INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY®
NF Formulas « PhytoPharmica &

Tyler Encapsulations « Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite BZ 825 Chalienger Drwe, Green Bay, ‘WI 5431 1-8;2_2;
ENZYMATIC THERADPY Wilsonville, OR 97070 P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
MO RS D EATE D P: 503.582.8386 - F:503.582.0467 P:920.469.9099 « F:920.469.4418 (Phyto)
Whas Belter feets tie: 0173 5 %P 22 P21

August 23, 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, Wlsconsm 54311 has a label that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatlc 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. .

BN LT

Comptte leer 1 One ay to siipport ‘Calc:um (as calmum D-glucarate),Proprietary Fiber Btend:

Cleanse* the liver is through Viscfiber® Oat B-Glucan ‘Concentrate, phytosterols (beta
periodic . -sitosterol, campesterol, stngmasteml brassicasterol, and

supplementation with | other plant sterols, and glucomanan, Milk Thistle (Silybum
the proper balance of | marianum) Fruit Phytosome ™, Burdock (Arctium lappa)

herbal ingredients, Root Extract, Calcium D-Glucarate; Boldo (Peumus
phytosterols and - boldus) Leaf Extract, Turmeric (Curcuma longa) Rhizome
fiber.* Extract, Dandefion (Taraxacum offinale) Root Extract,

Artichoke (Cynara scolymus) Leaf Extract

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

By: wev&i

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: 3’/512‘? / oS

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

Sincerely,
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INTEGRATIVE THERAPEUTICS INC.™ ;é,N‘ZYMATIC THERAPY®

NF Formulas's PhytoPharmica &
- Tyler Encapsulations « Vitaline Formulas PHYTOPHARMICA®
o 9755 SW Commierce 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)
MO REPOREATED P: 503.582.8386 « F: 503.582.0467 P:'920.469.9099 + F: 920.469.4418 (Phyto)
woar Better feels like” l '
—————
August 23, 2005

Office of Nntritional Producis ,a;e,ﬁgg &

RALLIVE UL 1N U A0 £ AV Lty S

Dietary Suppiements, 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. ( )

'”;\ "‘4

Complete Liver | Complete Liver Calcium. (as calcium D-glucarate), Proprietary Fiber
Cleanse” Cleanse is a Blend: Viscfiber® Oat B-Glucan Concentrate,
convenient, multi- phytosterols (beta sitosterol, campesterol, stigmasterol,

ingredient formula that | brassicasterol, and other plant sterols, and glucomanan,

supports overall liver | Milk Thistle (Silybum marianum) Fruit Phytosome™,

health and .| Burdock (Arctium lappa) Root Extract, Calcium D-

detoxification.* = | Giucarate, Boldo (Peumus boldus) Leaf Extract, Turmeric
' - | (Curcuma longa) Rhizome Extract, Dandelion

| (Taraxacum offinale) Root Extract, Artichoke (Cynara

| scolymus) Leaf 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, / :

Robert Doster E ’
Title: Senior Vice President of Scientific Affairs

Date: 8/9,3 / 05

e

By:

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




INTEGRATIVE THERAPEUTICS INC.” Q“ZYMAT!C THERAPY®

NF Formulas « PhytoPharmica ‘ . &
Tyler Encapsulations « Vitaline Formulas . PHYTOPHARMICA®
9755 SW Commerce Cu'cle, Sutte BZ 825 Challemger Drlve, Green Bay, Wl 5431 1-8328
ENZYMATIC THERAPY \ Wilsonville, OR 97070 P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
I NS RPORATED . P:503.582.8386 « F: 503.582.0467 P: 920.469.9099 « F: 920.469.4418 (Phyto)

Woat Better feels iike™
—————

Aungust 23, 2005

Office of Nutritional Products, Labeling &

Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition = i : i

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 ﬁmzre and may be exploratory
in nature.

