

NF Formutas « PhytoPharmica &
Tyler Encapsulations « Vitaline Formulas PHYTOPHARMICA®
o 9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wi 54311-8328
ENZYMATIC THEBAPY Wiisonville, OR 97070 P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
L EEGRATED P: 503.582.8386 « F: 503.582.0467 P: 920.469.9099 « F: 920.469.4418 (Phyto)

Woat Better feeis ike”
—————

November 20, 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 Partk, 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.

Earth's In addition to its ability to support the retention of Guar Gum Seed Extract
Promise™ healthy cholesterol levels already within normal

limits, guar gum also plays a part in regulating

blood glucose levels already within normal limits.*

In clinical trial, guar gum significantly supported

blood glucose levels compared with controls.”

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 O,IL‘L

Robert C. Doster
Title: Senior Vice President of Scientific Affairs

Date: [{-20-0 o

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

Sincerely,

Michael P. Devereuxp ‘

Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY®
NF Formulas « PhytoPharmica &

Tyler Encapsulations « Vitaline Formulas PHYTOPHARMICA®
T 9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, WI 54311-8328
ENZYMATIC THEBAPY Wilsonville, OR 97070 P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
INE O BRRPORATED P: 503.582.8386 « F:503.582.0467 P: 920,469.9099 « F: 920.469.4418 (Phyto)

What Better feels lire®
A ——

November 20, 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 staterent 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.

arth's iber from inulin and barley also support healthy Inulin from Chicory Root,
Promise™ blood sugar levels already within normat limits.* Guar Gum Seed 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,

2044

Robert C. Doster
Title: Senior Vice President of Scientific Affairs

Date:  [I-20 -0

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




INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®

NF Formulas « PhytoPharmica &
Tyler Encapsulations « Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wi 54311-8328
ENZYMATIC TH‘BBAPY Wilsonville, OR 97070 P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
I NCORPORATE D P: 503.582.8386 ¢« F: 503.582.0467 P: 920.469.9099 « F: 920.469.4418 (Phyto)

Woat Belter feels like”
ap———

November 21, 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 futture, and may be exploratory
in nature.

Earth's Many of the nutrients in Earth’s Promise support Broccoli Flower, Cabbage

Promise™ healthy eye function.* Lutein and zeaxanthin are Leaf, Tomato Fruit, Collard
found in high concentrations in green vegetables, Greens, Mustard Greens,
such as spinach, mustard greens and kale. Kale Leaf, Spinach Leaf

Studies have shown that intake of lutein and
zeaxanthin-rich foods are associated with macular
support.®

1 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.

. puedd

Robert C. Doster
Title: Senior Vice President of Scientific Affairs

Date: ! /-2/-0 L/

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

Sincerely,

JeLd P fponp

Michael P. Devereux
Chief Financial Officer

derberry 37e



INTEGRATIVE THERAPEUTICS INC." ENZYMATIC THERAPY®

NF Formulas « PhytoPharmica &
: Tyler Encapsulations « Vitaline Formulas PHYTOPHARMICA®
T 9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wi 54311-8328
ENZYMATIC THERAPY Wilsonville, OR 97070 P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
NEERP M RATED P: 503.582.8386 ¢« F: 503.582.0467 P: 920.469.9099 « F: 920.469.4418 (Phyto)

what Betler feets ke
A—————

November 20, 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(x)(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.

Earth's In one clinical study, men consuming high levels of | Broccoli Flower, Cabbage

Promise™ lutein and zeaxanthin intake showed greater Leaf, Tomato Fruit, Collard
support of healthy eye function than men with Greens, Mustard Greens,
lower intakes.” Kale Leaf, Spinach Leaf

1 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.

L fdedd

Robert C. Doster
Title: Senior Vice President of Scientific Affairs

Date: /{-20 -0Y

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

Sincerely,

MichaeMx /) {

Chief Financial Officer




INTEGRATIVE 'i'HERAPEUTlCS INC.” ENZYMATIC THERAPY"*

NF Formutas « PhytoPharmica &
Tyler Encapsulations « Vitaline Formulas PHYTOPHARMICA®
R 9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, W1 54311-8328
ENZYMATIC THERADY Wilsonville, OR 97070 P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
MO REDRATED P: 503.582.8386 + F: 503.582.0467 P: 920.469.9099 = F: 920.469.4418 (Phyto)

woat Better feels tike”
a————

November 21, 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,

Earth's Specific foods high in carotenoids like broccoli and | Broccoli Flower, Carrot Root,
Promise™ spinach were most consistently associated with Spinach Leaf
beneficial effects.*

