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)
M AETRATES P: 503.582.8386 - F: 503.582.0467 .P: 920.469.9099 » F:920.469.4418 (Phyto)
[
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June 7, 2004 i

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

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy. Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement
provided by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to
take advantage of the exemption to section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the act.
These claims are not necessarily for a product we currently market or plan to market in the immediate future, and
may be exploratory in nature.

PRODUCT INGREDIENT(S) TO
NAME - P H}E;C’LAIM
\ AR T - ECHE % . REFERS:
Immun'Age Immun'Age is especially formulated to help fight the Fermented Papaya
factors associated with aging, by supporting the body's
adaptive systems of oxidation/reduction regulation,

immunomodulation, and chelation of harmful metal 1
ions.* To date, there are over 30 scientific studies that '
support its antioxidant, immuno-modulation and metal
ion chelation 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.

prgodd

Robert Doster
Title: Senior Vice President of Scientific Affairs

By:

Date: &/O/OL/

s o5z et /O

ER XA




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

Sincerely, P &'w

Michael P. Devereux
Chief Financial Officer

Immun’Age 6e



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

ENZYMATIC THERAPY"®
&
PHYTOPHARMICA®

9755 SW Commercé Circle, Suite B2

ENZYMATIC THERADPY Wilsonville, OR 97070

I NECOREDRATE D P: 503.582.8386 +« F:503.582.0467
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June 7, 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.

simply as an antioxidant, but as a free-radical
regulator.”

PRODUCT" | .7 T10
NAME | _CLAIM

o oA i s EFE_R_§ :

Immun’Age Immun'Age was found to stimulate production of Fermented Papaya

superoxide by neutrophils and macrophage while
inhibiting the production of harmful hydroxyl radicals.”
Such findings suggest that Immun'Age functions not

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

has substantiation that the 'stafements are truthful and not misleading.

figod.

Robert Doster
Title: Senior Vice President of Scientific Affairs

By:

Date: ) 17/0"/




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

Sincerely,

it - fpnp

Michael P. Devereux
Chief Financial Officer

Immun'Age 7¢



INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY"®

NF Formulas ¢ PhytoPharmica &
Tyler Encapsulatlons + Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, WJ 54311 8328
ENZYMATIC THEBADY Wilsonville, OR 97070 P: 920.469.1313 + F: 888.570.6460 (Enzymatic)
MO EmAPOREATE S P: 503.582.8386 » F: 503.582.0467 P: 920.469.9099 » F: 920.469.4418 (Phyto)

What Belter feels like™
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June 7, 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 ac".
These claims are not necessarily for a product we currently market or plan to market in the immediate future, and
may be exploratory in nature.

PRODUCT STATEMEN L
"NAME Sadtos s > g :
S e TR A REFERS
Immun'Age Nitric oxide (NQO) is a soluble free radical gas that plays Fermented Papaya

a critical role in immune function and central and
peripheral neuronal transmission. In vitro studies
observed Immun'Age's interaction with NO and
inducible nitric oxide synthase (INOS). The study
showed Immun'Age both scavenges NO and promoted
its production in a dose-dependent manner from
particular neutrophils and macrophages.* Further, in
an open randomized controlled clinical trial,
researchers observed that administration of
Immun'Age supported healthy levels of superoxide,
nitric oxide and glutathione in blood monocytes,
suggesting once again its antioxidant regulatory
properties.”




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)
M MR PO RATED P: 503.582.8386 » F: 503.582.0467 P: 920.469.9099 -+ F: 920.469.4418 (Phyto)
What Better feels like™
——
t
June 8, 2004

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

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement
provided by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to
take advantage of the exemption to section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the act.
These claims are not necessarily for a product we currently market or plan to market in the immediate future, aad
may be exploratory in nature.

PRODUCT Wt 1 STATEMENTS
NAME - IS A o
Immun'Age In human subj‘eété:,’ Immur;‘\'Agve;“)l‘il\rﬁ'it,ed hpiEl peroxildation

caused by oxygen radicals from pulmonary phagocytes.”
Further it was observed that intake also stimulated
antioxidant activities of RBC's and WBC's.* In vivo
studies demonstrated enhanced levels of glutathione
and SOD in erythrocytes and leukocytes after |
administration of Immun'Age.* |

[ 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.

prgedd .

