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

|y|er tncapsu:auons vntanﬁé Formutas PHYTOPHARMICA®

9755 SW Commerce Clrde Suite B2 825 Challenger Drive, Green Bay, W! 54311-8328

ENZYMATIC THERAPY Wilsaonville, OR 97070 P: 920.469.1313 . F: 888.570.6460 (Enzymatic)
e oo P: 503.582.8386 - F: 503.582.0467 P: 920.469.9099 . F: 920.469.4418 (Phyto)
i T i
WbatBetterfeeLsuke." 19 49 &6 I 27 P22
—_— .

January 17, 2006

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

Center for Food Safety and Applied Nutrition

Food and Drog Administration o

5100 Paint Branch Parkway . L
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. Enzymatlc 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.

& i Rk e it 2 RN T TRt
Earth’s Promxse - | Earth’s Promise Purple is the Vitamin C (from acerola cherry fruit extract and sodium ascorbate),
The Goodness of easy way to enhance your diet, | Fruit and Vegetable Blend-Cranberry fruit, Whole apple, Strawberry
Purple boost memoty function, fruit, Blueberry fruit, Acerola cherry fruit extract, Elderberry fruit,

maintain urinary tract health Blackberry fruit, Concord grape fruit, Cranberry fruit extract,
and support healthy aging.* Pomegranate fruit, Raspberry fruit, Sweet cherry fruit extract,

Eggplant fruit, Bilberry fruit extract, Mangosteen fruit, Prune fruit
extract, whole red bell pepper, Fiber Blend — Inulin from chicory
root, Guar gum seed extract, Stevia Leaf Bxtract, Proprietary
Antioxidant Fruit Blend-Grape fruit, grape seed, blueberry fruit,
raspberry fruit, raspberry seed, bilberry fruit extracts, cranberry,
plum, strawberry, tart cherry fruit, Anthocyanins (from Fruit and
Vegetable Blends), Ellagic Acid (from Fruit and Vegetable Blends),
Quercetin (from Fruit and Vegetable Blends)

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.

L9004

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: i~1]-0b

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

Sincerely,

—

Michael P. Devereux

Ct;icf Operations Officer g 7 g 8 'Hj z L E”‘g / 7£ 5 3
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January 17, 2006

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: Labe! 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. Enzyma’uc Therapy, Inc. wishes to take advantage of the exemption to section
201(g}(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we currently
market or plan to market in the immediate future, and may be exploratory in nature.

Earth’s Promise ~ | Earth’s Promise Purple are also | Vitamin C (from acerola cherry fruit exfract and sodium ascorbate),

The Goodness of high in antioxidant activity to Fruit and Vegetable Blend-Cranberry fruit, Whole apple, Strawberry

Purple help reduce the effects of fruit, Bluebetry frujt, Acerola cherry frujt extract, Elderberry fruit,
oxidative stress.* .| Blackberry fruit, Concord grape fruit, Cranberry fruit extract,

Pomegranate fruit, Raspberry fruit, Sweet cherry fruit extract,
Eggplant fruit, Bilberry fruit extract, Mangosteen fruit, Prune fruit
extract, whole red bell pepper, Fiber Blend — Inulin from chicory
root, Guar gum seed extract, Stevia Leaf Extract, Proprietary
Antioxidant Fruit Blend-Grape fruit, grape seed, blueberry fruit,
raspberry fruit, raspberry seed, bilberry fruit extracts, cranberry,
plum, strawberry, tart cherry fruit, Anthocyanins (from Fruit and
Vegetable Blends), Ellagic Acid (from Fruit and Vegetable Blends),
Quercetin (from Fruit and Vegetable Blends)

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.

Lug0d4

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: ___ [~/ 706

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

Tl o

Michael P. Devereux
Chief Operations Officer
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January 17, 2006

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/Disclaime;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 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
Vitamin C is one of the best-known
vitamins, especially for its support of
immuné health.*

Earth’s Promise — The
Goodness of Purple

Vltamm C (from acerola cherry fruit
extract and sodium ascorbate)

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.

Qg0

Robert Doster
Title: Senior Vice President of Sc1entiﬁc Affairs

Date:  [-170Clo

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

TRy P -Kw»ﬁﬂ

Michael P. Devereux
Chief Operations Officer
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January 17, 2006

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.

LRl A Jn e
Earth’s Promise —~ The Less well-know, however, is the role that | Vitamin C (from acerola cherry fruit
Goodness of Purple vitamin C has in supporting healthy joints | extract and sodium ascorbate)

and cornective tissue.*

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

By: wa'&:‘-

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: /<1706

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 Operations Officer
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ENZYM ATIC 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 like!
a——

January 17, 2006 »
Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810 - ‘
Center for Food Safety and Applied Nutrmon
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 cunently market or plan to market in the immediate future, and may be exploratory
in nature.

