INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®

NF Formulas « PhytoPharmica &
Tyler Encapsulations « Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Chaltanger Dnve, Green Bay, Wi 54311~8328
ENZYMATIC THEB_APY Wilsonviile, OR 97(}70 P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
MO RPOIRATED P: 503.582.8386 « F:503.582.0467 P: 920.469.9099 . F: 920.469.4418 (Phyto)

What Better feets live:
——————

October 17, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HES 810 S04 v
Center for Food Safety and Applxed Nutrition h .

Fr\r\r‘ and Do Adminigtra

iy
VUL Qi 1ot ug, Administration

5100 Paint Branch Parkway \
College Park, MD 20740 PR

RE: Label Claims/Disclaimers

o

Lo
u.)

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)()(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 pl%to market in
the immediate future, and may be exploratory in nature.

S et 2 it e i S
HDL Boosterm* HDL. Booster is a Vitamin C (ascorbic acid), Vitamin E (as natural mixed tocophgyols),
physician-developed Niacin (as niacinamide), Vitamin B6 (as pyridoxine HCI),. Foti¢ Acid,
dietary supplement that has | Vitamin B12 (as cyanocobalamin), Magnesium (from Magnesfun amino
been clinically shown to acid chelate), Selenium (as L-Selenomethionine), L-arginine (ﬁgm L-

increase good cholesterol arginine HC), L-Carnitine (from L-camitine L-tartrate), Coenzyme Q10
levels, particularly HDL-2, | (CoQ10) (ubiquinone 10), Policosanol, Hawthorn Berry Extract, Taurine,
the best form of Garlic, Grape Seed Extract, Grape Skin Extract, N-acetyl-L-cysteine,
cholesterol.* Alpha Lipoic Acid, Soy Isoflavones, Tocotrienols

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 Luh0dd

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: /0// 7/05/

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

Sincerely,

WP-@%

Michael P, Devereux

Chief Financial Officer / é 8 %




INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY®

NF Formulas = PhytoPharmica &
Ty!er Encapsutatlons % V:tahne Formuias P“YTOP“ARM'CA‘
97558 SW Commerce Circle, Sutte 32 825 Chaﬂenger Dnve Green Bay, Wl 54311 -8328
ENZYMATIC THERAPY Wilsonville, OR 97070 P: 920.469.1313 < F: 888.570.6460 (Enzymatic)
I NCOR PO RATED ) P: 503.582.8286 + F: 503.582.0467 P: 920.469.9099 . F: 920.469,4418 (Phyto)

Woat Betler fecis iike”
A———

October 17, 2005

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 produsct we currently market or plan to market in
the immediate future, and may be exploratory in nature.

HDL BoosterT Mok HDL Booster combines essential Vitamin C (ascorbic acid), Vitamin E (as natural mixed

vitamins and minerals, at levels tocopherols), Niacin (as mac1na1mde) Vitamin B6 (as pyridoxine
recommended by the American Heart | HCI),. Folic Acid, Vitamin B12 (as cyanocobalamin),
Association (AHA), with key amino Magnesium (from Magnesiwm amino acid chelate), Selenium (as

acids, powerful antioxidants, and L-Selenomethionine), L-arginine {from L-arginine HCl), L-
traditional herbal extracts to provide Carnitine (from L-carnitine L~tartrate), Coenzyme Q10 (CoQ10)
superior support for cardiovascular - | (ubiquinone 10), Policosanol, Hawthorn Berry Extract, Taurine,
health. ¥ ' Garlic, Grape Seed Extract, Grape Skin Extract, N-acetyl-L-

cysteine, Alpha Lipoic Acid, Soy Isoflavones, Tocotrienols

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

RLoegd

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: /0//7/0.{

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

By:

Sincerely,

Skl P o

Chief Financial Officer

el
BRI



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 BAPY ‘ Wilsonwville, OR 97070 P:920.469.1313 « F: 888.570.6460 (Enzymatic)
I NECORSPORATED P: 503.582.8386 « F: 503.582.0467 P: 920.469.9099 « F: 920.469.4418 (Phyto)
Whas Better feels ike”
a———,
October 17, 2005

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

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers

Dear Sir or Madam:

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

HDL Booster™* By reducing C-reactive protein levels, | Vitamin C (ascorbic acid), Vitamin E (as natural mixed
HDL Booster helps support the body’s | tocopherols), Niacin (as niacinamide), Vitamin B6 (as pyridoxine
natural anti-inflammatory response.* | HCI),. Folic Acid, Vitamin B12 (as cyanocobalamin),

\ Magnesium (from Magnesium amino acid chelate), Selenium (as
L-Selenomethionine), L-arginine (from L-arginine HCI), L-
Carnitine (from L-carnitine L-tartrate), Coenzyme Q10 (CoQ10)
(ubiquinone 10), Policosanol, Hawthom Berry Extract, Taurine,
Garlic, Grape Seed Extract, Grape Skin Extract, N-acetyl-L~
cysteine, Alpha Lipoic Acid, Soy Isoflavones, Tocotrienols

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 LU0

Robert Doster ,
Title: Senior Vice President of Scientific Affairs

Date: /0//7/2_5

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

Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY®

NF Formulas « PhytoPharmica &
Tyler Encapsulatmns o V:tahne Formulas PHYTOPHARMICA®
' 9755 SW Commerce Circie, Suite B2 825 Chal!enger Dnve Green Bay, WI 5431 1 -8328
E NZYMATIC THE RAPY Wilsonville, OR 97070 P:920.469.1313 « F: 888.570.6460 (Enzymatic)
MO RPT R ATED P: 503.582.8386 <« F: 503.582.0467 P: 920.469.9099 < F: 920.469.4418 (Phyto)

Whar Better feets tive
——————

October 17, 2005

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.

