) 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
SNZYMATIC TH EBAPY Wilsonvilie, OR 97070 P: 920 469.1313 F: 888.570.6460 (Enzymatic)
P: 503 582.8386 F: 503 582.0467 P: 920.469.9099 F 920.469.4418 (Phyto)
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June 23, 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 exeraption 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

1 nature.
PRODUCT NAME | = ' STATEMENTS. : - INGREDIENT{S)TO'WHICH THE CLA!
L Ao REFERSY/{ .-~ oo

Recancostat® On of the most powerful L-Glutathione, Reduced, AnthoRedoxin™
antioxidant inside your body is | standardized to contain 10% anthocyanins,
GSH, which is required by Beet (Beta vulgaris) Root Extract, Bilberry
both your immune and (Vaccinium myrtillus) Fruit Extract, Black
detoxification systems.” Currant (Ribes nigrum) Berry Extract,

European Elder (Sambucus nigra) Berry
Extract, L-Cysteine

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

oo

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: _ é /23 /0.{

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

Sincerely,

{:‘L/p&/*"“ﬁﬂ 975 D162  LET /&L/%/g

Michael P. Devereux

Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY®

NF Formulas PhytoPharmica &
Tyler Encapsulations Vitahine Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wl 54311-8328
BNZYM ATIC TH EBAPY Wilsonville, OR 97070 P: 920.469.1313 F: 888.570.6460 (Enzymatic)
B . P: 503.582.8386 F: 503.582.0467 P: 920.469.9099 f-920.469.4418 (Phyto)
Woat Better fecis niee™
a—

June 23, 2005

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

Center for Food Safety and Applied Nutrition
Food and Drug Administration

3100 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
bv scction 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exeraption 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
0 nature.

PRODUCT NAME STATEMENTS INGREDIENT(S)TO/WHICH THE CLAIM
: 7" _-REFERS ' -
Recancostat® Maintain healthy levels of GSH | L-Glutathione, Reduced, AnthoRedoxin™
and antioxidants inside your standardized to contain 10% anthocyanins,
body is essential to support Beet (Beta vulgaris) Root Exiract, Bilberry

your cellular immune function.* | (Vaccinium myrtillus) Fruit Extract, Black
Currant (Ribes nigrum) Berry Extract,
European Elder (Sambucus nigra) Berry
Extract, L-Cysteine

-

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.

LugedAd

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date  0/23/08

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

Sincerely,

Jdt P -&mﬁﬂ

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 TH ERAPY Wilsonville, OR 97070 P: 920.469.1313 . F 888.570.6460 (Enzymatic)
P: 503 582.8386 F: 503.582.0467 P 920.469.9099 . F:920.469 4418 (Phyto)

whar Better feels ke "
—

June 23. 2005

Office of Nutriional 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 Claums/Disclaimers
Dear Sir or Madam:

This letter 1s 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

m nature.

| PRODUCT NAME STATEMENTS INGREDIENT(S)TO WHICH THE CLAIM
( "REFERS

~ Recancostat® Recancostat is the only oral L.-Glutathione, Reduced AnthoRedoxin™

source of GSH that's shown to | standardized to contain 10% anthocyanins,
increase your body's levels of | Beet (Beta vulgaris) Root Extract, Bilberry
this powerful antioxidant and (Vaccinium myrtillus) Fruit Extract, Black
substantially support your Currant (Ribes nigrum) Berry Extract,
cellular immune response.” European Elder (Sambucus nigra) Berry
Extract, L-Cysteine

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

substantiation that wt?jns' ‘Ee truthful and not misleading.

By:

J

Robert Doster
Title: Senlor Vice President of Scientific Affairs

Date 0/23/0{

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

Sincerely

wa [Sm%

Mlchae P. Devereux

Chief Financial Officer




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

Tyler Encapsulations  Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circie, Suite B2 825 Challenger Drive, Green Bay, Wi 54311-8328
ENZYMAT] CTH EBAPY Wilsonville, OR 97070 P: 920.469.1313 F 888 570.6460 (Enzymatic)
' P: 503.582.8386 F: 503 582.0467 P. 920.469 9099 F: 920.469.4418 (Phyto)
What Better feeis tiee™
——
June 24, 2005

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

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Pamnt Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam.

