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INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY®
NF formulas PhytoPharmica &

Tyler Encapsulations Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Dr:ve Green Bay Wi 54311 8328
ENZYMATIC THE BADY Wilsonville, OR 97070 P:920.469.1313 F: 888.570.6460 (Enzymatic)
. P: 503.582.838¢6 I;_SOS .582.0467~ 23 PQ%O Z%? 9099 F: 920.469.4418 {Phyto)
’ d
What Better fecis tike" 1250 5 W Y
a——

May 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 market in the immediate future, and may be exploratory in nature.

NGREDIENT(S).TO WH!CH
; - THE:‘CLAIM REFERS
Remufemm@ Ciinically proven, estrogen-free product | Black Cohosh

that relieves menopausal symptoms.*

PRODUCT NAME ,

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.

S -5

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

Date 5'/0'05

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

Sincerely,

Michael P. Devereux i

Chief Financial Officer 375 0161

/6177
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INTEGRATIVE THERAPEUTICS INC.” ENMZYMATIC 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)
. . P: 503.582.8386 F: 503.582.0467 P: 920.469.9099 - F: 920.469.4418 (Phyto)

Woat Better feels live"
———————

May 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 market in the immediate future, and may be exploratory in nature.

*-lNGR__E_D!’EN’E(S)?TQ%WHI*C/)‘H‘*?
s A THE CLAIM-REFERS
Remifemin® For women who want natural relief Black Cohosh

from hot flashes, night sweats and
mood swings.”

PRODUCT NAME:

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.

010004,

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

Date E-jo-08

&

By:

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

Sincerely,

ichael P, Dex@eux A*Yﬁ

Chief Financial Officer

* Remifemin 2¢




; a INTEGRATIVE THERAPEUTICS IRC.™ ENZYMATIC THERAPY"
NF Formulas PhytoPharmica &

Tyler Encapsulations  Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Chalienger Drive, Green Bay, Wi 54311-8328
ENZYMATIC THERAPY 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)

Woat Better feels ike”
am————

May 10, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HEFS 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'WHICH
o s T THE CLAIMREFERS
Remifemin® Proven to relieve hot flashes, night Black Cohosh
sweats and mood swings, naturally.”

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.

qyEs

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

Date  S-/0-DS

A

By:

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

Sincerely,

M Devereux LA%

Chief Financial Officer

Remifemin 3¢ -



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)

P: 503.582.8386  F: 503.582.0467 P: 920.469.9099  F: 920.469.4418 (Phyto)
Woar Better feels iike™ )
g ———

May 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 market in the immediate future, and may be exploratory in nature.

"PRODUCT NAWE

]NGREDIENT (‘S‘)‘ii%TCf)‘ﬁfWHICfH @
SRy IﬂgCLA!MREFERS s
Remifemin® Proven effective, natural and well Black Cohosh

tolerated.”

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 R0

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

Date S -/©2-0S

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

Sincerely,

ichael P. Devpcrcux A”\p

Chief Financial Officer

‘Remifeniin4e = .




< 5 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 54311-8328
ENZYMATIC THE BApY Wilsonvilte, 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)

Whar Better feels like™
————

May 11, 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(1r)(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 gf}!NGREDiENT(S):,TO”"WHICH‘,"
( * ' ~ ‘ -7 17 THE CLAIM'REFERS
Remifemin® Proven safety effectsveness and Black Cohosh
relief.”

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 19044

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

Date S -/1-08

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

Sincerely,

CVLICU)\

Chlcf chmcm | Officer

Remifemin Se




g 3 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 THERADY Wilsonville, OR 97070 P:920.469.1313  F: 888.570.6460 (Enzymatic)
. - ) P: 503.582.8386 F: 503.582.0467 P: 920.469.5099 F: 920.46%.4418 (Phyto)

What Better feels tike”
p—————

May 11, 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.

INGREDIENT(S) TOWHICH"

o THECLAIM:REFERS " i+
Remifemin® Proven effective, the most clinically Black Cohosh

studied natural intervention for

menopause with over 40 years of use

worldwide.”

‘BRODUCT-NAME

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 puegd

Robert C. 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,

W DQere lu»jp
ief Financial Officer

Remifemin 6¢



g 3 INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®
NF Formulas PhytoPharmica &

Tyler Encapsulations Vitaline Formulas PHYTOPHARMICA®
9755 SW Cormmerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wl 543118328
ENZYMATIC THEBAPY Wilsonville, OR 97070 P: 920.46%9.1313 F: 888.570.6460 (Enzymatic)
. 7 P: 503.582.8386 F: 503.582.0467 P: 920.469.9099 - F: 920.469.4418 (Phyto)

what Better feels ke
—————————

May 11, 2005

Office of Nutritional 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 \ STATEMENTS -~ = 1"INGREDIENT(S) TO WHICH -
’ e e e e THE CLAIMREFERS
Remifemin® Most clinically studied natural Black Cohosh
treatment for relief of menopausal
symptoms.*

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 puedd

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

Date S /105

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

Sincerely,

]

Chief Financial Officer

Remifemin 7e




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 BADY 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 feets tiwe”
e ————.

May 11, 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 scction 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 cxploratory in nature.

‘ NGRED!ENI((S)‘%TO?WHICH B
CEITRL ‘THE CLAIM REFERS '/
Remifemin® Safe, natural relief of hot flashes, night | Black Cohosh
sweats, mood swings, irritability, and
related occasional sleeplessness.”