2l : AN ; AAZIRL 2 3
Complete Liver Complete Liver - \ Calcnum (as calcium D-glucarate), Froprietary Fiber
Cleanse* Cleanse contains a Blend: Viscfiber® Oat B-Gluean, Concentrate

variety of herbal | phytosterols (beta sitosterol, campestero! stigmasterol,
extracts that have . brassicasterol, and other plant sterals, and glucomanan,
noted benefits for - Milk Thistle (Silybum:marianum) Fruit Phytosome™,

supporting the body’s | Burdock (Arctium lappa) Root Extract, Calcium D-

healthy bile flow and | Glucarate, Bolde (Peumus boldus) Leaf Extract, Turmeric
free-radical - {Curcuma longa). Rhizome Extract, Dandelion

scavenging effects.* | (Taraxacum offinale) Root Extract, Artichoke (Cynara
sooiymus) Leaf Extrac:t

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

- LLo0dd

Robert Doster
Title: Senior Vice President of Smentxﬁc Affa1rs

Date: g/&’»&/OS

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

Smcerely,

2] AM»
Mtchavié Deverﬁ \}

Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.” . ENZYMATIC THERAPY®

NE Formulas « PhytoPharmica . &
Tyler Encapsulations « Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Crrcle, Suxte B2 825 Chall&ngiar Dnve Green Bay, Wt 5431 1-8328
ENZYMATIC TH EBAPY Wilsonville, OR 97070 P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
MO REFORATED P; 503,582.8386 + F: 503.582.0467 P: 920.469.9099 « F: 920.469.4418 (Phyto)

What Better feels e
a—————

August 23, 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. followmg product is Manufactured, Packed; and/or: Dlsmbmed 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 Therapm Inc. wishes to take advantage
of the exemption to section 201(g)(1)(C) of the act and comply with section 403(£)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the 1mmedxate future, and may be exploratory
in nature.

Comple Llr Milk Thistlé provides support, at a Milk Thistle (S:lybum marianum) Fruit
- Cleanse* cellular level, for healthy liver ' Phytosome ™,
function.*

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.

fLioidd

Robert Doster (
Title: Senior Vice President of Scientific Affairs

Date: _3/23/05

If you have any questions, please contact Robert Doster, Senior Vice Pres1dent of Scxexmfic Affairs at
(920) 406-3608.

Sincerely, &ﬂ'

Michael P. Devereux
Chief Financial Officer




ANTEGRATIVE THERAPEUTICS INC." ENZYMATIC THERAPY"

NF Formulas-« PhytoPharmica &
Tyler Encapsu!atmns « Vitaline Formu}as ‘ ¢ PHYTOPHARMICA®
. 9755 sW Commerce Circle, Suite BZ 825 Challenger Drwe, Green Bay, Wl 5;;;1 2;;22;
ENZYMATIC THERAPY ' Wilsonville, OR 97070 P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
MR G RATED © P:503.582.8386 » F:503.582.0467 P:920.469.9099 . F:920.469.4418 (Phyto)

What Bettey feeks tre
—————

Avgust 23, 2005

NSELIVY UL IR R AWWVLIGE & A UMM WDy sl iias

Dietary Supplements, HFS 810 .

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

Office of Nutritional Products. La ﬁling &

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

Compilete Liver Herbal ingredients that | as calcium D-glucarate), Proprietary Fiber
Cleanse* - | support liver and - Btend Viscfiber® Oat B-Glucan Concentrate,

gallbladder health* | phytosterols (beta sitosterol, campesteral, stigmasterol,

: .| brassicasterol, and other plant sterols; and glucomanan,
Milk Thistle (Sitybum marianum) Fruit Phytosome™,

“‘Burdock (Arctium lappa) Root Extract, Calcium D-

- Glucarate, Boldo (Peumus boldus) Leaf Extract, Turmeric
(Curcuma longa) Rhizome Extract, Dandelion
(Taraxacum offinale) Root Extract, Artichcke {Cynara
scotymus) Leaf Extract

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

by 044

Robert Doster
Title: Senior Vice President of Smentxﬁc Affairs

Date: 8/&)/ oS

If you have any questions, please contact Robert Dester Senior Vice, Presxdent of Scientific Affairsat
(920) 406-3608. :