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.

s P00

Robert C. Doster
Title: Senior Vice President of Scientific Affairs

Date: [/'2/[——0‘/’

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

Sincerely,

Chief Financial Officer

Elderberry 39e



INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY'

NF Formulas « PhytoPharmica &
i i o Tyler Encapsulations < Vitaline Formulas PHYTOPHARMICA®
T 9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wl 54311-8328
ENZYMATIC THERAPY Wilsonville, OR 97070 P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
I MOORDORATE S P: 503.582.8386 <« F: 503.582.0467 P: 920.469.9099 « F: 920.469.4418 (Phyto)
What Betler feels ure:
——
November 21, 2004

Office of Nuiritional 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.

Earth's pp , and aids in the absorption
Promise™ of calcium, which is crucial for healthy bone
formation.” Inulin and FOS are prebiotics that act as a
food source to stimulate the growth of beneficial
microflora (and probiotics) in the intestines. As an
insoluble fiber also increase stool frequency and stool
weight. Also shown in clinical studies to enhanced the
absorption of calcium by 18%.*

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 Pl

Robert C. Doster
Title: Senior Vice President of Scientific Affairs

Date: }/’U‘o "f




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

Sincerely,

M@V@lﬁ( &)" ‘

Chief Financial Officer

Earth's Promise Elderberry 40e



INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY*

NF Formulas « PhytoPharmica &
Tyler Encapsulations « Vitaline Formulas PHYTOPHARMICA®
o 9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, W1 54311-8328
ENZYMATIC THERADPY Wilsonville, OR 97070 P: 920.469.1313 » §: 888.570.6460 (Enzymatic)
MEEREPDRATED P: 503.582.8386 « F: 503.582.0467 P: 920.469.9099 < F: 920.469.4418 (Phyto)

Wear Better jeels like®
prididdd

November 21, 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.

Earth's Barley supports the retention of healthy blood sugar Barley Grass
Promise™ and cholesterol levels that are already within normal
limits.*

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 PO

Robert C. Doster
Title: Senior Vice President of Scientific Affairs

Date: I l"zf -0 '“{

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

Sincerely,

Chief Financial Officer

derberry 41e




INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY®

NF Formulas ¢« PhytoPharmica &
Tyler Encapsulations « Vitaline Formulas PHYTOPHARMICA®
' 9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wi 54311-8328
ENZYMATIC THEBAPY Wilsonville, OR 97070 P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
I NEORFORATE D P: 503.582.8386 « F:503.582.0467 P: 920.469.9099 « F: 920.469.4418 (Phyto)
Woat Better jeeis like”
Jomhebiidd
November 21, 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 netify 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(x)(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,

Earth's Alfalfa sprouts are one of the highest sources of Alfalfa Sprouts and Alfaifa
Promise™ phytoestrogens, which support immune system, bone | Juice Concentrate
health and cardiovascular heailth.”

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.

Regogd

Robert C. Doster
Title: Senior Vice President of Scientific Affairs

Date: j/ ~ 7//'0"/

By:

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




INTEGRATIVE THERAPEUTICS INC." ENZYMATIC THERAPY"

NF Formulas « PhytoPharmica &
Tyler Encapsulations « Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wl 54311-8328
ENZYMATIC THEBAPY Wilsonville, OR 97070 P 9201469.1 313 « F: 888.570.6460 (Enzymatic)
I MO RSORATED P: 503.582.8386 < F: 503.582.0467 P: 920.469.9099 + F: 920.469.4418 (Phyto)

What Better feels tike:
——————

- November 21, 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. ‘

phy g p P
Promise™ been studied for their support of thyroid health.” Juice Concentrate

1 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.

L4044,

Robert C. Doster
Title: Senior Vice President of Scientific Affairs

Date: _ J{ "2/'-02

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

Sincerely,

Michael P. Devereuxp (

Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®

NF Formulas ¢« PhytoPharmica ) & o
Tyler Encapsulations + Vitaline Formulas PHYTOPHARMICA
‘ 9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wl 54311-8328
ENZYMATIC THERAPY Wilsonville, OR 97070 P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
ML RP O RATED P: 503.582.8386 < F: 503.582.0467 P: 920.469.9099 + F: 920.469.4418 (Phyto)

Woat Betler feels tiver
ap————,

November 21, 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.

