. (/) INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®
NF Formulas - PhytoPharmica

&
Tyler Encapsulations  Vitaline Formulas PHYTOPHARMICA®
; 9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wi 54311-8328
ENZYMATIC THERAPY Wilsonville, OR 97070 P: 920.469.1313  F: 888.570.6460 (Enzymatic)
Cep e e P: 503.582.8386 -~ F:503.582.0467 P: 920.469.9099 . F: 920.469.4418 (Phyto)
What Better feels tre™ ’
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January 3, 2006 P49z 6 e

Office of Nutritional Products, Labeling &

Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition L i - Hh
Food and Drug Administration
5100 Paint Branch Parkway
College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

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

in nature.
‘\P"R\O(I}CT,;‘»: o STA EMENTS N
_NAME ] SRR LA \ :
PMS Formula* Provides relief of PMS symptoms Dandelion Root (Taraxacum officinale), Chaste
with Chasteberry by balancing estrogen and Tree Berry (Vitex agnus-castus) 4:1 Extract,

progesterone levels.* Cassia Bark (Cinnamomum aromaticum), Dong
Quai Root (Angelica sinensis) 7:1 Extract, Wild
Yam Root (Dioscorea villosa) 4:1 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

By:

Date: /-3-0Olb

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at
(920) 406-3603.

Sincerely,

Jebd P b s W 1T/55

Chief Operations Officer 97 g i 181
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INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY"
NF Formulas - PhytoPharmica &
Tyler Encapsulatmns ¢ thaime Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Chailenger Drlve Green Bay, WI 5431 1 8328
ENZYMATIC THERAPY Wilsonville, OR 97070 P: 920.469.1313 - F: 888.570.6460 (Enzymatic)
e g o P: 503.582.8386 - F:503.582.0467 P: 920.469.9099 - F: 920.469.4418 (Phyto)
Woat Better feels tike™
a———————

January 3, 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. 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.
RBQ_.QQQI
PMS Formula* Because of its ability to stimulate Dandelion Root {Taraxacum officinale), Chaste
with Chasteberry bile flow from the gallbladder, Tree Berry (Vitex agnus-castus) Extract, Cassia
dandelion has traditionally been Bark (Cinnamomum aroematicumy), Dong Quai
used to support liver health.* Root (Angelica sinensis) Extract, Wild Yam Root

(Dioscorea villosa) 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 truthfusl and not misleading.

LI

Robert Doster
Title: Senior Vice President of Scientific Affairs

1Y

Date: j=3-0l

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

s p P

Michael P. Devereux
Chief Operations Officer
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INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY”®
NF Formulas - PhytoPharmica &
Tyler Encapsulations . Vitaline Formulas PHYTOFPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wi 54311-8328
ENZYMATIC THERADY Wwilsonville, OR 97070 P: 920.469.1313 = F: 888.570.6460 (Enzymatic)
B R T P: 503.582.8386 F: 503.582.0467 P: 920.469.9099 - F: 920.469.4418 (Phyto)
Waat Better feels ke
———
January 3, 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.

- “PRODUCT " |

_ UNAME o
PMS Formula* Dandelion has also been used to support
with Chasteberry healthy fluid balance, which can help relieve
symptoms of bloating and water weight gain
experienced during PMS. *

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.

L fudedd

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: [-3~Db

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
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o INTEGRATIVE THERAPEUTICS NG ENZYMATIC THERAPY®
NF Formulas - PhytoPharmica &
Tyler Encapsulat:ons - Vltahne Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Cha!tenger Drive, Green Bay, Wl 5431 1-8328
ENZYMATIC THEBAPY . Wilsonville, OR 97070 P: 920.469.1313 .- F: 888.570.6460 (Enzymatic)
Comopn e P: 503.582.8386 F: 503.582.0467 P: 820.469.9099 - F: 920.469.4418 (Phyto)
What Better feels Hike™
a———

January 3, 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 XC) 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
PMS Formula* Although it containg no hormones, chaste Chaste Tree Berry (Vltex agnus—castus)
with Chasteberry tree supports healthy progesterone levels.* 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.

QL9004

Robert Doster ‘
Title: Senior Vice President of Scientific Affairs

A

By:

Date: /" 3-Dl

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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o INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY"®
NF Formulas » PhytoPharmica \ &
Tyler Encapsulations - Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Chélienger Drive, Green Bay, Wi 54311-8328
ENZYMATIC THEBAPY Wilsonville, OR 97070 P: 920.469.1313 - F: 888.570.6460 (Enzymatic)
R i i S T P: 503.582.8386 : F; 503.582.0467 P: 920.469.9099 . F: 920.469.4418 (Phyto)
Woar Belter feels tike™
————
January 3, 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 containg 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- |~ . STATEMENTS (S)TO'WI
- NAME - e CLATMIREEERS 7
PMS Formula* Chaste tree is also particularly beneficial for | Chaste Tree Berry (Vitex agnus-castus)
with Chasteberry premenstrual stress syndrome (PMS).* 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.