Since y, P

Michael P. Devereux
Chief Financial Officer




INTEGRATIVE THEﬁAi’ﬁUTICS INC.” s : ENZYMATIC THERAPY®

. NF Formulas « PhytoPharmica B : el
\Tyler Encapsu!atnons - Vltahne Formulas FHYTOPHARMICA®
9?55 SW Commerce C:rcle, Suite B2 825 Challemger DTIVE, Green Bay, Wi 5431_1 :8—3%8
ENZYMATIC THEBAPY Wilsonville, OR 97070 = | P:1920.469.1313 o F: 888.570.6460 (Enzymatic)
I NE D RE S RATE D P: 503.582.8386 « F: 503.582.0467 . P:920.469.9099 o F: 920.469.4418 (Phyto)
Whar Better feels live®
——
August 23, 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 followuug 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 thie act. These claims are
not necessarily for a product we currently market or. plan to market in the immediate futures and may be exploratory

in nature,

Complete Liver Detoxifying (as calcium D-glucarate), Prcpnetary Fiber Blend:
Cleanse* ingredients that keep Viscfiber® Oat B-Glucan Concentrate, ;phytosterols (beta
bound toxins from ~ | sitosterol, campesterol, stigmasterol, brassicasterol, and
being reabsorbed.* | other plant sterols, and glucomanan, Milk Thistle (Silybum

‘ marianum) Fruit Phytosome™, Burdock {Arctium lappa)
Root Extract, Calcium D-Giucarate, Boldo (Peumus boldus)
Leaf Extract, Turmeric {Curcuma longa) Rhizome Extract,
Dandelmn {Taraxagum offinale) Root Extract, Artichoke
(Cynara sc@lymus) Leaf Extract

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

substantiation that thWer& ,Z truthful and not misleading.
By:

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: %723 /o5

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

Michael P. Devereux
Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC." ENZYMATIC THERAPY®

t NF Formulas « PhytoPharmica —_— &
< Tyier Encapsu!atxons + Vitaline Farmulas . > PHYTOP"ARM'CA'
9755 SW Commerce Circle, Suite BZ 825 Challenger Drive, Green Bay, WI 5431 1~83;m2§
ENZYMATIC TH EBAPY ) Wilsonvitle, OR 27070 P:920.469.1313 « F: 888.570.6460 (Enzymatic)
I NODRP OB ATED P: 503.582.8386 * F: 503.582.0467 . P 820.469.9099 ¢ F: 920.469.4418 (Phyto)
Woat Better feeis tiver
————.
August 23, 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 543 11 has a label that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymauc Therapy, Inc. wishes to take advantage
of the exemption to section 201(g)(1)(C) of the act and comply with section 403(1')(6} of the act. These claims are
not necessarily for a product we cunrently market or plan to market in the 1mmediate ﬁlture:, and may be exploratory
in nature.

Complete Liver Phytosterols to Calcium (as calcium D-glucarate), Proprietary F:ber Blend:

Cleanse* | block cholesterol | Viscfiber® Oat B-Glucan Concentrate, phytosterols (beta
absorptioninthe | sitosterol, campesterol, sﬁgmasterol brassicasterol, and -
intestines.* - | other.plant sterols, and 'glucomanan, Mitk Thistle (Silybum

marianum) Fruit F'hytosome“'“ ‘Burdock (Arctium lappa) Root
Extract, Calcium D-Glucarate, Boldo (Peumus boldus) Leaf
Extract, Turmeric (Curcuma longa) Rhizome Extract,
Dandelion (Taraxacum offinale) Root Extract Artichoke
(Cynara scolymus) Leaf Extract

1 certify that the information contamed in this notice is complete and accurate and that Enzymatlc T herapy, Inc. has

substantiation that the, statements ie truthful and not misleading.
By: ‘ t !J 0 : o .

Robert Doster ]
Title: Senior Vice President of Sc;ientiﬁc Affairs

Date:  $/A3 / o5

If you have any questmns, please contact Robert Daster Semor Viee: Presxdent of Scientific Affairs at
(920) 406-3608.