Earth's Radish sprouts have twice the antioxidant levels of
Promise™ vitamin C alone.”

Radish Sprouts

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.

Ldogd

Robert C. Doster
Title: Senior Vice President of Scientific Affairs

By:

Date: L~2{-0Y

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

Sincerely,

Wﬂ&%ﬂ

Michael P. Devereux

Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY*

NF Formulas « PhytoPharmica &
Tyler Encapsulations < Vitaline Formulas PHYTOPHARMICA®
o 9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wl 54311-8328
ENZYMATIC THERAPY Wilsonville, OR 97070 P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
NEMRFERATED P: 503.582.8386 « F: 503.582.0467 P: 920.469.9099 « F: 920.469.4418 (Phyto)

what Better feels tive”
p—————

November 21, 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.

Earth's In one clinical study, men consuming high levels of Braccoli Flower
Promise™ lutein and zeaxanthin intake showed greater support
of healthy eye function than men with lower intakes.”

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.

. LL00dA.

Robert C. Doster
Title: Senior Vice President of Scientific Affairs

Date: M -21-0 ’f

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

Sincerely,

Jobt P

Michael P. Devereux
Chief Financial Officer

derberry 45¢



INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY®

NF Formulas + PhytoPharmica &
Tyler Encapsutations « Vitaline Formulas J PHYTOPHARMICA®
o 9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wl 54311-8328
ENZYMATIC THEBAPY Wilsonville, OR 97070 P: 920.469.1313 ¢ F: 888.570.6460 (Enzymatic)
I NEORPORATED P: 503.582.8386 & F: 503.582.0467 P: 920.469.9099 « F: 920.469.4418 (Phyto)

woar Better feeis tive”
A—————,

November 21, 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.

Earth's Beta-carotene is well known for its support of the Carrot Root
Promise™ immune system. Shown in research studies to
support macrophage function and NK-cell 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.

044

Robert C. Doster
Title: Senior Vice President of Scientific Affairs

Date: H-24-0Y

By:

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

Sincerely,

T

Michael .Devéreux
Chief Financial Officer

derberry 46e



INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY*

NF Formulas « PhytoPharmica &
Tyler Encapsulations < Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wi 543118328
ENZYMATIC THERADY Wilsonville, OR 97070 P: 920.469.1313 « F: B88.570.6460 (Enzymatic)
I NEORPORATED P: 503.582.8386 « F: 503.582.0467 P: 920.469.9099 + F: 920.469.4418 (Phyto)

What Better feels live:
——————

November 21, 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.

Earth's In another scientific study, beta-carotene from carrots | Carrot Root
Promise™ significantly increased antioxidant 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.

L. Rdedd

Robert C. Doster
Title: Senior Vice President of Scientific Affairs

Date: //’Z/—D ‘/

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

Sincerely,

Jedd P -foosp

Michael P. Devereux
Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®

NF Formulas « PhytoPharmica & .
Tyler Encapsulations ¢ Vitaline Formulas PHYTOPHARMICA
9755 SW Commerce Circle, Suite B2 825 Ch‘fxllenger Drive, Green Bay, Wl 54311-8328
ENZYMATIC THERAPY Wilsonville, OR 97070 P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
 MCODRFPORATE D P: 503.582,8386 + F: 503.582.0467 P: 920.469.9099 « F: 920.469.4418 (Phyto)
what Better feels ke
I,
November 22, 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(z)(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.

Earth's Lutein and zeaxanthin have documented support for
Promise™ immune, eye, and cardiovascular health.”

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.

L Pdedd

Robert C. Doster
Title: Senior Vice President of Scientific Affairs

Date: LU-22-0M¢

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

Sincegely,

h P-&m{ﬂ

Michael P. Devereux
Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®
NF Formulas ¢ PhytoPharmica & .
Tyler Encapsulations « Vitaline Formulas PHYTOPHARMICA
9755 SW Commerce Circle, Suite B2 825 Chalienger Drive, Green Bay, Wl 54311-8328
ENZYMATIC THERAPY " Wilsonvilie, OR 97070 P: 920.469.1313 + F: 888.570.6460 (Enzymatic)
I NMEORPORATED P: 503.582.8386 « F: 503.582.0467 P: 920.469.9099 « F: 920.469.4418 (Phyto)
What Better feeis like”
———
November 22, 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.