godd

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: /=3-0b

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

5

TeLs p b

Michael P. Devereux
Chief Operations Officer




- INTEGRATIVE THERAPEUTICS INC.” - ENZYMATIC THERAPY®
. NF Formuias - PhytoPharmica &
Tyler Encapsulations - Vitaline Formulas P"YTOP"ARM'CA‘
9755 SW Commerce Circle, Suite B2 825 Chalienger Dnve Green Bay, Wl 5431 1-8328
ENZYMATIC THEBAPY Wilsonville, OR 97070 P: 920.469.1313 - F: 888.570.6460 (Enzymatic)
g ey o e - P: 303.582.8386 F: 503.582.0467 P: 920.469.9099 . F: 920.469.4418 (Phyto)

Wz»atBetter  feels like™
ap————

January 4, 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. ,

‘PRODUCT
"NAME - | : Pl TR > :
PMS Formula* Cassia, also known as senna, stimulates Cassxa Bark (Cmnamomum aromaticum)
with Chasteberry colon activity, increasing fecal transit and
relieving occasional constipation.* Faster
intestinal transit time can lead to lower
estrogen levels. *

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

pLI0EA

Robert Doster
Title: Senior Vice President of Scientific Affairs

4

Date: I ~Y-0 b

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

AL Kmﬁﬂ

Michael P. Devereux
Chief Operations Officer
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. INTEGRATIVE THERAPEUTICS INC,” ENZYMATIC THERAPY®
NF Formulas - PhytoPharmica &
Tyler Encapsuiations  Vitaline Formulas PHYTOPHARMICA®
8755 SW Cammerce Circle, Smte B2 825 Chalfenger Drive, Green Bay, Wi 5431 1»8328
ENZYMATIC THEBADY Wilsanville, OR 97070 P: 920.469.1313 - F: 888.570.6460 (Enzymatic)
R A ZEPRRE I P: 503.582.8386 . F: 503.582.0467 P: 920.469.9099 . F: 920.469.4418 (Phyto)
What Befter feets iver
a————
January 4, 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.
‘PRODUCT‘A e STATEMENTS
NAME = : ;
PMS Formula* Dong quai has tradmonaliy been used to Dong Qna1 Roet (Angehca smensxs)
with Chasteberry reduce symptoms of PMS and menopause.* | Extract

In particular, it can effectively relieve cramps
due to its powerful antispasmodic (smooth
muscle) activity.*

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

N & ¥ (3 5

Robert Doster v
Title: Senior Vice President of Scientific Affairs

Date: /=~ Ok

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

o Kmﬁﬂ

Michael P. Devereux
Chief Operations Officer
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- INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY®
NF Formulas . PhytoPharmica &
Tyler Encapsulations - Vitaline Formulas P"YTOPHARM'CA'
9755 SW Commerce Circle, Suite B2 825 Chal!enger Dnve, Green Bay, WI 5431 1 8328
ENZYMATIC THERADPY Wilsonville, OR 97070 P:920.469.1313 . F: 888.570.6460 (Enzymatic)
I P: 503.582.8386 - F: 503.582.0467 P: 920.469.9099 - F: 920.469.4418 (Phyto)
what Better feers yke”
—
January 4, 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 xmmedlate future, and may be exploratory

in nature,
PRODUCT - STATEMENT!
-NAME | SR PR : : :
PMS Formula* Wild yam supports healthy progesterone W1ld Yam Root (Dloscorea v1llosa)
with Chasteberry levels.* Exiract

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

L0

Robert Doster
Title: Senior Vice President of Scientific Affairs

By:

Date: |=H-0f

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

s P -&mp

Michael P. Devereux
Chief Operations Officer
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- INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY"
NF Formulas = PhytoPharmica &
Tyler Encapsulatmns - V:talme Fcrmu!as PHYTOPHARMICA®
9755 SW Commerce Cnrcle, Suite B2 825 Challenger Drive, Green Bay, Wi 54311-8328
ENZYM ATIC THEBAPY Wilsonville, OR 97070 P: 920.469.1313 - F: 888.570.6460 (Enzymatic)
P T P: 503.582.8386 - F: 503.582.0467 P: 920.469.9099 . F: 920.469.4418 (Phyto)
Whas Better feels live®
A————————
January 4, 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(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 curremly market or plan to market in the immediate future, and may be exploratory
in nature.

. NAME e | 7 CLAIMREFERS' © ¢
PMS Formula* Wild Yam Root Extract possesses strong Wild Yam Root (Dioscorea villosa)
with Chasteberry antispasmodic activity, helps to relieve Extract

symptoms of PMS, and also helps balance -
the body’s natural anti-inflammatory
response. ¥

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,

By: wow“l-

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: =0k

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