HDL Booster™* | The sale -3 is sneed b .Vltamm C (ascorblc amd), Vltamm E (as natural mixed

the liver and intestines. This form, tocopherols), Niacin (as niacinamide), Vitamin B6 (as pyridoxine
which is known as “free cholesterol- HCY),. Folic Acid, Vitamin B12 (as cyanocobalamin),

rich” HDL, scavenges or “scoops up” | Magnesium (from Magnesium amino acid chelate), Selenium (as
free cholesterol. The cholesterol is L-Selenomethionine), L-arginine (from L-arginine HCI), L-

then chemically altered by the Carnitine (from L-carnitine L-tartrate), Coenzyme Q10 (CoQ10)
addition of an ester group. When {ubiquinione 10}, Policosanol, Hawthorn Berry Extract, Taurine,
sufficient cholesterol is esterified, Garlic, Grape Seed Extract, Grape Skin Extract, N-acetyl-L-
HDL-3 becomes HDL-2, which is cysteine, Alpha Lipoic Acid, Soy Isoflavones, Tocotrienols
therefore referred to as “cholesterol

ester-rich” HDL. HDL-2 is larger in

size and has been shown to be more

cardiosupportive than HDL-3.*

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.

Lugogd

Robert Doster
Title: Senior Vice President of Scientific Affairs

By:

Date: /0// 7/0-(




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

Michael P. Devereux
Chief Financial Officer

HDL Booster 21e



P

ENZYMATIC THEBADY

FMOORPORAY B I

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

9755 SW Commerce Circie, Suite B2

Wilsonville, OR 97070

What Betler feels tike™
An——————.,

October 17, 2005

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:

P: 503.582.8386 « F: 503.582.0467

ENZYMATIC THERAPY®
&
PHYTOPHARMICA®

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, and may be exploratory in nature.

HDIL Booster™#*

A trial involved 50 people, who were evaluated prior
to the study, then again at three and six months. Afier
three months of supplementation, good cholesterol
levels increased in all groups.* The changes were
more pronounced at the six-month time point, where
good cholesterol rose up 1o 23 percent and levels of
HDL-2 (the best cholesterol) increased 50 percent in
one subset of participants (HDL <40 mg/dL).*’
Additionally, the supplement also helped maintain
healthy triglycerides levels that were already within
the normal ranges.* Decreases in homocysteine, an
amino acid found in the blood that plays a role in
cardiovascular health, were observed as well.*

‘mixed tocopherols), Niacin (as niacinamide),

-Taurine, Garlic, Grape Seed Extract, Grape Skin

Vitamin C (ascorbic acid), Vitamin E (as natural

Vitamin B6 (as pyridoxine HCJ),. Folic Acid,
Vitamin B12 (as cyanocobalamin), Magnesium
(from Magnesium amino acid chelate), Selenium
(as L-Selenomethionine), L-arginine (from L-
arginine HCI), L-Carnitine (from L-carnitine L-
tartrate), Coenzyme Q10 (CoQ10) (ubiguinone
10), Policosanol, Hawthorn Berry Extract,

Extract, N-acetyl-L-cysteine, Alpha Lipoic Acid,
Soy Isoflavones, Tocotrienols

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,

. LU0

Robert Doster

Title: Senior Vice President of Scientific Affairs

Date: /0/’7/0{




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

Sincerely, p
Michael P. Devereux E
Chief Financial Officer

HDL Booster 23¢



INTEGRATIVE THERAPEUTICS INC." ENZYMATIC THERAPY"

NF Formulas « PhytoPharmica &
Tyler Encapsulations « Vitaline Formulas PHYTOPHARMICA®
9755 Sw Commerce Circle, Suite BZ 825 Challenger Dnve, Green Bay, W! 5431 1~8328
ENZYMATIC THERAPY Wilsonville, OR 97070 P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
NOCRECORATE D P: 503.582.8386 + F: 503.582.0467 P: 920.469.9099 <« F: 920.469.4418 (Phyto)

Woat Belter feeis ke
—————

October 17, 2005

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(t)(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.

HDL Booster™* | An antioxidant clinically shown to support | Vitamin C (ascorbic acid)

the health of the cardiovascular system and
increase HDL-2 cholesterol 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 pot misleading.

Lugodd

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: /O //7 /9{

By:

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 54311-832
ENZYMATIC THERAPY Wilsonvitle, OR 97070 P: 920.469.1313 « F: 888.570.6460 (Enzymati
ML E RO RATED P: 503,582.8386 « F:503.582.0467 P: 920.469.9099 « F:920.469.4418 (Phyto)

What Better feels like™
ap—

October 18, 2005

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.

HDL Booster™* Vitamin C provides protection for the | Vitamin C (ascorbic ‘acid)
inner lining of the arteries.

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: /043’ /O{

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.” E?:QZYMATIC THERAPY®

NF Formulas < PhytoPharmica ) &
Tyler Encapsulatxons » Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Surte BZ ) 825 Chaﬂenger Drwe, Green Bay, WI 54311-83.
ENZYMATIC THEBAPY ’ Wilsonviile, OR 97070 P: 920.469.1313 ¢ F: 888.570.6460 (Enzymat
 NEORFORATED P: 503.582.8386 = F: 503.582.0467 P: 920.469.9099 . F: 920.469.4418 (Phyto)

Woar Better feels like
s,

October 18, 2005

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 fo 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.

HDL Booster™* A powerful antioxidant, which inhibits the Vitamin E (as natural mixed
oxidation flow density lipids by inactivating free | tocopherols)
radicals.* Also, supports healthy cholesterol
levels already within the normal range.*

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 Doster
Title: Senior Vice President of Spientiﬂc Affairs

Date: /O // g /D.{

By:

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

"L p &mﬂ

Michael P. Devereux
Chief Financial Officer




INTEGRATIVE THERAPEDTICS INC.” 1 ENZYMATIC THERAPY®

NF Formulas « PhytoPharmica &
Tyler Encapsulations « Vitaline Formulas PHYTOPHARMICA®
VVVVV 9755 SW Commerce Ctrcle, Sun:e«BZ 825 Chaﬂenger DrNe, Green Bay, WI 54311 83
ENZYMATIC THEBRAPY Wilsonvilie, OR 97070 P: 920.469.1313 « F: 888.570.6460 (Enzymat
I NESRPORATED . P:503.582.8386 < F: 503.582.0467 P: 920.469.9099 -+ F: 920.469.4418 (Phyto;

Wwrar Better feets tive”
A———

October 18, 2005

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(1‘)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the mmedxate future, and may be exploratory
in nature.

HDL BosterTM 1 An essential coenzymefor normal ammo acid metabolism, | Vitamin B6 (as pyridom
In particular, Vitamin B6 is necessary for the breakdown of HCI)
homocysteine, an amino acid that plays a supporting role in

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.

