INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY*

NF Formulas » PhytoPharmica &

Tyler Encapsulatrons > Vltalme 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 B888.570.6460 (Enzymatic)
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Office of Nutritional Products, Labeling & I
Dietary Supplements, HFS 810 i
Center for Food Safety and Applied Nutrition e
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 STATEMENTS .. . INGREDIENT(S) ;TO WHIC THE"CLAIM y
NAME 4 RS s ( ‘
Hot Plants™ The ingredients in this exclusive formula MacaPure (Lepldlum meyenu) Yohlmbe
for Him have been shown in scientific studies to (Pausinystalia yohimbe) standardized to contain
increase sexual desire, support sexual 6% yohimbine, Rhodiola Rosea Extract 3%
function and boost the male libido.* rosavins, Horny Goat Weed (Epimedium

brevicorum) standardized to contain 10% icariin,
Panax ginseng root extract standardized to
contain a minimum of 7% ginsenosides, Tongkat
Ali (Eurycoma longifolia) LJ100

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

the statements are truthful aﬁj‘t misleading.
By: ‘ " UE 0

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

Date: 5/2 [//07

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

Sinw P &}0 7
Michael P. Devereux 975 0162 LET /72 gé

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 5431 1-83;8
ENZYMATIC THERAPY Wilsonville, OR 97070 P: 920.469.1313 » F: 888.570.6460 (Enzymatic)
. M T PR EORATED P: 503.582.8386 +» F: 503.582.0467 P: 920.469.9099 - F:920.469.4418 (Phyto)
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May 24, 2004

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 - "STA‘!;E/MENT ; L
Hot Plants™ for Him Hot P!'a(rit’é for“l\/iehwcvzan hefb V MécaPﬂre (Lepidium meyen.ii"). Yoi”nimbe
reinvigorate sexual drive and (Pausinystalia yohimbe) standardized to contain
improve sexual satisfaction.” 6% yohimbine, Rhodiola Rosea Extract 3%

rosavins, Horny Goat Weed (Epimedium
brevicorum) standardized to contain 10% icariin,
Panax ginseng root extract standardized to
contain a minimum of 7% ginsenosides, Tongkat
Ali (Eurycoma longifolia) LJ100 i

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

the statements are xthful a&rj[f misleading.
By: 0

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

Date: 5/0? 7/07

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

L

Sincerely,

Michael P. Devereux z
Chief Financial Officer




INTEGRATIVE TI‘iERAPEUT!CS INC.” ENZYMATIC THERAPY®

NF Formulas » PhytoPharmica &
Tyler Encapsulations » Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wil 54311-8328
ENZYMATIC THE BAPY Wilsonville, OR 97070 P: 920.469.1313 +» F: 888.570.6460 (Enzymatic)
MR M AP RATED P: 503.582.8386 +~ F:503.582.0467 P: 920.469.9099 ¢ F: 920.469.4418 (Phyto)
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May 25, 2004

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 . - STATEMENTS . REDIENT(S) 1O
Hot Plants™ for Him Usés a c’o}‘n"(tbin'ation of hefbal
extracts long associated with libido | (Pausinystalia yohimbe) standardized to contain
and performance in traditional 6% yohimbine, Rhodiola Rosea Extract 3% i
cultures.* rosavins, Horny Goat Weed (Epimedium

brevicorum) standardized to contain 10% icariin,
Panax ginseng root extract standardized to
contain a minimum of 7% ginsenosides, Tongkat
Ali {Eurycoma longifolia) LJ100

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.

Lhodd

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

Date: 5/& 5/07

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

Sincerely,

Jodt P

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 THEB_APY Wilsonville, OR 97070 P: 920.469.1313 » F: 888.570.6460 (Enzymatic)
MO REAREATED P: 503.582.8386 + F: 503.582.0467 P: 920.469.9099 » F:920.469.4418 (Phyto)
What Better feels tike™
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May 25, 2004

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 82>
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 < STATEMEN - INGREDIENT(S) TO-WH
N . ':I\ A I A | e EER N
Hot Plants™ for Him Allows individuals to reclaim virility MacaPure (Lepidium meyenii), Yohimbe

naturally with ingredients designed | (Pausinystalia yohimbe) standardized to contain
to safely invigorate male sex drive 6% yohimbine, Rhodiola Rosea Extract 3%

and boost sexual performance and | rosavins, Horny Goat Weed (Epimedium
endurance.” brevicorum) standardized to contain 10% icariin,
Panax ginseng root extract standardized to
contain a minimum of 7% ginsenosides, Tongkat
Ali (Eurycoma longifolia) LJ100

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has substantiation that
the statements arefth t misleading.