Earth's In a clinical study, mustard greens showed a
Promise™ properties.*

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.

Lldogd

Robert C. Doster
Title: Senior Vice President of Scientific Affairs

Date: ___l|-22-0Y

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

Sincerely,

1 f P fps

MicHael P. Devereux

Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY®
NF Formulas < PhytoPharmica )

Tyler Encapsulations ¢ Vitaline Formulas - PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wl 54311-8328
ENZYMATIC THEBAPY Wilsonvilie, OR 97070 ) P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
I NEESRE O RATED P: 503.582.8386 « F:503.582.0467 P: 920.469.9099 <« F: 920.469.4418 (Phyto)

Whatr Belter feels iike”
a————

November 22, 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.

s Kale naturally has high levels of the carotenoids, Kale Leaf
Promise™ lutein and beta-carotene and supports the absorption
of magnesium, a crucial mineral for healthy bones.”

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

0l

Robert C. Doster
Title: Senior Vice President of Scientific Affairs

Date: {220 L/

By:

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

Hasp b

Michael P. Devereux
Chief Financial Officer

derberry 50e



INTEGRATIVE THERAPEUTICS INC.” ENZVYMATIC THERAPY®
NFf Formulas ¢ PhytoPharmica & .
Tyler Encapsulations « Vitaline Formulas PHYTOPHARMICA

e e
o R Te v

9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, W1 54311-8328
ENZYMATIC THEBAPY Wilsonville, OR 97070 P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
INCOREFORATED P: 503.582.8386 + F: 503.582.0467 P: 920.469.9099 + F: 920.469.4418 (Phyto)

What Better feels tike”
a——

November 22, 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 Partk, 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.

Earth's More potent antioxidant activity than green tea, N-
Promise™ acetylcysteine (NAC), or vitamin E. Shown in
laboratory studies to have immune supportive effects.”

Spinach Leaf

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.

ALfodd

Robert C. Doster
Title: Senior Vice President of Scientific Affairs

Date: 4l ~22-0Y

By:

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

Sincerely,

Michael P. Devereu &}A’ z

Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.” - ENZYMATIC THERAPY®

NF Formulas « PhytoPharmica & .
Tyler Encapsulations « Vitaline Formulas PHYTOPHARMICA
N 9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wi 54311-8328
ENZYMATIC THEBAPY Wiisonviile, OR 97070 P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
MO DRPORATED P: 503.582.8386 « F:503.582.0467 P: 920.469.9099 ¢ F: 920.469.4418 (Phyto)

woat Better feels ke
’-—\

November 22, 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.

Earth's Green tea consumption is also associated with Green Tea Leaf Extract
Promise™ cardiovascular support, and research also shows that

green tea may regulate mitochondrial functions and

have iron chelating properties.*

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 misieading.

U

Robert C. Doster
Title: Senior Vice President of Scientific Affairs

Date: Ji-22-04

By:

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
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INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY®
NF Formulas « PhytoPharmica &
Tyler Encapsulations « Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, WI 54311-8328
ENZYMATIC THE RAPY Wilsonville, OR 97070 P: 920.469.1313 < F: 888.570.6460 (Enzymatic)
INCORPORATE D P: 503.582.8386 « F: 503.582.0467 P: 920.469.9099 « F: 920.469.4418 (Phyto)

Woat Better feels like™
———————

November 22, 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(x)(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.

[ Earth's Fiber from dulse supp g ealth; ulse
Promise™ proteins in this form are highly bioavailable.*

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'&i

Robert C. Doster
Title: Senior Vice President of Scientific Affairs

Date: [{~22-0Y9

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

Sincerely,

Jedd P -

Michael P. Devereux
Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.” '~ ENZYMATIC THERAPY®

NF Formulas « PhytoPharmica &
Tyler Encapsulations « Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wl 54311-8328
ENZYMATIC THEBAPY Wilsonville, OR 97070 P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
I NOORPORATED P: 503.582.8386 « F: 503.582.0467 P: 920.469.9099 ¢ F: 920.469.4418 (Phyto)

What Better jeels tike”
A—

November 22, 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.

. upports the thyroid an
| Promise™ and cardiovascular health.”