This letter 1s 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(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 - STATEMENTS INGREDIENT(S)TO.WHICH THE CLAIM
" REFERS ' '
Recancostat® This exclusive patented L-Glutathione, Reduced, AnthoRedoxin™

formula contains an effective standardized to contain 10% anthocyanins,
combination of ingredients to Beet (Beta vuigaris) Root Extract, Bilberry

maintain the right amount of (Vaccinium myrtillus) Fruit Extract, Black
GSH and antioxidants your Currant (Ribes nigrum) Berry Extract,
body needs.* European Elder (Sambucus nigra) Berry

Extract, L-Cysteine

I certify that the information contained 1n this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading.

L9044

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date b/z‘//o.(

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

By:

Sincerely,

Chief Financial Officer




ENZYMATIC THEBADPY

wnat Better feels like™
ap—

June 24, 2005

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
Wilsonvilte, OR 97070 P: 920.469.1313 F 888.570.6460 (Enzymatic)
P: 503.582 8386 F- 503.582.0467 P: 920 469.9099 - F:920.469.4418 (Phyto)

Office of Nutriuonal 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 Dnive, 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

I nature.
PRODUCT NAME STATEMENTS INGREDIENT(S)TO WHICH THE CLAIM
' REFERS
Recancostat® AnthoRedoxin™ - an exclusive | L-Glutathione, Reduced AnthoRedoxin™
blend of potent fruit standardized to contain 10% anthocyanins,

antioxidants called
anthocyanins, which help
maintain the efficacy of GSH.*

Beet (Beta vulgaris) Root Extract, Bilberry
(Vaccinium myrtilius) Fruit Extract, Black
Currant (Ribes nigrum) Berry Extract,
European Elder (Sambucus nigra) Berry
Extract, L-Cysteine

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

By: wod’%

Robert Doster

Title: Senior Vice President of Scientific Affairs

Date b /27/0.{

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

(920) 406-3608

Sincerely,

Zh/ael P. vaerﬁ

Chief Financial Officer

-




INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY®

NF Formulas PhytoPharmica &
Tyler Encapsulations  Vitaline Formulas PHYTOPHARMICA
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wl 54311-8328
ENZYMATIC THEBAPY Wiisonvillte, OR 97070 P: 920 469 1313 F: 5388 570.6460 (Enzymatic)
P: 503.582.8386 F: 503.582 0467 P. 920.469 9099 F. 920.469 4418 (Phyto)

Wwhat Betler feeis ke
juddadd

June 24, 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 1s 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 STATEMENTS 'INGREDIENT/(S)TO-WHICH.THE CLAIM
, -~ REFERS ‘
Recancostat® Glutathione exists in your body | L-Glutathione, Reduced, AnthoRedoxin™

in both a reduced and oxidized | standardized to contain 10% anthocyanins,
state, but it’s the reduced state | Beet (Beta vulgaris) Root Extract, Bilberry
that carries out a broad range | (Vaccinium myrtillus) Fruit Extract, Black

of important functions Currant (Ribes nigrum) Berry Extract,
including detoxification and European Eider (Sambucus nigra) Berry
L immune function.* Extract, L-Cysteine

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 Auedd

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: é’ /Z(//O(

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

Sincerely,

. T

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, GGreen Bay, WI 54311-8328
ENZYMATIC THEBAPY Wilsonwville, OR 97070 P: 920.469.1313 F- 388.570.6460 (Enzymatic)
P 503.582 8386 F. 503.582.0467 P: 920.469.9099 F. 920.469.4418 (Phyto)

wrat Better feels like™
e

June 24, 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
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Decar Sir or Madam-

This letter 1s 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 STATEMENTS iNGREDIENT(S)TO ‘WHICH THE CLAIM CLAIM
) '‘REFERS R
Recancostat® AnthoRedoxin and Glutath|one L-Glutathione, Reduced, AnthoRedoxin™
are also essential to cellular standardized to contain 10% anthocyanins,

. detoxification, normal immune | Beet (Beta vulgaris) Root Extract, Bilberry
| function, DNA production and | (Vaccinium myrtillus) Fruit Extract, Black
repair, and recycling of Currant (Ribes nigrum) Berry Extract,
antioxidant vitamins E and C.* | European Elder (Sambucus nigra) Berry
Extract, L-Cysteine

[ 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.