By:

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

Date: 5/9?5/04/

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

Sincergly,

—

H

Michael P. Devereux
Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY"®

NF Formulas » PhytoPharmica &
Ty!er 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)
M S R AT D P: 503.582.8386 + F: 503.582.0467 P: 920.469.9099 = F:920.469.4418 (Phyto)
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f
May 25, 2004

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 §25
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 marke: 1
the immediate future, and may be exploratory in nature.

PRODUCT NAME STATEMEN
Hot Plants™ for Him Alkalmds |solated from the maca root act upon MacaPure (Lepldaum meyenu)

the hypothalamus-pituitary axis, supporting and
boosting energy levels and encouraging the
production of sex hormones.*

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 PAedd

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

Date: .S /95/0"/ . !

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

Sincerely,

WP-&»M%

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, W1 54311-8328
ENZYMATIC THEBAPY Wilsonville, OR 97070 P: 920.469.1313 < F: 888.570.6460 (Enzymatic)
] M S RBEDRATED P: 503.582.8386 -+ F: 503.582.0467 P: 820.469.9099 ~» F:920.469.4418 (Phyto)
What Better feels like”
—
t
May 26, 2004

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 :n
the immediate future, and may be exploratory in nature.

PRODUCT:NAME : INGREDIENT(S) TO WHICH .

. S e CETERNE TR - THE.CLAIM'REFERS® . -
Hot Plants™ for In a double-blind placebo controlled clinical study of maca | MacaPure (Lepidium meyenii)
Him extract, men showed improved sexual desire after 8

weeks of use, independent of serum testosterone and
estradiol levels.* In another study, controlled research
showed maca was associated with significant support for
erectile function.”

[ 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.

Regogdd

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

Date: S /,9& /DL/

By:

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

Sincerely,

MiM’eu@ &"' 1

Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY"®

NF Forimulas + PhytoPharmica &
Tyler Encapsulatlons » Vntallne Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, WI 5431 1-8328
ENZYMATIC THEB.APY Wilsonville, OR 97070 P: 920.469.1313 » F: 888.570.6460 (Enzymatic)
e E T E B RATED P: 503.582.8386 » F:503.582.0467 P: 920.469.9099 <+ F: 920.469.4418 (Phyto)
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May 26, 2004

Office of Nutritional Products, Labeling &
Dietary Supplements, HES 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 e o -STATEMENTS NGREDIENT(S) TO WHICH -
e TR ¢~ THECLAIMREFERS
Hot Plants™ for Yohimbe has been used for over 70 years to support male | Yohimbe (Pausinystalia
Him sexual health and is known to support microvascular yohimbe) standardized to
health in men.* Further scientific research has contain 6% yohimbine,

demonstrated that yohimbine is associated with male
sexual function.”

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.

YES

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

Date: 5/034” /04!/

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

Sincerely,

Tt P by

Michael P. Devereux
Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY"®

NF Formulas » PhytoPharmica &
Tyler Encapsulations » Vitaline Formuias PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, WI 5431 1-8;;8
ENZYMATIC THERAPY Wilsonville, OR 97070 P: 920.469.1313 - F: 888.570.6460 (Enzymatic)
. MO Em RSO @RATE D P: 503.582.8386 + F: 503.582.0467 P: 920,469.9099 » F: 920.469.4418 (Phyto)
what Belter feeis like”
gp——
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May 27, 2004

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 STATEMENTS INGREDIENT(S)-TO WE
' RN R A 'HE CLAIM'REFERS
Hot Plants™ for Rhodiola has been traditionally used in Scandinavia and Rhodiola Rosea Extract 3%
Him Russia for centuries to increase physical endurance, work | rosavins
productivity, longevity resistance to high altitude sickness,
and for a variety of other uses.” !

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.

pugeda

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

Date: 5/& 7 /OL/

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




INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®

NF Formulas + PhytoPhatmica &
Tyler Encapsulations + Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wi 5431178;2“8
ENZYMATIC THEBAPY Wilsonville, OR 97070 P:920.469.1313 » F: 888.570.6460 (Enzymatic)
OO PO RATED P: 503.582.8386 + F: 503.582.0467 P: 920.469.9099 » F: 920.469.4418 (Phyto)
what Belter feels tike™ /
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May 27, 2004

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 £25
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 -
‘ - L e i AIM REFERS

Hot Plants™ for Him In a clinical trial, rhodiola improved energy levels in | Rhodiola Rosea Extract 3%

65% of participants.” rosavins

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 C. Doster
Title: Senior Vice President of Scientific Affairs

Date: 5/0?7/0‘/

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

Sincerely,

il P -Jonpp

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 -83Zé
BNZYMATIC THEBAPY Wilsonville, OR 97070 P: 920.469.1313 » F: 888.570.6460 (Enzymatic)
M ECORPORATEDS P: 503.582.8386 +~ F: 503.582.0467 P: 920.469.9099 » F:920.469.4418 (Phyto)
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May 27, 2004

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 ‘STATEMENTS

. R ’ i FSOE 4 i A Al ?RqE B ,
Hot Plants™ for Him Rhodiola has also been clinically researched for Rhodiola Rosea Extract 3%
support of male sexual health. In an open study, 26 | rosavins

of 35 men noted substantial improved support of
sexual function, after three months of daily use.*

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.