Sincerely, P &‘“

Michael P. Devereux
Chief Financial Officer




) lNTEGRAT!\I@&;THE&AREUTICS‘IN:C.v" o, - ENZYMATIC THERAPY"®

NF Formutas s PhytoPharmica : , &
 Tyler Encapsu!at:ons « Vitaline Formutas PHYTOPHARMICA®
T : 9755 $W Cemmerce Circle, Suite BZ, *‘825 Cha!tenger Dnve, Green Bay, Wl 543f 1-2;;?:8
ENZYMATIC THEBAPY Wﬂspnviﬂe, OR 97070 P: 920.469. 1313 « F: 888.570.6460 (Enzymatic)
Mo REDRATE D . P:503.582.8386 « F:503.582.0467 - 'P:920.469.9099 o F: 920.469.4418 (Phyto)
woat Belter feels like™
————
August 24, 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 Cosmeti¢ 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 currenﬂy market or plan to market in the ‘immediate future, and may be exploratory
in nature.

Complete Liver Fiber that moves : | Calcium (as calciumD-glucarate), Proprietary Fiber Blend

Cleanse* cholesterol and Viscfiber® Oat B-Glucan Concentrate, phytosterois (beta
toxins out of the | sitosterol, campesterol, stigmasterol, brassicasterol, and
body.* - | other plant sterols; and glucomanan, Milk Thistle (Silybum

marianum) Fruit Phytosome ™, Burdock (Arctium lappa) Root
Extract, Calcium D-Glucarate, Baldo (Peumus boldus) Leaf
Extract, Turmeric (Curcuma longa) Rhizome Extract,
Dandelion (Taraxacum offinale) Root Extract Artichoke

| {Cynara scolymus) Leaf Extraci

I certify that the information contained in this notice 1s complete and-accurate and that Enzymatic Therapy, Inc. has
substantiation that thz statements j‘e truthful and not misleading.

By:

Robert Doster
Title: Senior Vice President of Stientific Affairs

Date: _§/3vloS

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

Sincerely,

Jedl P Lpons?

Michael P. Devereux
Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY"

NF. Formulas « PhytoPharmica &
Tyler Encapsulat;ons « Vitaline Fermuias . C P“YTOPHARM'CA'
9755 SW Commerce C:rcle, Suite B2 825 Chaﬁenger Dnve, Green Bay, wi 54311-8328
ENZYMATIC THERADY ' Wilsonyille, OR 97070 P.920.469.1313 « F: 888.570.6460 (Enzymatic)
(MO RPORATED P: 503.582.8386 -« F: 503.582.0467 P: 920.469.9099 + F: 920.469.4418 (Phyto)
Whar Better feeks iive™ \
P ——
August 24, 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 nmrket or plan to market in the immediate future, and may be exploratory
in nature.

Comp ete Ltver The ingredientsin | Calcium (as calcium D-glucarate rietary Fiber Blend:
Cleanse* Complete Liver . | Viscfiber® Oat B-Glucan Concentrate ‘phytosterols (beta
Cleanse provide a sitosterol, campesterol stigmasteroi brassicasterol, and
wide spectrum of other plant sterols, and glucomanan, Milk Thistle (Silybum
liver supportive marianum) Fruit Phytosome ™, Burdock {Arctium lappa)
benefits.* Root Extract, Calcium D-Glucarate, Beldo (Peumus boldus)
Leaf Extract, Turmeric (Curcuma longa) Rhizome Extract,
Dandelion (Taraxacum offinale) Root Extract, Artichoke
(Cynara scolymua) Leaf Extract

I certify that the information contained i in this notice is cumplete and accurate and that Enzymanc Therapy, Inc. has
substantiation that the statements are truthful and not rmsleadzng :

S /121

Robert Doster
Title: Senior Vice President of Sc1ent1ﬁc Affairs

Date: 5’/& il /05

If you have any questions, please contact 'Robert Doster, Semor Vice Presxdent of Scwntlﬁc Affairs at
(920) 406-3608.