SR i 7 Ll e
Earth’s Promise — The Scientifi¢ studies have shown that Quercetin (from Fruit and Vegetable
Goodness of Purple quercetin supports healthy cholesterol Blends)
levels already within the normal limits,
and supports healthy immune response. *

I certify that the information contained in this notice is complete and accurate and that Enzymat1c Therapy, Inc. has
substantiation that the statements are truthful and not misleading.

L el

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

Date: |-11-00

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

Michael P. Devereux
Chief Operations Officer




INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®

‘NF Formulas  PhytoPharmica &
Tyler Encapsulations - Vitaline Formulas PHYTOPHARMICA®
9755 SW Cammerce Circle, Suxte Bz 825 -Chalienger Drive, Green Bay, Wi 54311-8328
ENZYMATIC THEBADY Wilsonville, OR 97070 P: 920.469.1313 . F: 888.570.6460 (Enzymatic)
e e \ P: 503.582.8386 < F: 503.582.0467 P: 920.469.9099 - F: 920.469.4418 (Phyto)

What Better fels live”
A————

January 17, 2006

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 foliowmg 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. '

El agic Acid (fro om Pruit and Vegetable
Blends)

‘ Ellag1c acid is 2 component of
ellagitannins — dietary polyphenols with
antioxidant properties.*

\Earth’ Promlse The
Goodness of Purple

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

100404

Robert Doster
Title: Senior Vice President of Scientific: Affairs

AN

By:

Date:  /1-{7-0Ole

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

Y VLR

Michael P. Devereux
Chief Operations Officer




‘ ) INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY®

NF Formulas ~ PhytoPharmica &
Tylerﬁncapsu&tions Vltahne Formuias PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wl 54311-8328
ENZYMATIC THEBAPY ' Wilsonville, QR 97070 P: 920.469.1313 F: 888.570.6460 (Enzymatic)
N P: 503.582.8386 - F: 503.582.0467 P: 920.469.9099 - F: 920.469.4418 (Phyto)

what Better feels tiver
Tanuary 17, 2006

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/os 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
n nature.

Earth’s Promise ~ The Clinical studies suggest that ellagitannins | Ellagic Acid (from Fruxt and Vegetable A
Goodness of Purple and ellagic acid act as antioxidants in the | Blends)

gastrointestinal tract.¥

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

By LL0d4

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: 1-11-0l

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

Sincer Iy,

T

Michael P. Devereux
Chief Operations 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 THE HAPY ' - Wilsonville, OR 97070 P: 920.469.1313 F: 888.570.6460 (Enzymatic)
T T P: 503.582.8386 . F: 503.582.0467 P; 920.469.9099 ¢ F: 920.469.4418 (Phyto)

What Beller feels like”
a————,

January 18, 2006

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

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers

Dear Sir or Madam:

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

Earth’s Prom1se The ATP (adenosine triphosphate) is the - llagic Acid (from Fruit and Vegetable
Goodness of Purple molecule that provides the primary Blends)

energy source for the cells in the
‘human body. In scientific studies,
ellagic acid supported healthy cellular
‘ATP production. *

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 puead

Robert Doster
Title: Senior Vice President of Scientific Affairs

'S

Date: /=1 §-Olg

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

A

Michael P. Devereux
Chief Operations Officer




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

Tyler Encapsuiattons “ Vltalme Formulas PHYTOPHARMICA®
9755 SW Commerce Clrde, Suite BZ 825 Challenger Drive, Green Bay, Wi 54311-8328
ENZYMATIC THERAPY \ Wilsonville, OR 97070 P: 920.469.1313 - F: 888.570.6460 (Enzymatic)
e e e P: 503.582.8386 - F: 503.582.0467 P: 920.469.9099  F: 920.469.4418 (Phyto)

woar Better feets ke
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January 18, 2006

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

Center for Food Safety and Applied Nutrmon
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)(1XC) 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.

: i SRR e A%
Earth’s Promise — The The 1nuhn and frictooligosaccarides in Earth’s Promise Anthocyanins (from Fruit and
Goodness of Purple Purple supports calcium absorption, a crucial factor in Vegetable Blends)

maintaining healthy bone density.*

1 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.

Lugodd

Robert Doster }
Title: Senior Vice President of Scientific Affairs

Date: /=180

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

SincW
. -
P \J" )

Michael P. Devereux
Chief Operations Officer