Lupedd

Robert Doster
Title  Sentor Vice President of Scientific Affairs

Date: lo /Z ‘//0 s~

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

\mcerc

bid Py

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)
P: 503.582.8386 F: 503.582.0467 P 920.469.9099 F 920.469.4418 (Phyto)

What Better feels iike”
—

June 24, 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:

Thus letter 1s to notify you that the following product 1s 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

m nature.
PRODUCT NAME STATEMENTS " INGREDIENT{(S|TO WHICH THE CLAIM
) ] : "~ REFERS
i Recancostat® Supplementing with L-Glutathione, Reduced An'(hoRedoxinTM
! Recancostat helps recycle standardized to contain 10% anthocyanins,
| oxidized GSH to its reduced Beet (Beta vulgaris) Root Extract, Bilberry
state and maintain its (Vaccinium myrtillus) Fruit Extract, Biack
anticxidant power.* Currant (Ribes nigrum) Berry Extract,
European Eider (Sambucus nigra) Berry
Extract, L-Cysteine

[ 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.

" L4

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date. “__/p /&‘{/O-{

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

Smcerely,

gy
Mic ac P Dev creux

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
ENZYMATI C THERAPY Wilsonville, OR 97070 P: 920.469.1313 F: 888.570.6460 (Enzymatic)

P 503.582.8386 F: 503.582.0467 P: 920.469 9099 F: 920.469.4418 (Phyto)

whar Better feeis ke
—_—

June 25, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 819

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Pamt 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 exeraption to section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory

1n nature.
PRODUCT NAME STATEMENTS . INGREIIENT(S)TO WHlCH THE CLAIM
o ] . REFERS
Recancostat® Supplementing with L- Glutathlone Reduced AnthoRedoxin™
Recancostat® helps stabilize standardized to contain 10% anthocyanins,
and maintain beneficial levels | Beet (Beta vulgaris) Root Extract, Bilberry
of reduced GSH.* (Vaccinium myrtillus) Fruit Extract, Black
Currant (Ribes nigrum) Berry Extract,
European Elder (Sambucus nigra) Berry
[_ Extract, L-Cysteine

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

pLgeid

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: & /25/0.(

1f you have any questions, please contact Robert Doster, Senior Vice President of Scicentific Affairs at
(920) 406-3608

Smcerely
/ \“ p

Michael P. Devereux
Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY"®

NF Formuifas PhytoPharmica & .
Tyler Encapsulations « Vitaline Formulas PHYTOPHARMICA
9755 SwW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wl 54311-8328
ENZYMATIC THERAP'Y Wilsonville, OR 97070 P: 920 469.1313 F 888 570.6460 (Enzymatic)
P- 503.582.8386 F: 503.582.0467 P. 920.469 9099 F: 920.469.4418 (Phyto)

what Better feels nke”
—

June 25. 2005

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

Center for Food Safety and Applied Nutrition
Food and Drug Admunustration

3100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

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

m nature
PRODUCT NAME STATEMENTS , . INGREDIENT(S)TOWHICH THE .CLAIM
' f ’ -7 .0 REFERS v
" Recancostat® Reduced GSH — A potent L-Glutathione, Reduced, AnthoRedoxin™

antioxidant that detoxifies and | standardized to contain 10% anthocyanins,
helps eliminate free radicals.* Beet (Beta vulgaris) Root Extract, Bilberry

GSH is vital for support of {Vaccinium muyrtillus) Fruit Extract, Black
‘ immune function and general Currant {Ribes nigrum) Berry Extract,
| health.” European Elder (Sambucus nigra) Berry

Extract, L-Cysteine

{ certify that the information contained in this notice 1s complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading.