TR P b

Michael P. Devereux
Chief Financial Officer




INTEGRATlVE: THERAPEUTICS INC.™ ﬁNZVMATIC THERAPY®
NF Formulas « PhytoPharmica

Tyler Encapsulatrons @ Vttahne Formuias N - PHYTOPHARM'CA°
9755 SW Commerce Cu’cie, Su;te 52 825 Challenger Dm/e, Green Bay, WI 5431 1~8328
ENZYM ATIC THE B APY Wilsonyifle, OR 97070 P: 920469.1313 « F: 888.570.6460 (Enzymatic)

INEORBPORATE P: 503.582.8386 « F:503.582.0467 - P:920:469.9099 « F: 920.469.4418 (Phyto)
WbatBetteT"  feels like: ’
ap————

August 24, 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

nm

- r _1 1 N b P o . 4 . o
RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured Packed, and/or Dwmbuted by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wxsconsm 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 20 l(g)(l)(C) of the act and comply with section 403(1*)(6) of the act. These claims are
not necessarliy for a product we currently market or plan‘to market in the 1rmnedxate futura, and may be exploratory
in nature.

Complete Liver - | Burdock has a long history of
Cleanse* traditional use for gastrointestinal
support.*

I certify that the information contained in thxs not:ce is complete and;accurate and tha't Enzymanc Therapy, Inc. has
substantiation that the statements are tmthﬁxl and not misleading,

L puead

Robert Doster
Title: Senior Vice President of Scientific Affairs

:

Date: 9’/& “//05

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

Michael P. Devereux
Chief Financial Officer




INTEGRATIVE YHERAPEUT!C& INC.” ENZYMATIC THERAPY®

NF Formulas « PhytoPharmnca X ) &
N Tyler Encapsu!amons « Vitaline Formu!as . PHYTOPHARMICA®
o ‘ 9755 SW Commerce Circle, Suite B2 - 825 Chaﬁenger Drive, Green Bay, W1 5431 1-8328
ENZYMATIC THERAPY ‘ Wilsanville, OR 97070 =~ P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
 MECOREORATED | P:503.582. 8386 » F:503.582.0467 P: 920.469.9099 . F: 920.469.4418 (Phyto)
woar Betler feels iive™ '
——————

August 24, 2005
Office of Nutritional Products, heling &

WAAILE UL ANRMINRIAL DAUNUEAAS, yvu.uc, X

Dietary Supplements, HFS 810

Center for Food Safety and Apphed Nautrition

Food and Drug Administration -

5100 Paint Branch Parkway : .
College Park, MD 20740

RE: Label Claims/DiscIaimerg

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 i in the immediate ﬁmxre, and may be exploratory
in nature.

Compilete Liver Artichoke’s role in supporting healthy
Cleanse* cholesterol levels ‘withiri normal limits has .
“also been mvasnga;ted.*

Artichoke” (Cynara scoiymus) Leaf
Extract

I certify that the information contained in this notice IS complete and accurate and that Enzymanc Therapy, Inc. has
substantiation that the statements are truthful and not m1sleadmg

L0

Robert Doster
Title: Semor Vige President of Smennﬁc Affalrs

Date: ?/&Vb} B | ) . .

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

Michael P. Devereux
Chief Financial Officer




INTEGRATIVE THERAPEUT]CS INC.™ EﬂZYMATIC THERAPY®

NF Fofmulas « PhytoPharmica ‘ ) &
Tyler Encapsulations « Vitaline Fdrmulas ) P“YTQP“ARM'CA.
o 9755 SW Commerce Circle, Suite B2 \825 Cha!ienger Drlve, Green Bay, Wl 54311—8328
ENZYMATIC THEBAPY‘ " ‘Wilsonville, OR 97070 P: 920.469.7313 « F: 888.570.6460 (Enzymatic)

INCOREORATED . P:503.582.8386 < F: 503.582.0467 P: 9201469,9099 » Fi 920.469.4418(Phyto)
Whar Better feeis live” ) ‘
—————

August 24, 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 prfoduct 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 Theérapy, 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 ate
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory
in nature.

Complete Liver Turmeric: (Curcuma longa) is a perennial | Turmeric urcumra longa) ‘Rhizome
Cleanse* shrub native to.southern Asia with a long = Extract

history as both a food mgrfedwnt and for

health support.*

I certify that the information contamed in this notxce is complete and accurate and that Enzymatxc Therapy, Inc. has
substantiation that the statements are truthfirl and not mlsleadmg

o P04

Robert Doster ‘
Title: Senior Vice President of Scientific Affairs -

Date: $/at//0S

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

SinceLer, P &N .