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,

S (2]

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

Date S- //’05

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

Sincerely, &‘N
Me@reﬁx - Z

Chief Financial Officer

Remifemin 8




; 3 INTEGRATIVE THERAPEUTICS I1MNC.” ENZYMATIC THERAPY®
NF Formulas PhytoPharmica &

Tyler Encapsulations  Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Chalienger Drive, Green Bay, Wi 54311-8328
ENZYMATIC THEBAPY Wilsonvilie, 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 feeis ke
——

May 12, 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 Las 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 .- .. "~ ZANGREDIENT(S) TO -WHICH -
N R R - CTHE:CLAIM REFERS” /-

Remifemin® Reduces perimenopausal and Black Cohosh

menopausal discomfort.”

o STATEMENTS -/

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.

RLfodd

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

Date Lg’/@ 0S8

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

Sincerely, &M
Mv@ux' N z‘

Chief Financial Officer

- Remifemin 8 .




INTEGRATIVE THERAPEUTEICS INC.™ EMZYMATIC THERAPY®

NF Formulas  PhytoPharmica &
Tyler Encapsulations Vitaline Formulas FHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wi 54311-8328
ENZYMATIC THERADY 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)

Woat Better feels tike”
Ap———————.

May 12, 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 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. Thesc claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory
in nature.

INGREDIENT(S) TO WHICH.

LT s * “THE CEAIM'REFERS: .
Remifemin® The benefits of Remifemin may be first Biack Cohosh

experienced in two to three weeks,
however; the full benefits may not be
realized until after four to eight weeks of
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.

By L0044

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

Date & -/2-0S

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

Sincerely,

Chief Financial Officer

7 Retifemin |0e




INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®

NF Formuias PhytoPharmica &
Tyler Encapsulations  Vitaline Formulas PHYTOPHARMICA
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, W1 54311-8328
ENZYMA’I‘IC 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)

Woat Better feeis like™
A—————

May 12, 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 fabel 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
m nature,

-PRODUCT NAME | - . . STATEMENTS A INGREDIENT(S) TO-WHICH - -
oL Ce e T 0 T THE ‘CEAIMCREEERS
Remifemin® Nearly 50 years of clinical studies show Black Cohosh

proven relief from hot flashes, night
sweats, related occasional sleeplessness
and mood swings associated with

menopause.”

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.

Qg

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

AW

By:

Date S—/2-05

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

Sincerely,

—

Michael P. Devereux f

Chief Financial Officer

o Reini%é\ﬁin 1le -




INTEGRATIVE THERAPEUTICS INC.™ ENZVYMATIC THERAPY®

MNE 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)
PN P: 503.582.8386 F: 503.582.0467 P: 920.469.9099 F: 920.469.4418 (Phyto)
What Better feels like”
——
May 12, 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,

PRODUCT NAME ’ JINGREDIENT(S) TO WHICH: !
e e e g T S e S e b e S “THE CLAIM ‘REFERS
Remufemm@ Relieves perimenopausal and menopausal B!ack Cohosh

symptoms.”

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

QL0004

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

Y

By:

Date  5-/2-0S

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

Sincerely,

Jeded P s

Michael P. Devercux
Chief Financial Officer

Remifpmin-12¢




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 54311-8328
ENZYMATIC THE BAPY Wilsonville, OR 97070 P: 920.469.1313 F: 888.570.6460 (Enzymatic)
P P: 503.582.8386 F: 503.582.0467 P: 920.46%.9099 - F: 920.469.4418 (Phyto)

What Better feels like
jdddaid

May 12, 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 scction 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.

GREDIENT(S) TO WHICH:
, . STHE CL:AIM?REFLERS\ N

Remn‘emm@ Pubhshed chmcal studles show a reductnon Black Cohosh

of menopausal symptoms by 70%.”

PRODUCT NAME R STATEMENTS

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.

L9004

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

Date __5-/2-05

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

it P e

Michael P. Devereux
Chief Financial Officer

Remifeﬁin 13¢




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 Witsonville, OR 97070 P: 920.469.1313 F: 888.570.6460 (Enzymatic)
o . ] P: 503.582.8386 F: 503.582.0467 P: 920.469.9099 . F: 920.469.4418 (Phyto)

What Better feels ike”
ap———

May 12, 2005

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

Center for Food Safcty 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. Thesc claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory
in nature,

'INGREDIENT(SYTO WHICH* -
k 7 THE.CLAIM:REFERS .-’

#1 OB/GYN recommended non- Black Cohosh
prescription menopausal therapy.”

" PRODUCT-NAWE -

Re?nifemin@

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 L0084

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

Date S~/2-0S

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

Ll P lpnp

Michael P. Devereux
Chief Financial Officer

Remifemin 14e -




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 Wilsonvilte, OR 97070 P: 920.469.1313 F: 888.570.6460 (Enzymatic)
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what Better feets tive”
pubiiaig
May 12, 2005

Office of Nutritional Products, Labeling &
Dijetary 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 futurc, and may be exploratory
in nature.

Remifemin® Remifemin doesn't have the side effects
that are experienced with hormonal drugs
prescribed for the relief of menopausal

symptoms.”

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: w{"&{

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

Date (_5// A-0 5

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

Sincerely, &/A/
/ L’Iichael P. Derereux z

Chief Financial Officer

. Remiernin 15¢. . -
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May 12, 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)(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
1 nature.

RODL

Biack Cohosh

Y

Remifemin® A safe, natural alternative to HRT for the
treatment of menopausal symptoms.”

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.

L e

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

Date 5// J/Oé

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

Sincerely, g

Michael P. Devereux
Chief Financial Officer




