INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®

- NF Formuias « PhytoPharmica & )
Tyler Encapsutatcons w Vatahne Fermulas PHYTOPHARMICA
) 9755 SW Commerce Cn‘cle, Suite 82 825 Chaﬂenger Dnve, Greer\ Bay, WI 5431 1-8328
ENZYMATIC THERAPY Wilsonville, OR 97070 P:920.469.1313 + F: 888.570.6460 (Enzymatic)
N BRI a s T E D P: 503.582.8386 « F: 503.582.04867 P: 929.&69.9099 4+ F:920.469.4418 (Phyto)

What Better yeels tike
September 9, 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, 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 pian to market in the immediate future, and
may be exploratory in nature.

Valerian (V. aleriana officinalis) Root i
Extract

?Restﬁ}ll ZZZ’ 'TM/ " | Promotes a natural sleep pattern®

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.

Ldegd

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

By:

Date: 7/9/0S

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

Sincerely,

Jobd P

Michael P. D o . |
Chfef limancgeéi%ter : 875 0162 LET / é 7& 4




INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®

. NF Formulas « PhytoPharmica . &
- Tyier Encapsuiatmns thalme Formulas P“YTOPHA"M'CA
anl : PPN S N
. 9755 SW Corrimerce C;rcle, Suzte B2 ) &25 Chailgnge: Drwe, Green Bay, Wl 5431 1 -8328
ENZYMATIC THERAPY ‘Wilsonville, OR 97070 . P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
RO SR PR AT E D Pi 503.582.8386 + F: 503.582.0467 P: 920.469.9099 » F: 920.469.4418 (Phyto)

Woat Better jeels tive:
September 9, 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.

| stl ZZ’TM Lengthens tlme in deep sleep T Valenan (V alemana officinalis) Root
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.

Lugedd

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

By:

Date: 9 /Ci /oS

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

Sincerely,

ekt P

Michael P. Devereux
Chief Financial Officer
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Whar Better feeis ke ‘
————
September 9, 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/Disolaimers

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 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 expioratory in nature.

Restful ZZZ’ Sm T Restful ZZ‘s Restorative ’lp Ald “Valerian (Valeriana ofﬁcmahs) Root Extract
contains high-potency valerian extract,

clinically shown to impreve sleep quality.*

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

L4004

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

Date: 7 !? ]DS

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 54311-8328
ENZYMATIC THE BAPY Wilsonville, OR 97070 P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
MmO RS ST ATE D P: 503.582.838/6 + F: 503.582.0467 P: 920.469.9099 . F:920.469.4418 (Phyto)
Whar Better feels e
a——————
September 10, 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)(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.

Restful ZZZ’s™ Valerian helps improve the length of time'in. | Valerian (Valeriana officinalis) Root Extract
the most important deep-sleep stage.® :

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 Luoedd

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

Date: C//IO/OS

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®

N Z NF Formulas « PhytoPharmica &
o Tyler Encapsulatmns “ V;tahne Formulas - PHYTOPHARMICA®
9755 SW Commerce Circle, Sujte B2 825 Chaﬂenger Drtve Green Bay, Wl 5431 1 8328
ENZYMATIC THEBAPY Wilsonville, OR 97070 P:920.469.1313 « F: 888.570.6460 (Enzymatic)
I MO REPO R AT OO : P: 503.582.8386 - F: 503.582,0467 P: 920.469.9099 + F: 920.469.4418 (Phyto)
What Better feeis iike”
a———
Septerber 10, 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 rnarket in the immediate future, and may be exploratory in nature

Gisaiian 3 : 5 3 e S z & Tk nen e
Restful ZZZ’s™ When taken for several WJeeks Restful ZZZ’ Valerian (Valeriana officinalis) Root Extract

helps the body naturally adjust to falling
asleep on a regular schedule and stay
asleep.®

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

S

Roberi C. Doster :
Title: Senior Vice President of Scientific Affairs

Date: ?/1 [2) /DS

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

Sincerely, ?i

Michael P. Devereux
Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY®

. ' NF Formulas - PhytoPharfmica . &
o . Tyler Encapsulations - Vitaline Formulas X P"YTOP“ARM'CA'
) 9755 SwW Commerc:e Circle, Smte Bz 825 Chatienqer Drave Green Bay, Wi 54311 8328
ENZYMATIC TH‘EBAPY : Wilsonwille, OR 97070 P: 820.469.1313 « F: 888.570.6460 (Enzymatic)
I N O REORATE D ‘ P:‘503.582'.'8386 « F: 503.582.0467 P: 920.469.9099 « F:920.469.4418 (Phyto)

What Better feels like™
———

September 12, 2005

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

Center for Food Safety and Apphed 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.

Restful ZZ27°s™ Take the first step to healthy sleep~Say = | Valerian (Valeriana ofﬁcmahs) Root Extract
“Good Nigh” with Restful ZZZ’s!*

T

1 certify that the information conta:ined in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statements are truthful and not misleading.

wow.{

Robert C. Doster ]
Title: Senior Vice President of Sqientiﬁc Affairs

Date: 9 }/Q//O.S

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

Sincerely, P &“ :

Michael P. Devereux
Chief Financial Officer