Lug004

Robert Doster
Title: Sentor Vice President of Scientific Affairs

Dae. b l25 /o-s/

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

Sincerely,

Jotd Pl

Michael P. Devereux

Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®

NF Formulas PhytoPharmica &
Tyler Encapsulations  Vitaline Formulas PHYTOPHARMICA
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, W| 54311-8328
ENZYM ATIC THEBADY Wilsonville, OR 97070 P: 920 469.1313 F: 888.570.6460 (Enzymatic)
P: 503.582.8386 F: 503.582.0467 P: 920 469.9099 F- 920.469.4418 (Phyta)

wwat Better feels like™
—

June 27, 2005

Office of Nutritional Products, Labeling &
Dietarv 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 tha- 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

mn nature.
PRODUCT NAME STATEMENTS 1 INGREDIENT(S)TO WHICH THE CLAIM
- ' . REFERS
Recancostat® It is essential that your body L- Glutathlone Reduced AnthoRedomeM
; mairtain a sufficient amount of | standardized to contain 10% anthocyanins,
GSkh to support its cellular Beet (Beta vulgaris) Root Extract, Bilberry
immune function.” (Vaccinium myrtillus) Fruit Extract, Black
Currant (Ribes nigrum) Berry Extract,
European Elder (Sambucus nigra} Berry
Extract, L-Cysieine

[ 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.

pugegdd

Robert Doster
Title:  Senior Vice President of Scientific Affairs

Date. (0 /27/0-(

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

Sincerely,

P ) J
ichael P. Devereux Z

Chief Financial Officer




‘/J ' 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
ENZYMATI CTH EBADY Wilsonvitle, OR 97070 P: 920 469.1313 F: 888.570.6460 (Enzymatic)
P. 503.582.8386 F 503 582.0467 P: 920.469.9099 F 920.469.4418 (Phyto)

wrar Better fects ive™
a—————

June 27, 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 noufy 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

111 nature.
PRODUCT NAME STATEMENTS INGREDIENT(S)TO WHICH THE CLAIM
o ’ : "'REFERS . )

Recancostat® Supplementing with L- Glutathlone Reduced AnthoRedoxin ™
Recancostat has been standardized to contain 10% anthocyanins,
clinically shown to increase Beet (Beta vulgaris) Root Extract, Bilberry
circulating concentrations of (Vaccinium myrtillus) Fruit Extract, Black
GSH and promote healthy Currant (Ribes nigrum) Berry Extract,
immune function.* European Elder (Sambucus nigra) Berry

Extract, L-Cysteine

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

By

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date' 0/37/0.{

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

Sincerely, P &

Michael P. Devereux
Chaef 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)
P 503.582.8386 F: 503.582.0467 P- 920.469 9099 F 920.469 4418 (Phyto)

What Be”erjeels frke™
p——————

June 27, 2005

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

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paimnt 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 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

i1 pature.
PRODUCT NAME | . STATEMENTS INGREDIENT(S)TO WHICH THE:CLAIM .
J ‘ S - “" 7 'REFERS ™ .= .
Recancostat® In a scientific study, oral L-Glutathione, Reduced, AnthcRedoxin™
supplementation with standardized to contain 10% anthocyanins,
Recancostat significantly Beet (Beta vulgaris) Root Extract, Bilberry

increased circulating levels of | (Vaccinium myrtillus) Fruit Extract, Black
glutathione — the body’s own Currant (Ribes nigrum) Berry Extract,
natural antioxidant.” European Elder (Sambucus nigra) Berry
Extract, L-Cysteine

[ cerufy that the imformation contained 1n this notice 1s complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading.

L0004

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: “_/l /2:7 /0.{

[f 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 &
L
Tyler Encapsulations  Vitaline Formulas PHYTOPHARMICA
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, WI 54311-8328
ENZYM ATIC TH EBAPY Wilsonvilie, OR 97070 P. 920 469.1313 F: 888 570 6460 (Enzymatic)
P- 503.582.8386 F: 503.582.0467 P: 920.469.9099 £:920.469 4418 (Phyto)

What Better fecis like™
a———

June 23. 2005

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

Center for Food Safety and A»plied 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 tha- 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

i nature.
| PRODUCT NAME STATEMENTS INGREDIENT(S)TO WHICH THE CLAIM
. ‘REFERS
Recancostat® AnthoRedoxin™ - An L-Glutathione, Reduced, AnthoRedoxin™

exclusive preparation of standardized to contain 10% anthocyanins,
anthocyanins that helps Beet (Beta vulgaris) Root Extract, Bilberry
protect GSH from oxidation {Vaccinium myrtillus) Fruit Extract, Black
and recycles oxidized GSH Currant (Ribes nigrum) Berry Extract,

\ back to reduced GSH.* European Elder (Sambucus nigra) Berry

f Extract, L-Cysteine

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.