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 Ludogdd

Robert C. Doster :
Title: Senior Vice President of Scientific Affairs

Date: {1—22-04

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

Sincerely,

Jot P -fpos

Michael P. Devereux
Chief Financial Officer

derberry S4e



INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY"®

NF Formulas ¢ PhytoPharmica & .
, Tyler Encapsulations « Vitaline Formulas PHYTOPHARMICA
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wi 54311-8328
ENZYMATIC THERADPY Wilsonville, OR 97070 P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
MO RPORATED P: 503.582.8386 < F: 503.582.0467 P: 920.469.9099 « F: 920.469.4418 (Phyto)

Woat Better jeeis hive™
——————

November 21, 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.

Earth's Promise™ Earth’s Promise Greens gives inulin from Chicory root, Guar Gum
you a delicious way to support Seed Extract, Barley Grass, Alfalfa
your health and vitality.* Sprouts, Broccoli Sprouts, Radish

Sprouts, Oat Grass, Wheat Grass,
Alfalfa Juice Concentrate,
European Elder Berry Extract,
Broccoli Flower, Cabbage Leaf,
Carrot Root, Collard Greens,
Tomato Fruit, Mustard Greens,
Kale Leaf, Spinach Leaf, Green
Tea Leaf Extract, Dulse, Blue-
Green Algae, Kelp Leaf and Stem,
Stevia Leaf Extract




P

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.

Di 0n0 1
TLL

Robert C. Doster
Title: Senior Vice President of Scientific Affairs

By:

Date: li=2 /-0

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

Sincerely,

R

Michael P. Devereux
Chief Financial Officer

Earth's Promise-Elderberry 56e



INTEGRATIVE THERAPEUTICS INC.”
NF Formulas ¢« PhytoPharmica
Tyler Encapsulations « Vitaline Formulas

ENZYMATIC THERAPY®
&
PHYTOPHARMICA®

9755 SW Commerce Circle, Suite B2

825 Challenger Drive, Green Bay, Wl 54311-8328

ENZYMATIC THERADY

Wilsonville, OR 97070
ENOCUORPORATED
Wwhat Betlter feeis tize™

————

November 21, 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:

P: 503.582.8386 « F: 503.582.0467

P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
P: 920.469.9099 ¢ F: 920.469.4418 (Phyto)

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.

Earth's Promise One glass provides essential
nutrients you need to enhance
your energy, support digestion

and boost your immune system.*

Inulin from Chicory root, Guar Gum
Seed Exiract, Barley Grass, Alfalfa
Sprouts, Broccoli Sprouts, Radish
Sprouts, Oat Grass, Wheat Grass,
Alfalfa Juice: Concentrate,
European Elder Berry Extract,
Broccoli Flower, Cabbage Leaf,
Carrot Root, Collard Greens,
Tomato Fruit, Mustard Greens,
Kale Leaf, Spinach Leaf, Green
Tea Leaf Extract, Dulse, Blue-
Green Algae, Kelp Leaf and Stem,
Stevia Leaf Extract




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

0d.

By:

Robert C. Doster
Title: Senior Vice President of Scientific Affairs

Date: | /~21-0Y

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

Sincerely, ﬁ

ichael P. Devereux
Chief Financial Officer

Earth's Promise-Elderberry 57¢



INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY"

NF Formulas « PhytoPharmica &
Tyler Encapsulations < Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, W| 54311-8328
ENZYMATIC THERADY Wilsonville, OR 97070 P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
I NCORPERATED P: 503.582.8386 < F: 503.582.0467 P: 920.469.9099 = F: 920.469.4418 (Phyto)

woat Better feels like"
ao——

November 21, 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.

Earth's Promise A delightful tasting way to use Inulin from Chicory root, Guar Gum
the earth’s bounty to fortify your | Seed Extract, Barley Grass, Alfalfa
body and spirit.* Sprouts, Broccoli Sprouts, Radish
Sprouts, Oat Grass, Wheat Grass,
Alfalfa Juice Concentrate,
European Elder Berry Extract,
Broccoli Flower, Cabbage Leaf,
Carrot Root, Collard Greens,
Tomato Fruit, Mustard Greens,
Kale Leaf, Spinach Leaf, Green
Tea Leaf Extract, Dulse, Blue-
Green Algae, Kelp Leaf and Stem,
Stevia Leaf Extract

derberry 58¢



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.

L9084

Robert C. Doster
Title: Senior Vice President of Scientific Affairs

By:

Date: /- 2z1-0Y%

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

Sincerely,

it p L

Michael P. Devereux
Chief Financial Officer

Earth's Promise-Elderberry 58¢