Lugodd

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

Date; 5/3 7 /0‘/'

By:

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

Sincerely,

T P byt

Michael P. Devereux

Chief Financial Officer
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INTEGRATIVE THERAPEUTICS INC.”
NF Formulas » PhytoPharmica
Tyler Encapsulations + Vitaline Formulas

ENZYMATIC THERAPY®
&
PHYTOPHARMICA®

825 Challenger Drive, Green Bay, Wi 54311-8328
P: 920.469.1313 » F: 888.570.6460 (Enzymatic)
P: 920.469.9099 « F:920.469.4418 (Phyto)

9755 SW Commerce Circle, Suite B2
Wilsonville, OR 97070

ENZYMATIC THERADY
. P: 503.582.8386 + F: 503.582.0467

FMNOIDRPIRATED

wrat Better feels like™
ap———

May 27, 2004

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.

“STATEMENTS . NGREDIENT(S) TO'WHICH

HE.CLAIM'REFERS ~
Horny Goat Weed (Epimedium
brevicorum) standardized to
contain 10% icariin

PRODUCT NAME - | . .

Horny Goat Weed (Epimedium sagittatum) has
been found to have natural compounds, that have
androgenic/anti-estrogenic properties. Secreted by
the adrenals and/or testes, (depending on the sex)
androgens promote physical vigor and increased
libido in men and women.*

Hot Plants™ for Him

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

By:

Robert C. Doster
Title: Senior Vice President of Scientific Affairs
Date: 5 / 2 7 /0‘/

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

et by

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)
NSO EREORATED P: 503.582.8386 + F: 503.582.0467 P: 920.469.9099 + F: 920.469.4418 (Phyto)
What Better feeis iike”
a———
4
May 28, 2004

Office of Nutritiona! Products, Labeling &
Dietary Supplements, HFS 8§10

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 <INGREDIENT(
Hot Plants™ for Him Giﬁseng Haé shown adapibg’enic ﬁrbbérties, \ Panax ginseng root extract
increasing oxygen uptake after use of a standardized to contain a
standardized extract.* The ability of ginseng minimum of 7% ginsenosides

ergocentric properties is possibly due to the
increased adrenal responsiveness which ultimately
enhances the activity of the pituitary-adrenal axis.*

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 :lit misleading.

By:

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

Date: 5/(;7 S’/O‘/

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

Sincerely,

Joid Pl

Michael P. Devereux

Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY®

NF Formulas » PhytoPharmica &
Tyler Encapsulations « Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Sulte B2 825 Challenger Drlve, Green Bay, Wi 54311 -8328
ENZYMATIC THERAPY Wilsonville, OR 97070 P: 920.469.1313 » F: 888.570.6460 (Enzymatic)
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May 28, 2004

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 » .STATEMENT
Hot Plants™ for Him na double-blind‘, blééebo-c‘:*dnt’rolle\cflchééoQér ) Panax gmseng rdot extract
study, 60% of male patients using panax ginseng standardized to contain a
reported support for sexual function over the minimum of 7% ginsenosides

placebo group.*

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 fuedd

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

Date: 5/0"? /0(’/

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

Tt p by

Michael P. Devereux

Chief Financial Officer
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ENZYM ATIC THERAPY Wilsonville, OR 97070 P: 920.469.1313 < F: 888.570.6460 (Enzymatic)
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May 28, 2004

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 NAWE  WHICH

Hot PIantsTM for H|m V Tongkat Ali appears to support healthy male exsual | Tongkat Ah (Eurycoma o
drive possibly through adaptogenic properties, like longifolia) Root Extract L.J100
those found in ginseng.”

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.

ugodd

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

Date: *5/3 5’/06/

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

Tt Py

Michael P. Devereux
Chief Financial Officer
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NF Formulas « PhytoPharmica &
Tyler Encapsuiations » Vitaline Formuias 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)
I NCORPORATED P: 503.582.8386 +» F: 503.582.0467 P: 920.469.9099 + F: 920.469.4418 (Phyto)
Woat Betler feets like™
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May 28, 2004

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)(1X(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 : - S e
Hot Plants™ for Him ’ Laboratory research of tongkat ali showed up to é Tonékat Ali (Eurycoma ;
13% increase in sexual drive.” longifolia) Root Extract LJ100 |

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.

L9084

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

By:

Date: 549 Q/OL/

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

Sincere !y, P

Michael P. Devereux
Chief Financial Officer