Lu90d4

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: 4 /7-{/0.(

By

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

Sincerely,

Jebo P lpos?

Michael P. Devereux

Chief Financial Officer




C_/‘
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
ENZYMATI() THEBAPY Wilsonville, OR 97070 P: 920.469.1313 F: 888.570.6460 (Enzymatic)
) P: 503.582.8386 F 503.582.0467 P- 920.469.9099 F: 920.469.4418 (Phyto)

wrat Better feels like™
a———

June 25, 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

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 2C1(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

1 nature
PRODUCT NAME STATEMENTS INGREDIENT{S)TO WHICH THE CLAIM
' REFERS
Recancostat® L-Cysteine — An amino acid L-Glutathione, Reduced, AnthoRedoxin™

which helps protect GSH and standardized to contain 10% anthocyanins,
functions as a GSH building Beet (Beta vulgaris) Root Extract, Bilberry
block.” (Vaccinium myrtillus) Fruit Extract, Black
Currant (Ribes nigrum) Berry Extract,
European Elder (Sambucus nigra) Berry
Extract, L-Cysteine

[ 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.

Lugog!

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: 13/2-{/0.{

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

Sincerely,

W : &NM’YQ
ael P Devereux

Chief Financial Officer

Recancostat 17¢




INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY"®

NF Formulas PhytoPharmica &
Tyler Encapsulations Vitaline Formulas PHYTOPHARMICA
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, WI 54311-8328
ENZ'YM ATIC TH EBAPY Wilsonvilie, OR 97070 P: 920.469.1313 F: 888.570.6460 (Enzymatic)
P: 503.582.8386 F: 503.582.0467 P: 920.469 9099 F 920 469.4418 (Phyto)

woa Better feels ike”
ap——

June 27. 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HEFS 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 thar 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 scction 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 261(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 .STATEMENTS ~ INGREDIENT{S)TO WHICH THE CLAIM
) ‘ ‘ o _“REFERS
Recancostat® Clinically studied for nutritional { L-Glutathione, Reduced, AnthoRedoxin™
support of healthy immune standardized to contain 10% anthocyanins,
function.” Beet (Beta vulgaris) Root Extract, Bilberry

(Vaccinium myrtillus) Fruit Extract, Black
Currant (Ribes nigrum) Berry Extract,
European Elder (Sambucus nigra) Berry
Extract, L-Cysteine

[ 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: Semior Vice President of Scientific Affairs

Date: l'p/Z'?/o-{

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

Sincerely,
- p i Z.
Michael P Devereux

Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC." ENZYMATIC THERAPY®

NF Formulas PhytoPharmica &
Tyler Encapsulations  Vitahne Formulas PHYTOPHARMICA
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wl 54311-8328
ENZYMATIC THERADY Wiisonville, OR 97070 P- 920 469.1313 F: 888.570.6460 (Enzymatic)
P. 503.582 8386 F: 503.582.0467 P 920.469 9099 F 920.469.4418 (Phyto)

what Better feeis ke
p——

June 27, 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
11 nature.

PRODUCT NAME STATEMENTS : ~INGREDIENT(S)TO WHICH THE CLAI

‘ B o “REFERS* ‘ :
Recancostat® Oral form clinically studied to L-Glutathione, Reduced, AnthoRedoxin™
be absorbed and increase standardized to contain 10% anthocyanins,
serum levels of GSH.* Beet (Beta vuigaris) Root Extract, Bilberry
(Vaccinium myrtillus) Fruit Extract, Black
Currant (Ribes nigrum) Berry Extract,
European Elder (Sambucus nigra) Berry
Extract, L-Cysteine

I certify that the information contained in this notice 1s complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading.

g0

Robert Doster
Title: Scmor Vice President of Scientific Affairs

Date: b /2 17 /0-(

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

Sincerely,
- p . WJAM#
Michael P Devereux

Chief Financial Officer