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: b / £ /0‘/




INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY"®

NF Formulas s 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 MEEREORATE D P: 503.582.8386 o F: 503.582.0467 P: 920.469.9099 s F: 920.469.4418 (Phyto)
waat Better feeis tike™
——
!
June 8, 2004

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

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement
provided by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to
take advantage of the exemption to section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the act.
These claims are not necessarily for a product we currently market or plan to market in the immediate future, and
may be exploratory in nature.

PRODUCT 1O |
NAME 'IMA ¥
Immun'Age Scientific resééfch has shown I)m’mun'Age ébpborts \Ferrherklte‘d Pépaya

healthy immune function in several ways.* Researchers
have found increased immune and antioxidant activity in
macrophages associated with supplementation of
Immun’Age.* In vivo studies have shown increased
activation of natural killer cell activity.* Furthermore,
human trials have demonstrated that oral administration '
of Immun'Age for one month increased the mean rate of
gamma interferon production.* Among the many actions
of interferons is their stimulatory effect on lymphocytes.
Immun'Age may induce T-cell and B-cell activity
indirectly via increased interferon production.”




i

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.

pugedi

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: b /S//OL(

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

Immun’Age 10e



INTEGRATIVE THERAPEUTICS INC.™ ENZYMATI

C THERAPY®
NF Formulas « PhytoPharmica &
Tyler Encapsulatiofis » Vitaliné Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, W! 54311-8328
ENZYMATIC THB BAPY Wilsonville, OR 97070 P: 920.469.1313 =+ F: 888.570.6460 (Enzymatic)
MEOREORATED P: 503.582.8386 =~ F: 503.582.0467 P: 920.469.9099 + F:920.469.4418 (Phyto)
What Better feels like”
ap———
H
June 9. 2004

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

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

-~

College Park, MD 20740
RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement
provided by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to
take advantage of the exemption to section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the act.
These claims are not necessarily for a product we currently market or plan to market in the immediate future, and
may be exploratory in nature.

-PRODUCT NAME =}«

Immun'Age “TPromotes hNealthy anthi‘ox‘\idant 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.

Lufodd.

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: & /7/0‘/‘

By:

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

Sincerely,

ikl P -fonpp

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 THEBAPY Wilsonville, OR 97070 P: 920.469.1313 » F: 888.570.6460 (Enzymatic)
M RECRATED P: 503.582.8386 » F:503.582.0467 P: 920.469.9099 < F: 920.469.4418 (Phyto)
woat Better feeis like™
app———
i .
June 9, 2004

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

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymati.
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.

TINGREDIENT(S) TOWHICH .

"PRODUCT NAME |- DIENT HIC

'REFERS'
Immun'Age Supports nitric oxide and inducible nitric Fermented Papaya
oxide synthase 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.

Lugedd

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: & /9 /0"/

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

By:

Sincerely,

GA P fnp

Michael P. Devereux
Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY"*

NF Formulas » PhytoPharrica &
Tyler Encapsulations : Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wl 54311-8328
ENZYMATIC THBBAPY Wilsonville, OR 97070 P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
MmO REORATED P: 503.582.8386 = F: 503.582.0467 P: 920.469.9099 + F: 920.469.4418 (Phyto)

what Better feeis like”
ap———

June 10, 2004

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

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement
provided by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to
take advantage of the exemption to section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the act.
These claims are not necessarily for a product we currently market or plan to market in the immediate future, and
may be exploratory in nature.

PRODUCT NAME - |

Immun'Age Helps decfeese lipid peroxidation™* Fermented Papaya

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.