S X (]

Robert Doster
Title: Senior Vice President of Scxentzﬁc Affairs

Date: /0//?'/0.{

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

v

P by

Michael P. Devereux
Chief Financial Officer

Sincerely,

e e oy ) o e s R R AR R



INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY®

NEF Formu!as « PhytoPharmica & .

Tyler Encapsulatsons « Vitaline Formu!as ) PHYTOPHARMICA
9755 SW Commerce Circle, Su:te B2 ) 825 Challenger Drwe, Green Bay, WI 5431 1'83
ENZYMATIC THEBADPY Wilsonville, OR 97070 P: 920.469.1313 « F: 888.570.6460 (Enzymat
CNECREORATED P: 503.582.8386 « F: 503.582.0467 P: 920.469.9099 - F: 920.469.4418 (Phyto

What Better feets iike™
—————

October 18, 2005

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 Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains 2 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 ﬁlture, .and may be exploratory
in nature.

HDL Booster™* In lipid metabolism, supports normal cholesterol
production and metabolism to help retain healthy
cholesterol levels that are already within normal

limits.*

Niacin (as niacinamide)

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.

Lok

By:

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: /O//f/O(

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

Michael P. Devereux
Chief Financial Officer

BOIBIRISE 5



INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY®

NF Formulas « PhytoPharmica &
Tyler Encapsuiauons @ Vltalme Formulas PHYTOP"ARM|CA'
9755 SW Comumnerce erc:le, Suxte B2 825 Chaﬂenger Dnve, Green Bay, WI 5431 1~832
ENZYMATIC THERAPY Wilsonvilte, OR 97070 P: 920,469.1313 « F: 888.570.6460 (Enzymati
INOORB o RAT DD P: 503.582.8386 « F: 503.582.0467 - P 920.469.9099 « F: 920.469.4418 (Phyto)

What Better feels like™
————

October 18, 2005

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

Center for Food Safety and Applied Nutrltxon
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 F ood, 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.

HDL Booster™* Increases good cholesterol levels, Niacin (as niacinamide)

particularly HDL-2 (the best cholesterol)*

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

Lo

Robert Doster
Title: Senior Vice President of Scientific Affairs.

Date: /& //?/O.{

By:

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

Michael P. Devereux
Chief Financial Officer




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

9755 SW Comunerce Circle, Suite B2

ENZYMATIC THERAI)Y Wilsonvilie, OR 97070
I NCOREDEATED P: 503.582.8386 « F: 503.582.0467

Whar Better feels live™
——————

October 18, 2005

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 Chailenger Dnve, Green Bay, Wl 54311 ~8’-‘
P: 920.469.1313 « F: 888.570.6460 (Enzyma
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(1)(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.

HDL Booster™* Through perpa}gvasodﬂatation, niacin also | Nlacm (as macmamxde)

supports the retention of healthy blood pressure
that is already within the normal range.*

1 certify that the information contamed in this notice is complete and accurate and that Enzymatic Therapy, Inc, has

substantiation that the statements are truthﬁll and not misleading.

m

Robert Doster
Title: Senior Vice President of Scientific Affaus

Date: /0//2'/0{

By:

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

(920) 406-3608.

Tt P b

Michael P. Devereux
Chief Financial Officer

o R



INTEGRATIVE THERAPEUTICS INC.”
NF Formulas = PhytoPharmica

neansulations « Vitaline Formulas

viar
EF BRLApSLEatior &

ry

9755 SW Commerce-Circle, Suite B2

ENZYMATIC THERAPY®
&
PHYTOPHARMICA®

825 Challenger Drive, Green Bay, Wl 5431 1-832

ENZYMATIC THERAPY Wilsonville, OR 97070 P:920.469.1313 » F: 888.570.6460 (Enzymati
MO RED R AT E D ) P: 503.582.8386 - F: 503.582.0467 P:’ 920.469.9099 « F: 920.469.4418 (Phyto)
Woat Better peets like™
—————

October 18, 2005

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. MDD 20740

WALV G DAL, AVLLs AV

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 Jabel 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.

AN
HDL Booster™*

High levels of circulating vitamin B6 have been
associated with reduced levels of C-reactive
protein, another important indicator of heart
health.*

Vitamin B6 (as pyridoxine HCI)

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.

LLogd

Robert Doster o
Title: Senior Vice President of Scientific Affairs

Date: yz-) /I ?/o.{

By:

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

Sincerely,

ichael P. Devereux &‘0 y z

Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®

NF Formulas » PhytoPharmica &
Tyler Encapsulations « V:tahne Formuias ’ S PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Chauenger Dnve, Green Bay, Wi 5431 1—83‘
ENZYMATIC THERAPY Wilsonville, OR 97070 - P:920.469.1313 s F: 888.570.6460 (Enzymati
I NP OREMEATE D P: 503.582.8386 « F: 503.582.0467 ) P: 920.469.9099 < F: 920,469.4418 (Phyto)

Woat Bettey feeis tke”
A —

October 18, 2005

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 ot plan to market in the immediate future, and may be exploratory
in nature.

HDL Booster™* | A homocystemelower agent folic acid is essenhal for | Folic Acid
the formation of red and white blood cells and involved
in the synthesis of certain amino acids.*

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.

g0t

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: /0//&/0 s

By:

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

Tkt P g

Michael P. Devereux
Chief Financial Officer




INTEGRATIVE '_!;HERA?EUTICS, INC.” ENZYMATIC THERAPY®
NF Formulas » PhytoPharmica &

Tyler Encapsulatlons Vltahne Formu!as . PHYTOPHARMICA®
Y . 9755 SW Commerce C|rcle, Suite B2 825 Chauenger Drwe, Green Bay, wi 54311 -832
ENZYMATIC THE BAPY : Wilsonville, OR 97070 P: 920.469,1313 « F: 888.570.6460 (Enzymati
MO REMRATC S P: 503.582.8386 « F: 503.582.0467 P: 920.469.9099 « F: 920.469.4418 (Phyto)

Waat Better feeis liker
————

October 18, 2005

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 bas a Jabel that contams 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.

HDL Booster™* | A buiquitoud coepzyme necessary for T Vitamin 12 (as cyanocobal)
DNA synthesis. Also lowers
homocysteine 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.

