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INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®

NF Formulas « PhytoPharmica L &
Tyler Encapsulatmns - Vltahne Formulas . PHYTOPHARMICA®
9755 SW Commerce Clrcle, Suite B2 ) '825 Challenger Drive, Green Bay, Wi 54311-8328
ENZYMATIC THE® BAPY - Wilsonvilie, OR- 9707 EEB P 7 F@QZG 469.1313 &+ F:'888.570.6460 (Enzymatic)
N O REOREATED P: 503({??.@396 - ‘5”350 2 7 P 920.469.9099 » F: 920.469.4418 (Phyto)

What Betler feeis lire>
September 14, 2005

Office of Nutritional Products, Labeling &

Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition o
Food and Drug Administration ’ o oy e
5100 Paint Branch Parkway by

College Park, MD 20740 :

RE: Label Claims/Disclaimers

Dear Sir or Madam:

This letter is to notify you that the following producf 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 or plan to market in the immediate future, and may be exploratory
in nature.

G
Holy Basil Trinity | Holy Basil Trinity Blend is the Unique Trinity Blend: Holy Basil (ocimum
Blend™ FIRST of its kind to combine sanctum) (leaf) Bxtract, Holy Basil (ocimum
three unique, standardized sanctum) (leaf), Supercritical Extract, Holy
extracts of Holy Basil to help Basil (ocimum sanctum) (leaf), Steam Distilled

your customers see the sunny side | Extract
of life again and handle stress in a
natural, healthy manner,*

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 RLl0dd

Robert Doster ’
Title: Senior Vice President of Scientific Affairs

Date: ——é—i [Q |

1f you have any questions, please contact Robert Doster, Senior Vice Premdf:nt of Scxemlﬁc Affairs at
(920) 406-3608.

Sincerely,

WP&“AM(& | m/(ﬂ767

Michael P. Devereux ‘ ’
Chief Financial Officer : \ 87§ 16 /A

Rlend {3 ¢
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Tyler Encapsulations « Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Dnve, Green Bay, Wi 54311 8328
ENZYMATIC THERAPY wilsonville, OR 97070 P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
MO O EP O R AT ED © P:503.582.8386 + F: 503.582.0467 P 920.469.9099 + F: 920.469.4418 (Phyto)

Whar Better feets ke
September 14, 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: 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.

For stress and nervous.
irritability*

Holy Basil Trinity
Blend™

Unique Trinity Blend: Holy Basil (ocimum
sanctum) (leaf) Extract, Holy Basil (ocimum
sanctum) (leaf), Supercritical Extract, Holy
Bisil (ocimum sanctum) {leaf), Steam Distilled
Extract ‘

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,

o gl

Robert Doster
Title: Senior Vice President of Scientific Affalrs

Date: q// ﬁ'/b{

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
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\ I INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®
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Tyler Encapsulations « Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Cnrde, Su:te BZ ) 825 Chal!enger Dnve, Green Bay, wi 54311 -8328
ENZYMATIC THERAPY - Wilsonville, OR 97070 P: 920.469.1313 « F: 888.570.6460 (Enzymatic)

I NC O EPOEATE S P: 503.582.8386 « F: 503.582.0467 P: 920.469.9099 ¢ F:920.469.4418 (Phyto)
Woar Better feels tive” V
 pp———
September 14, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810 )
Center for Food Safety and Applied Nutrition
Food and Drug Administration 4
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 fumre, and may be exploratory
in nature.

Holy Bas11 Tri mty Holy Basil Tnmty Blend supports | Unique Trinity Blend: Holy Basil (ocimum
Blend™ a better mood and improved. sanctum) (leaf) Extract, Holy Basil (ocimum
mental clarity.* . sanctum) (leaf), Supercm;cal Extract, Holy
Basil (ocimum sanctam) (leaf), Steam Distilled
Extract, :

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

o PA0G]

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: ?//‘// o .{

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

Sincerely, &)ﬂ

Michael P. Devereux
Chief Financial Officer




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

Tyler Encapsutatnons «~ Vitaline Formulas . PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Chauenger Drlve Green Bay, WI 54311 8328
ENZYMATIC THERAPY Wilsonviile, OR 97070 P:920.469.1313 - F: 888.570.6460 (Enzymatic)
P, P: 503.582.8386 « F: 503.582.0467 P: 920.469.9099 « F: 920.469.4418 (Phyto)

Whatr Better feels tize”
September 15, 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.