Lugedd

Robert Doster
Title: Senior Vice President of Scientific Affairs

By:

Date: (0//0/DY

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

Sincerely,

it P fonpp

Michael P. Devereux

Chief Financial Officer




INTEGRATIVE THERAPEUTICS iINC.™ ENZYMATIC THERAPY®

NF Formulas » PhytoPharmica &
Tyler Encapsulations -~ Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, W1 5431 1-SSZé
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)

What Betler feels tike”
p—

June 10, 2004

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

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement
provided by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to
take advantage of the exemption to section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the ac.
These claims are not necessarily for a product we currently market or plan to market in the immediate future, and
may be exploratory in nature.

PRODUCT NAME - | -

~dy

Immun'Age , Slxppbfts prbduction of glutathione and
superoxide dismutase®

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.

el

Robert Doster
Title: Senior Vice President of Scientific Affairs

pate: __b Jo/oY

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, W! 5431 1‘832'8
ENZYMATIC THEBAPY Wilsonville, OR 97070 P: 920.469.1313 + F: 888.570.6460 (Enzymatic)
INEORPORATED P: 503.582.8386 » F: 503.582.0467 P: 920.469.9099 - F: 920.469.4418 (Phyto)

What Better feels like™
p——

June 10, 2004

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

Center for Food Safety and Applied Nutrition
Food and Drug Administration ’
5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymati.:
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement
provided by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to
take advantage of the exemption to section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the act.
These claims are not necessarily for a product we currently market or plan to market in the immediate future, and
may be exploratory in nature.

“PRODUCT NAME | NGREDIENT(S) TOWHICH

Immun'Age Shown o séévengé Hyardgélr{peroklde —

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.

Bried

Robert Doster
Title: Senior Vice President of Scientific Affairs

By:

Date: b //0/0"/

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

(920) 406-3608.

Michael P. Devereux

Sincerely,

Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY"*

NF Formulas + PhytoPharmica &
Tyler Encapsulations + Vitaline Forrhulas 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 NEDRPORATED P: 503.582.8386 « F:503.582.0467 P: 920.469.9099 + F: 920.469.4418 (Phyto)

what Better feeis tike™
a————

June 11, 2004

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

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement
provided by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to
take advantage of the exemption to section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the act.
These claims are not necessarily for a product we currently market or plan to market in the immediate future, and
may be exploratory in nature.

PRODUCT NAME

L

NG

lmmun'Age o Suppoffé h‘eaxlt(hy ‘i'mmu;{e 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.

Lugodd

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: o/t /0‘/

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

Sincerely,

WP-&W#

Michael P. Devereux

Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.”
NF Formulas »+ PhytoPharmica
Tyler Encapsulations + Vitaline Formulas

ENZYMATIC THERAPY"®
&
PHYTOPHARMICA®

9755 SW Commerce Circle, Suite B2

825 Challenger Drive, Green Bay, WI 54311-8328

ENZYMATIC THERA])Y Wilsonville, OR 97070 P: 920.469.1313 » F: 888.570.6460 (Enzymatic)
MO RPOREATED P: 503.582.8386 » F: 503.582.0467 P: 920.469.9099 -+ F: 920.469.4418 (Phyto)
What Better feels ive”
ap————

June 11, 2004

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

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement
provided by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to
take advantage of the exemption to section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the act.
These claims are not necessarily for a product we currently market or plan to market in the immediate future, and
may be exploratory in nature.

PRODUCT NAME

THE

‘ Fxéfmenféd Papa&a \

Helps ‘incr‘eaééirhécrophage actnvuty

Immun'Age

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.

prgedd.

Robert Doster
Senior Vice President of Scientific Affairs

Title:

Date: é?//l /0{/’

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

Sincerely,

ichael 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 THEBAPY Wilsonville, OR 97070 P: 920.469.1213 « F: 888.570.6460 (Enzymatic)
INCORHORATED P: 503.582.8386 - F:503.582.0467 P:920.469.9099 » F: 920.469.4418 (Phyto)

Woat Better feels like”
ap—

June 11, 2004

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

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement
provided by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to
take advantage of the exemption to section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the act.
These claims are not necessarily for a product we currently market or plan to market in the immediate future, and
may be exploratory in nature.

INGREDIENT(S).

PRODUCT NAME

Immun'Age Supports production of na;cural killer cells* Ferrﬁented Papaya

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.