Robert Doster

Title: Senior Vice President of Scientific Affairs

Date:  [O //&’/0!

By:

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

Sincerely,

Tt pfpop

Michael P. Devereux
Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®

" NF Formulas + PhytoPharmica ‘ & .
Tyler Encapsulations ¢ Vitaline Formulas PHYTOPHARMICA
9755 SW Commerce Circle, Suite 82 825 Chalienger Drrve, Green Bay, Wi 5431 1-8328
ENZYMATIC THEBAPY Wilsonville, OR 87070 P: 920. _46'9,1 313 + F: 888.570.6460 (Enzymatic)
ML EREOEATE S ' P: 503.582.8386 « F: 503.582.0467 P: 920.469.9099 - F: 920.469.4418 (Phyto)
Whar Betler feeis like:
P,
QOctober 18, 2005

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(2)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currenﬂy market or plan to market in the immediate future, and may be - exploratory
in nature.

HDL BoosterTM*? Increases HDL levels, supporting a
healthy lipid profile, and helps maintain
healthy blood pressure already within

the normal limits.*

Magnesium (from magnesmm amino acid
chelate)

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.

L9001

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: __/® /jg/o{

By:

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

(920) 406-3608.

Michael P. Devereux
Chief Financial Officer

Sincerely,




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

Tyler Encapsulateons * Vstalme Formuias / PHYTOPHARMICA®
. 9755 SW Commerce Clrcle, Suite B2 825 Chaltenger Drwe, C-reen Bay, wi 5431 1 8328
ENZYMATIC THE BAPY Wilsonville, OR 97070 | P:920.469.1313 - F: 888.570.6460 (Ehzymatic)
I NCORPORATED P: 503.582.8386 « F: 503.582.0467 P: 920.469.9099 <« F: 920.469.4418 (Phyto)

Whar Beltter feels tiker
A———

October 18, 2005

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 followmg 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.

HDL Booster™* | An essential trace mineral with powerl Selenium (as L-selenomethionine)

antioxidant capabilities.*

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

substantiation that tkmn Lé’ f truthful and not misleading.

By:

Robert Doster
Title: Senior Vice President of Sc1ent1ﬁc Affaxrs

Date: /2 /Lf/ (2] (

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

et bt

Michael P. Devereux
Chief Financial Officer




lNTEGRATIVﬁ THERAPEUTICS INC.” ENZYMATIC THERAPY®
" NF Formulas « PhytoPharmica &

Tyler Encapsulatians = Vitaline Formulas ' . PHYTOPHARMICA®
9755 SW Commerce Carcle, Suite BZ 825 Chaﬂenger Dnve, Green Bay, Wi 54311 -8328
ENZYMATIC THERAPY Wilsonville, OR 97070 P: 920.469.1313 . F: 888.570.6460 (Enzymatic)
I NOCRECRATE D P: 503.582.8386 « F:503.582.0467 P: 920.469.9099 - F: 920.469.4418 {Phyto)
Whas Better feeis like™
A————,,
October 18, 2005

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

Center for Food Safety and Applied Nutrxtmn
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.

HDL Booster™* | Research has revealed that selenium Selenium (as L-selenomethionine)
supports cardiovascular 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.

L0804

Robert Doster )
Title: Senior Vice President of Scientific Affairs

Date: /0//?'/0{

By:

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

Sincegely,

Michael P. Devereux
Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY®

NF Formulas + PhytoPharmica ' &
Tyler Encapsulations + Vitaline Formulas ) PHYTOPHARMICA®
9755 Sw Comi'nerce 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 N REORATED P: 503.582.8386 + F: 503.582.0467 P: 920.469.9099 « F: 920.469.4418 (Phyto)

what Better jeeis tive™
—————

October 19, 2005

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.

HDL Booster™* | An important amino acid and precursor
to nitric oxide (NO), which is important
for the health of the cardiovascular,

immune, and nervous system.*

L-Arginine (as L-arginine HCI)

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

Lgodd

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: /D// q/o{

By:

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

TELt P by

Michael P. Devereux
Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC;” . ENZYMATIC THERAPY®

NF Formulas « PhytoPharmica &
Tyler Encabsulatlons + Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Crrcle, Suite 82 825 Chaﬂenger Dnve, Green Bay, Wl 54311 8328
ENZYMATIC THERAPY Wilsonville, OR 97070 " P:920.469.1313 <« F: 888.570.6460 (Enzymatic)
 NCOREGRATED P: 503.582.8386 o F: 503.582.0467 P: 920.469.9099 o F: 920.469.4418 (Phyto)

whar Better feels live”
a———

October 19, 2005

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 labe! that containsa 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 ﬁm:re, and may be exploratory
in nature.

HDL BoosterTM* In clinical study, an L-arginine-enriched L-Argmme (as L—argm1 ne HCY)

diet increased good oholesterol levels.*

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

Legogd

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: /0//’7/0-(

By:

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

SinEerely, P

Michael P. Deversux
Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY"

NF Formuljas « PhytoPharmica &
Tyler Encapsulatmns ¢ Vitaline Formulas PHYTOPHARMICA®
8755 BW Commerce C(rcle, Suite B2 825 Cha{lenger Dnve, C.reen Bay, Wi 54311 8328
E NZYMATIC THERAPY Wilsonvifle, OR 97070 p: 920 469,1313 » F: 888.570.6460 (Enzymatic)
I N RRPORATED P: 503.582.8386 <« F: 503.582.0467 P: 920. 469.9099 « F:920.469.4418 (Phyto)

Waat Better feels itker
———

October 19, 2005

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 1mmed1ate future, and may be exploratory
in nature,

HDL Booster"‘* \ Along with coenzyme Q10; L-carnitine L-Carnitine {as L-carnitine L-tartara
is a key factor in metabolism; supportmg Coenzyme Q10 (COQI(}) (ubiquinone 10)
the production of cellular energy.*

I certify that the information contained in this I'LOthG: is complete and accurate and that Enzymanc Therapy, Inc. has
substantiation that the statements are truthful and not misleading.