Holy Basil Trinity The herb has been celebrated for | Unique Trinity Blend: Holy Basil (ocimum

Blend™ centuries and is still highly prized | sanctum) (leaf) Extract, Holy Basil (ocimum
today because of its association sanctum) (leaf), Supercritical Extract, Holy
with positive mood and increased/ Basil {(ocimum sanctum)-(leaf), Steam Distilled
‘awareness.* Extract

I certify that the information contained in thxs notice is complete and accurate and that Enzymanc Therapy, Inc. has
substantiation 1hat the statements are truthful and not misleading.

g0l

Robert Doster ,
Title: Senior Vice President of Scientific Affairs

Date: ?//5/0 _(

If you have any questions, please contact Robert Doster, Senior Vice President of Sc1ent1ﬁc Affairs at
(920) 406-3608.

3

By:

Si cerely,

Michael P. Devereux
Chief Financial Officer




rlNTEG%ATIVE THERAPEUTICS INC.™ / ENZYMATIC THERAPY®
NF Formulas « PhytoPharmica &

Tyler Encapsuiatmns s Vlta!me Formulas PHYTOPHARMICA®
9755 SW Commierce Circle, Suite BZ B25 Chaﬂanger Dnve, Cireen Bay, Wi 5431 1 -8328
ENZYMATICTH BKAPY ‘ Wilsonville, OR 97070 P: 920.469.1313 =« F: B88.570.6460 (Enzymatic)
N EREOEATED P: 503‘582.3386 « F: 503.582.0467 P: 920.469.9099 - F: 920.469.4418 {Phyto)
Woat Betler feeis like" ‘
a—————
September 15, 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, 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 currently market or plan to market in the immediate future, and may be exploratory
in nature.

Holy Basil Trvmty Holy Basxl, whwh possesses Unique Trinity Blend: Holy Basﬂ (ocxmum
Blend™ adaptogenic properties, has long sanctutn) (leaf) Extract, Holy Basil (ocimum
been associated with improved sanctum) (leaf), Supercritical Extract, Holy
mental clarity and mood.* Basil (ocimum sanctum) (ic,af) Steam Distilled
‘ Extract

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

By: woi{

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: ?//5’/0 {

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

Sincerely,

Il P b

Michael P. Devereux
Chief Financial Officer
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INTEGRATIVE THERAPEUTICS INC.™ ‘ENZYMATIC THERAPY®

_ NF Formulas « PhytoPharmica . &
Tyter Encapsurattons “ thahne Formuias PHYTOPHA"M'CA'
9755 SW Commerce Circle, Sun:e B2 ’ 825 Cha!ienger Druve Green Bay, wi 54311 8328
ENZYMATIC THERAPY Wilsonville, OR 97070 . i P:920.469.1313 - F: B88.570.6460 (Enzymatic)
J P: 503.582.8386 «» F:503.582.0467 P: 920.469.9099 . F: 920.469.4418 (Phyto)

woar Belter feels tive”
p—
September 15, 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(x)(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,

A i SN NN A
Holy Basil Trinity In a scientific study, an herbal Unique TnmtyBl&nd Holy Basil
Blend™ preparation, which combmes holy basil | (ocimum sanctum) (leaf) Extract, Holy

along with three other Ayurvedic herbs, | Basil (ocimum sanctum) (leaf),
was shown to improve the body’s ability. | Supercritical Extract, Holy Basil
to adapt to stress.* The combination (ocimum sanctum) (leaf), Steam
exhibited both preventative and Distilled Extract

restorative effects to stressful stimuli.* o

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.

N /Y 2]

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: 7”.;{/0{

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

Sincerely, &N
chMuxp

Chief Financial Officer
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INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®
NF Formutas « PhytoPharmica ’ - &
Tyier Encapsu!atmns o Vltalme F‘ormulas PHYTOPHARMICA®
9755 SW Commerce ercle, Suﬂ:e AB2 '825 C“hal{enger Drlve Green Bay, Wi 5431 1-8328
ENZYMATIC THE RAPY ) T Wilsonville, OR 97070 . P: 920.468.1313 « F: 888.570.6460 (Enzymatic)
N DD RPORATED

P: 503.582.8386 « F: 503,582.0467 P: 920.469.9099 : F: 920.469.4418 {Phyto)
What Better feels tiee™ \ \ '

A———————
September 15, 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 fumm and may be exploratory
in nature.

Holy Basi Trinity '| Administration of the alcohol extract -~ | Unique Tnmty Blemd Holy Basxi

Blend™ mgmﬁcantly reduced the corticosterone | (ocimum sanctum)(leaf) Extract, Holy
level, indicating the supportive potential | Basil (ocimum sanetum) (leaf),
of the plant.* Supercnmal Extract, Holy Basil
(ocimum sanctum) (leaf), Steam
Distilled Extract

I certify that the information contained in thls nouce is complete and accurate and that anymanc Therapy, Inc. has
substantiation that the statements are truthful and not migleading.

pLaedd

Robert Doster ,
Title: Senior Vice President of Scientific Affairs

Date: q/, /S /05

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