VI

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date:  bofit oY

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

Sincerely,

Midhael P. Devere@c 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—832é
ENZYMATIC THEBAPY Wilsonville, OR 97070 P: 920.469.1313 » F: 888.570.6460 (Enzymatic)
 MCORFPORATED P: 503.582.8386 + F:503.582.0467 P: 920.469.9099 » F: 920.469.4418 (Phyto)

woat Better feels tike>
—————

June 11, 2004

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS §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 Enzymau.:
Therapy. Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement
provided by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to
take advantage of the exemption to section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the act.
These claims are not necessarily for a product we currently market or plan to market in the immediate future, and
may be exploratory in nature.

PRODUCT NAME - |

P,

Helps increase interferon produ~ctiwon*

Immun'Age

et

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.

Pugodd

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: b //l /OL/

By:

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

Sincerely,

Jerd P

Michael P. Devereux

Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY®

NF Formutlas » PhytoPharmica &
Tyler Encapsuldtions » Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, W! 54311-8328
ENZYMATIC THEBAPY Wilsonville, OR 97070 P: 920.469.1313 » F: 888.570.6460 (Enzymatic)
MO REORATED P: 503.582.8386 +» F:503.582.0467 P: 920.469.9099 » F:920.469.4418 (Phyto)

What Better feels like"
ap——

June 11, 2004

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

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymati:
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement
provided by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to
take advantage of the exemption to section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the act.
These claims are not necessarily for a product we currently market or plan to market in the immediate future, and
may be exploratory in nature.

PRODUCT NAME

My

Immun'Age Increases T-cell and B-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.

w  Rdogd

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: (o//l /0‘/

-

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

Sincerely,

P fponp

Michael P. Devereux
Chief Financial Officer




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

ENZYMATIC THERAPY'®
&
PHYTOPHARMICA®

9755 SW Commerce Circle, Suite B2

ENZYMATIC THEBRADY Wilsonville, OR 97070
NEOREORATED P: 503.582.8386 » F:503.582.0467

What Better feels like”
a—

June 12, 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, 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(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, an |

may be exploratory in nature.

PRODUCT NAME™

Immun‘Age \ Exhibit metal ion chelation 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.

Legodd

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: b 2/

By:

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

(920) 406-3608.

Sincerely,

il P -fonpp

Michael P. Devercux
Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®
NF Formulds » PhytoPharrhica &

Tyler Encapsulations » Vitaline Foririulas 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 NEORPORATED P: 503.582.8386 » F: 503.582.0467 P: 920.469.9099 + F: 920.469.4418 (Phyto)

Woat Belter feets live”
ap——

June 12, 2004

Office of Nutritional Products, Labeling &

Nietary Snn Mente HFS 810

nler
Dietary Supplements, H
Center for Food Safety and Applied Nutrition
Food and Drug Administration
5100 Paint Branch Parkway
College Park, MD 20740

RE: Label Clai
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement
provided by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to
take advantage of the exemption to section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the act.
These claims are not necessarily for a product we currently market or plan to market in the immediate future, and
may be exploratory in nature.

'PRODUCT NAME __

lmmun'Age\ Chéiéﬁon 6f lron salts® B Fermented Papaya

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.

e

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: b // a,/()‘/

By:

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

Sincerely,

Milhael 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, W1 54311-8328
ENZYMATIC THE RAPY Wilsonville, OR 97070 P: 920.469.1313 « F: 888,570.6460 (Enzymatic)
I NECORFORATED P: 503.582.8386 + F:503.582.0467 P: 920.469.9099 » F:920.469.4418 (Phyto)

What Better feels like”
——————

June 12, 2004

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

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement
provided by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to
take advantage of the exemption to section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the act.
These claims are not necessarily for a product we currently market or plan to market in the immediate future, and
may be exploratory in nature.

PRODUCT NAME

Immun'Age \ Chélation of platinum* Fermentéd Papaya

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 Doster
Title: Senior Vice President of Scientific Affairs

Date: b //;//0‘,/

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

Sincerely,

ekt P Qo

Michael P. Devereux

Chief Financial Officer