L pugl

Robert Doster
Title: Senior Vice President of Scientific Affairsr

Date: /O /17/0-(

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

Sincerely,

[SVJR

Michael P. Devereux
Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®

NF Formulas + PhytoPharmica &
Tyler Encapsulations « Vitaline Formulas PHYTOPHARMICA®
9735 SW Commerce Circle, Suite B2 825 Chaﬂenger Drive, Creen Bay, Wi 5431 1*8328
ENZYMATIC THERADPY Wilsonville, OR 97070 P: 920.469.1313 + F: 888.570.6460 (Enzymatic)
INCORFPORATE D . P:503.582.8386 » F: 503.582.0467 P:.920:469.9099 &« F: 920.469.4418 (Phyto)

What Better fecis like”
a——————.

October 19, 2005

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 1mmedlahe future, and may be exploratory
in nature.

| L-Carnitine is shown to increase good
cholesterol (HDL) levels. *

HDL Booster™*

L-Carnitine (as L-carnitine L-tartarate)

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

o

By:

Robert Doster
Title: Senior Vice President of Scientific Affairs.

Date: /& // ?/0(

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.™ . EﬂlYMATIC THERAPY®

NF Formulas + PhytoPharmica =~ o & .
Tyler En apsuiatlons © thahne Formulas PHYTOPHARMICA
9755 SW Commerce Circle, Surte B2 ,825 Chaﬂanger Dnve, Creen Bay, wi 543? 1—8328
ENZYMATIC THEBAPY lesunwr!le, OR 97070 P: 920.469.1313 + F: 888.570.6460 (Enzymatic)
I NODRPEREATE D P: 503.582!; 8386 + F:503.582. 0467 P: 920.469.9099 « F: 920.469.4418 (Phyto)
What Better feeis bke™
———
October 19, 2005

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 Madan:

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.

HDL oostrT L-carmtme supports healthy blood ) L-Carnitine (as Lcarmtme htartarate)

flow.*

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. Pedd

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: /&// 4/0 {

If you have any questions, please contact Robert Dester, Senior Vice President of Scten’uﬁc Affairs at
(920) 406-3608.

Sincerely,

[ R

Michael P. Devereux
Chief Financial Officer




IiNTEGR”ATlVE THERAPEUTICS INC.™ ENZYMATIC THERAPY®

NF Formulas ¢+ PhytoPharmica &
) Tyler Encapsulanons + Vitaline Formuias PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wi 54311-8328
ENZYMATIC THERAPY Wilsonvile, OR 97070 P; 920.469.1313 « F: 888.570.6460 (Enzymatic)
MM EERMBATELD P: 503.582.8386 « F: 503.582.0467 - P:920.469.9099 s F:920.469.4418 (Phyto)

What Belter fecis iive™
a—————

October 19, 2005

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

Center for Food Safety and Applied Nutnm)n
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

no. ¥ alanl M0 o sonlas sugy
NG, LdDCL UL/ LISV EALLIEICL S

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 Cosmenc 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.

HDL Boosterm* E A powerful free radical scavenger ’ Coenzyme Q10 {CoQ10) (umoe )

clinically shown to support arterial
health.*

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

Robert Doster

Title: Senior Vice President of Scientific Affairs

Date: /& //? /0-(

By:

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

R

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 Dr‘we, Green Bay, WI 54311-8328
ENZYMATIC THEBAPY Wilsonville, OR 97070 P:920.469.1313 <« F: 888.570.6460 (Enzymatic)
- N O RPORATED P: 503.582.8386 « F: 503.582.0467 . P: 920:469.9099 » F: 920.469.4418 (Phyto)

Woat Better feeis tive™
ap—

October 19, 2005

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 sttmbuted 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
HDL Booster™* Supplementatxon sxgmﬁcantiy improves - | Coenzyme Q10 (COQI(}) (ubiquinone 10)
good cholesterol levels.*

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

By:

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: /O //7/0{

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

5

Sincerely,

10 P

Michael P. Devereux
Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®

NF Formulas « PhytoPharmica &
Tyler Encapsulations « Vitaline Formulas . PHYTOPHARMICA®
C 9755 SW Commerce Circle, Suite B2 825 Chaﬂeﬁger Drwe Green Bay, Wi 5431 1-8328
ENZYMATIC THERAPY \ Wilsonville, OR 97070 P: 920.469,1313 + F: 888.570.6460 {Enzymatic)
I NOORPORATED P 5(/)3582.8336 « F: 503.582.0467 P 920.459.9099 « F:920.469.4418 (Phyto)
What Better feels tive:
Ap————————
October 19, 2005

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.

HDL Boosterm* CoQ10 supports Healthy heart - Coenzyme Q10 (CoQ10) (ubiquinone 10)
contractility and circulation.*

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

L0040

Robert Doster
Title: Senior Vice President of Scmntlﬁc Affaxrs

Date: /0//?/0

By:

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

Teit P fpp

Michael P. Devereux
Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY®

NE Formulas « PhytoPharmica &
Tyler Encapsulations « Vitaline Formulas ) PHYTOPHARMICA®
o 9755 5SW Commerce Circle, Suite B2 825 Chalienger Drive, Green Bay, Wl 54311-8328
ENZYMATIC THERAPY Wilsonville, OR 97070 P: 920.:469.1313 « F: 888.570.6460 (Enzymatic)
I MECORBORATED P: 503.582.8386 =+ F: 503.582.0467 P: 920.469.9099 « F:920.469.4418 (Phyto)

What Better feeis lie®
A——————

October 19, 2005

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 follewing 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 staternent 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. ~

HDL Booster™#* | In a clinical study, supplementation Policosanol

resulted in a 14 percent increase in HDL
cholesterol over an 8-week period.*

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

0u.

Robert Doster -
Title: Senior Vice President of Scientific Affairs

Date: __ / 0,// ?/ 0\{

By:

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

Sincerely,

Tt P fonp

ichael P. Devereux

Chief Finaneial Officer

ST



INTEGRATIVE THERAPEUTICS INC.” ) ENZYMATIC THERAPY*

NF Formulds e PhytoPharmica’ & .
Tyler Encapsuiattons « Vitaline Farmulas PHYTOPHARMICA
9755 SW Commerce Circle, Suite B2 ‘ 825 Challenger Dnve, Green Bay, WI 543?1-8328
ENZYMATIC THEBAPY Wilsonville, QR 97070 ’ P 920.469.1313 » F: 888.570,6460 (Enzymatic)
MO RFPORATE D P: 503,582.8386 « F: 503.582.0467 . P: 920.469.9099 « F: 920.469.4418 (Phyto)

weat Beltter feels live™
——————

October 20, 2005

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.

HDL Booster™* | Helps retain healthy cholesterol levels | Hawthorn (Crategus oxyacantha) Berry

already within the normal range.* Extract

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

PLAdA

Robert Doster \
Title: Senior Vice President of Scientific Affairs

Date: /& /z&/a{

By:

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

Sincerely,

ichael P. Devereux

Chief Financial Officer

e anseaas e e



INTEGRATIVE THERAPEUTICS INC.” ) ENZYMATIC THERAPY®

NF Formulas « PhytoPharmica ’ &
- Tyler Encapsulabons © thahne Formulas PHYTOPHARM'CA°
9755 SW Cqmmerce erc!e, Suxte B2 825 Challanger Drwe, Green Bay, Wi 54311-8328
ENZYMATIC THERAPY Wilsonville, OR 97070 ‘P:920.469:1313 « F: 888.570.6460 (Enzymatic)

Mo R LR AT P: 503.582.8386 < F:503.582.0467 P:920.469.9099 + F:920.469.4418 (Phyto)
Woat Better feels tike" '
ap—————.,

October 20, 2005

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 hasa label that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy; Ing. 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 currentiy market or plan to market i in the immediate future, and may be exploratory
in nature.

HDL Booster™#* | Supports the muscle strength'of the Hawthorn (Crategus 0xyacantha) Berry
heart, helping to maintain healthy heart Extract
thythm, contractility, and vascular
circulation. ®

I certify that the information contained in this notice is complete and accurate and that En;:ymatw Therapy, Inc. has
substantiation that the statements are truthfui and m)t misleading.

pLgeydd

Robert Doster
Title: Senior Vice President of S;ientiﬁc Affairs

Date: __/® /20 /0{

By:

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

Sincerely,

WPK»»#

Michael P. Devereux
Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC,™ ENZYMATIC THERAPY®

NF: Formutas ¢ PhytoPharmica ' &
Tyler Encapsulations « Vitaline Formulas - FPHYTOPRARMICA™
) 9755 SW Commerce Circle, Suite 62 825 Chatllenger Drlve, Green Bay, Wi 5431 1 —8328
ENZYMATIC THERADPY - Wilsonville, OR 97070 P:920.469.1313 + F: 888.570.6460 (Enzymatic)
MEORPORATED P: 503.582.8386 « F: 503.582.0467 P: 920.469:9099 « F: 920.469.4418 (Phyto)

Woar Better feels tike™
—————

October 20, 2005

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.

HDL Booster™* | A source of antioxidant constituents that | Hawthorn (Crategus oxyacantha) Berry

protect against oxidative daxi;age.* Extract

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

04

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: /o /20 /a(

By:

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

JEivp &mﬁﬂ

Michael P. Devereux
Chief Financial Officer




INTEGRATIVE THERAPEUTICS. INC.™ ENZYMATIC THERAPY®

" NF Formulas « PhytoPharmica &
Tyler Encapsulatiens + Vitaline Fcrmulas . - PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 . 825 Challenger Drwe, Green Bay, Wi 54311-8328
ENZYMATIC THER APY Wilsonville, OR 97070 P: 920.469.1313 » F: 888.570.6460 (Enzymatic)
I NOCRP DR ATE D P: 503.582.8386 + F: 503.582.0467 P: 920.469.9099 « F: 920.469.4418 (Phyto)

woar Better feeis like™
A ——————

October 20, 2005

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 Manufacmred 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.

"HDL Booster™* | Supports the health of veins and
arteries.* Also, helps maintain healthy
‘blood presSure levels already within the

normal range.*

Hawthorn (Crategus oxyacantha) Berry
Extract

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

0

By:

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: /0’/ 20 / 0{

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

N

Michael P. Devereux
Chief Financial Officer




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

Tyler Encapsutatlons « Vitaline qumulas ’ PHYTOPHARMICA®
9755 SW Commaerce Circle, Suite B2 : 825 Chaﬂenger Dnve, Green Bay, wi 54311—8328
ENZYM ATIC THEBAPY Wskso,m(:iie, QR 97070 P: 920.469,1313 '+ F: 888.570.6460 (Enzymatic)
ME RO EATED P: 503.582.8386 « E: 503.582:0467 P: 920.469.9099 & F: 920.469.4418 (Phyto)

woat Better feels live™
ap———r—

October 20, 2005

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 lmmedxate futm‘e, and may be exploratory
in nature,

HDL Booster™* | Taurine possesses both antioxidant and

membrane-supportive properties.®

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

0404,

By:

Robert Doster ‘ (
Title: Senior Vice President of Scientific Affairs

Date: /@ / 20/ 0.(

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

Sincsrely, /)

Michael P. Devereux
Chief Financial Officer




IﬂTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY"

NF Formuids » PhytoPharmica ’ &
Tyter Encapsu&a&mns « Vltahne Formu‘as ’ ) PHYTOPHARMICA®
- i 9755 sW Commerce Circle, Surte 82 825 Challenger Drive, Green Bay, W1 54311 8328
ENZYMATIC THEBAPY " Wilsonville, OR 97070 | P:920.469.1313 « F: 888.570.6460 (Enzymatic)
I INDORPORATED P: 503.582.8386 « F: 503.582.0467. . P: 920.469.9099 « F: 920.469.4418 (Phyto)

What Betley feeis like™
————

October 20, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810 =
Center for Food Safety and Applied Nuirition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Labe! Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following produat is Manufactured, Packed and/or Dtstnbuted by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 hasa 1ahe1 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 ot plan to market in the- 1mmechate ﬁmlre, and may be exploratory
in nature.

HDL BoosterTM* Helps maintain a healthy lipid profile by | Taurine

increasing good (HDL) cholesterol
levels.*

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

LLoeiq4

Robert Doster
Title: Senior Vice President of Scientific Affairs .

Date: /6/ 20/ a>/

By:

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

Sincerely,

WP'M%

Michael P. Devereux
Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.” ' ENZYMATIC THERAPY®

NF Formulas « PhytoPharmica ‘ &
. Tyier Encapsuiatsons + Vitaline Formulas P"VTO;P"ARM'CA'
C 9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wi 54311-8328
ENZYMATIC THEBADY Wilsonyille, OR 97070 P: 920.468.1313 « F: 888.570.6460 (Enzymatic)
MO DREORATE D P: 503.582.8386 « F:503.582.0467 P:920.469.9099 o F:920.469.4418 (Phyto)
What Bettey feels ike” )
———————
October 20, 2005

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

Center for Food Safety and Applied Nutntxon
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 Manufactuted, 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. :

"HDL Booster™* | A powerful antioxidant that possesses Garlic (Alliuim sativans) bulb
wide-ranging cardiovascular health v
benefits. *

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

L pdedd

Robert Doster
Title: Senior Vice President of Scientific Affa;rs

Date: /O /20/0{

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

y

Michae!l P, Devereux
Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY®

NF Formulas « PhytoPharmica . - &
Tyler Encapsulatmns @ - Vltalme Formuias PHYTOPHARMICA®
o 9755 SW Commerce Cu‘cle, Sunte B2 . 825 Chauanger Drwe, Green Bay, w1 54311 8328
ENZYMATIC THERAPY Wilsonville, OR 97070 P: 920.468.1313 » F: 888.570.6460 (Enzymatic)
MO RPN R ATE D P: 503.582.8386 « F: 503.582.9467 . P: 920.469.9099 « F: 920.469.4418 (Phyto)
Whoar Better feeis like™
sm—
October 20, 2005

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 Patk, 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 stmbuted by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that containg a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Bnzymatic 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 currenitly market or plan to market in the immediate future, and may be exploratory
in nature.

,HDLBoosterTM* Clinically shown to increase good B Garlic (Alliuim satwmn} buib
| cholesterol levels, partlcularly HDL-2
cholesterol.*

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

T

Robert Doster )
Title: Senior Vice President of Scientific Affairs

Date: /& / ZO/CL(

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

Michael P. Devereux
Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®

NEF Formulas = PhytoPharmica &
Tyler Encapsulauons 4 Vitaline Formulas . PHYTOPHARMICA®
9755 SW Commerce Circle, Suite BZ 825 Challenger Drive, Green Bay, Wi 54311-8328
ENZYMATIC THEBADY thsonviﬂg, OR 97070 P: 920.469.1313 - F: 888.570.6460 (Enzymatic)
MO RB N RATE O P: 503.582.8386 » F:503.582.0467 P: 920.46?.9099 s F: 920.469.4418 (Phyto)

woar Better feels tike”
——

October 20, 2005

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 Dwtambuted 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()(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.

"HDL Booster“‘* A source of free-radical scavenging Grape Seed (Vitis vinifera) Extract, Grape
phytonutrients, known as polyphenols.* | Skin (Vitis vinifera) 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 mlsleadmg

By:

Robert Doster
Title: Senior Vice President of Séientific Affairs

Date: /0/20 /0-’/

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

Silcerely, p

Michael P. Devereux
Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®

NE Formulas « PhytoPharmica. : o & .
“Tyler Encapsulations « Vitaline Formulas PHYTOPHARMICA
9755 SW Commierce Circle, Suite B2 825 Challenger Drive, Green Bay, Wl 54311-8328
L NZYMATIC THE RAPY Wwilsonviile, OR 97070 - P:920.469.1313 « F: 888.570.6460 (Enzymatic)
MO RECRATED P: 503.582.8386 « F: 503.582.0467 B 920.469.9099 « F:920.469.4418 (Phyto)
Woat Better feeis ke
——————

October 20, 2005

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 produet is Manufactured, Packed, and/or Distributed by Bnzymatic
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. ‘ '

HDL Booster™* | Promotes healthy circulation.* : Grape Seed (Vitis vinifera) Extract, Grape

Skin (Vitis vinifera) 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. ’ \

Lo

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

Date: __ /' o/ 20/ 05/

By:

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 .




lNTEGRl\TIVﬁ THERAPEUTICS INC.™ ' ENZYMATIC THERAPY"®

NF Formulas + PhytoPharmica ' &
Tyler Encapsu!atans « Vitaline Formulas - P‘“‘YT“P"ARM'CA'
9755 SW Commerce Circle, Suitg B2 - 825 Challenger Drive, Green Bay, Wi 5431 1~8328
ENZYMATIC THERADPY Wilsonville, OR 97070 P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
INGORPORATED P: 503.582.8386 « F: 503.582.0467 P: 920.469.9099 » F: 929.469.4418 {Phyto)
woar Better peels e
—————,

October 20, 2005

Office of Nutritional Produets, 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/er 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 exemptlon to section 201(g)(1)(C) of the act and comply with section 403(x)(6) of the act. These claitms are
not necessarily for a product we currently market or plan to market in the zmedlate future, and may be exploratory
in nature.

u&&o F2ER
HDL Booster™* | Supports catdiovascular health by ‘Grape Seed (Vitis vinifera) Extract, Grape

increasing HDL cholesterol levels.* Skin (Vitis vmxfera) Extract

I certify that the information contained in this notxcf: is complete and accurate and that Enzymatxc Therapy, Inc. has
substantiation that the statements are truthful and not misleading,

0

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: /0/ 2»0/0.(

By:

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

Tt P L

Michael P. Devereux
Chief Financial Officer

i

R




INTEGRATIVE THERAPEUTICS INC.” ENZYMAT < THERAPY®

NF Formulas « PhytoPharmica : o &
Tyler Encapsulations '+ Vitaline Formiulas - PHYTOPHARMICA®
o 9755 SW Cc_mmerce Circle, Suite B2 ) 825 Chailenger Dnve, Green Bay, wi 54311»8328
ENZYMATIC THEB APY ‘Wilsohville, OR 97070 P:920.465.1313 « F: 888.570.6460 (Enzymatic)
INODRFORATED P: 503.582‘83?5 s F: 503.532.9457 © P 920.469.9099 < F: 920.469.4418 (Phyto)
Woat Better feis ke \
a——

October 20,2005

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

Center for Food Safety and Applied Numtlon
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 produet is Manufactured, Packed, andfor 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 futura, and may be exploratory
in nature.

o
HDL Booster™* | Supports the health of the cardiovascular | N-Acetyl-L-Cysteine (NAC)
and immune systems.*

I certify that the mformatlon contained in-this notice is complete and accurate: and that Enzymatm Thcrapy, Inc. has
substantiation that the statements are truthful and not misleading.

Lgo0

Robert Doster
Title: Senior Vice President of Scientific Affairs.

Date: /O/ 20/0—’/

By:

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

Tt P f&m#

Michael P. Devereux
Chief Financial Officer

T



INTEGRATIVE THERAPEUTICS INC.” © ENZYMATIC THERAPY*

NF Formulas « PhytoPharmica o &
Tyler Encapsulations « Vitaline Formulas T PHYTOPHARMICA®
9755 SW Commerce Circle, Sutte B2, 825 Chaﬂenger Dnve, Green Bay, W1 54311-8328
ENZYMATIC THERADY : Wiisonville, OR 97070 , P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
INCORPORATE D ’ P: 503«582.8'336 « F: 503.582.0467 P: 920.469.9099 -« F: 920.469.4418 (Phyto)
Woat Belter feeis like™ ‘
A——
October 20, 2005

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

E: 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 [abel 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(1)}(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the 1mmed1a£e future, and may be exploratory
in nature.

HDL Booster™* | Shown to significantly increase in HDL N~Acety1a -Cysteifie (NAC)

cholesterol.*

I certify that the information contained in this notwe is complete and accurate and” that Enzymanc Therapy, Inc. has
substantiation that the statements are truthful and not misleading.

Lo

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: /0/20/0/

By:

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

Michael P. Devereux
Chief Financial Officer




lNTEGRAT!VE 7HERAPEUTICS INC.™ o ENZYMATIC THERAPY®
NF Formulas = PhytoPharmica

Tyler Encapsulations « Vitaline Formulas . : MYTOP"A“MKA'
9755 SW Comimerce Cn‘c!e, Suite B2 825 Challenger Dnve, Green Bay, Wi 54311-8328
ENZYM ATIC THERAPY Wilsonville, OR 97070 . P: 920.469;1313 « F: 888.570.6460 (Enzymatic)
INCORFORATED P:'503.582.8386 » F: 503.582.0467 . P: 920.469.9099 « F: 920.469.4418 (Phyto)

Woar Better feets ke
a—————.

October 20, 2005

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

Center for Food Safety and Applied Numnon )
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimeré

Dear Sir or Madam:

This letter is to notify you that the following prod\m 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, Tnc. 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 currenﬂy market or plan to market in the immediate future, and may be exploratory
in nature.

"HDL Booster™* Helps maintain healthy bloed flow and Alpha Lipoic Acid {ALA)
healthy heart contraction.* i

I certify that the information contained i m this notice is complete and accurate and that Enzymanc Therapy, Inc. has
substantiation that the statements are truthful and not misleading.

. L4

Robert Doster .
Title: Senior Vice President of Scientific Affairs

Date: /0/20/0.(

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

Sincerely,

Jeit P b

Michael P. Devereux
Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.” ENZY“#\TIC THERAPY®
NF Formulas + PhytoPharmica ' &

Ty|er Encapsu!atsons +« Vitaline Formu[as ‘ PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 C 825 Challenger Drive, Green Bay, W1 54311-8328
ENZYMATIC THEB_AI)Y , Wilsonville, OR 97070 ‘ P 92Q.46,9Q1 313 + F: 888.570.6460 (Enzymatic)
I MmO REORATED P: 503.582.8386 « F: 503.582.0467 .P: 920.469.9099 « F: 920.469.4418 (Phyto)

Woar Better feeis bke”
a————

October 20, 2005

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

Center for Food Safety and Applied Nutﬂtxon
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. Enzymatxc 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 1mmed1ate future, and may be exploratory
in nature.

HD BoterTM* Provide antioxidant protection, | Soy Isoflavones -

supporting cardiovascular and i immune
system 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 truthfu!l and not misleading.

Legedd

Robert Doster ]
Title: Senior Vice President of Scientific Affairs

Date: /& /30 /0{

By:

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

Sincerely, 8

Michael P. Devereux
Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®

MNF Formulas » PhytoPharmica ) &
Tyler Encapsulatmns « Vitaline Formulas PHYTOPHARMICA®
. 9755 SW Commerce Circle, Suite BZ . 825 Challeriger DriQe, Green Bay, Wi 54311-8328
ENZYMATIC THERADPY Wilsopville, OR 97070 P: 920.469:1313 5 F: 888.570.6460 (Enzymatic)
N R P M EATE D P: 503.582.8386 « F: 503.582.0467 P: 920.469.9099 + F: 920.469.4418 (Phyto)
Woar Better feels iike
o ———

October 20, 2005

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 nr plan to market in the immediate futurc;, and may be exploratory
in nature, -

HDL BoosterTM* Soy protem-enncheddxet has been
shown to support healthy lipid profiles’
by significantly increasing HDL
cholesterol levels.*

1 certify that the information contained in this notié\e is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and net misleading.

Redodd

Robert Doster
Title: Senior Vice President of Scientific. Affairs

Date: /0/20/0-{

By:

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

Sincerely,
Michael P. Devereux
Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC. . ENZYMATIC THERAPY®

MF Formulas « PhytoPharmica . ] &
T\llnr thapsu{at;gne = Yitaline Fcrmu!as B PHYTOPHARMICA®
R 9755 SW Commerce Circle, Suite B2 825 Chaﬂenger Drive, Green Bay, W1 54311-8328
ENZYMATIC THER APY Wilsonville, OR 97070 ‘  P:920.469.1313 + F: 888.570.6460 (Enizymatic)
 NCOREORATED P: 503.582.8386 + F: 503.582.0467 P: 920.469.9099 + F: 920.469.4418 (Phyto)
woat Better feets ke
——————
October 20, 2005

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

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

(’nﬂeop 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 mxmedxate futurez and may be exploratory
in nature.

HDL Booster™* | Powerful antioxidants that suppcrt the
health of arteries.* Shown, in clinical
study, to support healthy cholesterol
levels already within the normal range. *

Tocoiricnb’ls

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

QLP004

Robert Doster \ ‘
Title: Senior Vice President of Scientific Affairsr

Date: /D/;o / O{

A

By:

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

Sincerely,

BLrp by

Michael P. Devereux
Chief Financial Officer