Michael P. Devereux
Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY®

NF Formutas < PhytoPharmica’ \ : . &
Tyler Encapsulations « Vitaline Formulas - PHYTOPHARMICA®
97‘55 SW Commerce Circle, Suite B2 825 Chauanger Drwe, Green Bay, WI 5431 1 -8328
ENZYMATIC THERAPY Wilsonville, OR 97070 P:920.469.1313 « F: 888.570.6460 (Enzymatic)
M DR AT P:503.582.8386 « F: 503.582.0467 P: 920.469.9099 . F: 920.469.4418 (Phyto)

what Betler jeels ke
—r

August 25, 2005

Office of Nutritinnal Pradnete T.a ine &

aling
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 4 label that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymaﬁc 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 inl the immediate future, and may be exploratory
in nature.

s — i
Complete Liver More recently, turmeric has been { Turmeric (Curcuma longa) Rhizome
Cleanse* investigated for its support of healthy bile | Extract
secretion; and pancreatic and gastric :
function.*

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 A0

Robert Doster
Title: Senior Vice President of Scxentxﬁc Affairs

Date:  B/2S /OS

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

it P fony

Michael P. Devereux
Chief Financial Officer




‘lNTEGKAT'VE&THERRPEUT!CS INC.T ENZYMATIC THERAPY®
NF Formulas « PhytoPharmica ‘ &
- Tyler Encapsulations + Vitaline Formulas PHYTOPHARMICA®

9755 SW Commerce Circle, Suite B2 ‘825 Chaifénger Dnve, Green Bay, Wl 54311 8328
ENZYMATIC TH ERADY Wilsonwville, OR 97070 P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
CORFORATED P: 503.582.8386 « F: 503.582.0467 © P:920.469.9099 « F: 920.469.4418 (Phyto)

Woat Better feels live”
—————

August 25, 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 immediate future, and may be exploratory
in nature. \

Complete Liver In a scientific study, dietary-curciminoids Turmeric ( urcuma k:mga) Rhizome
Cleanse* derived from turmeric supporied healthy 4 Extract

lipid metabolism and cholesterol levels

already within normal limits.*

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.

. fLi0d4

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date:  $/2S/0S

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

Sincerely,

MilAaL} P. Devere\é) &JA 7 ‘

Chief Financial Officer




ENZYMATIC THE

PN DIORPORATED

¥'

DY

INTEGRATIVE THERAPEUTICS INC.”
NF Formufas + PhytoPharmica

Tyier Encapsu”tai:mns “ Vitalm Farmulas

9755 sSwW Ccmmerce Cn’cle, Suite BZ
Whilsonvitle, OR 97070
P: 503.582.8386 « F: 503.582.0467

ENZYMATIC THERAPY®
&
PHYTOPHARMICA®

825 Cha!lersger Dnve, Green Bay, Wi 5431 1 8328
P: 920.469.1373 + F: 888.570.6460 (Enzymatic)
P: 920, 469 9099 « F:920.469.4418 (Phyto)

What Belter feels tike
A—————

August 25, 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. a1 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contdins 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.

Curcumm has also ‘been shown in scientific studies
to enhance the actxvx.ty of glutathxone S-transferase
— an enzyme responsible for linking glutathione
(one of the body’s natural antioxidants) with toxins
to help remove them from the body.* In this way, it
provides additional support for healthy liver
function.®

chpleté Liver
Cleanse*

Turmeric. (Gurcuma 1onga)
' Rhizome Extract

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

ik

Robert Doster )
Title: Senior Vice President of Scientific Affairs
Date: F/pS/oS

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

Sincerely,

Jedd P -doo

Michael P. Devereux
Chief Financial Officer




e

H INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®

NF Formulds ¢+ PhytoPharmica &
: Ty!er Encapsulatmns s Vltalme Formulas o PHYTOPHARMICA®
o 9755 SW Commerce Circle, Suite B2 ‘825 Challenger Dnve Green Bay, Wt 54311~8328
ENZYMATIC THERADY Wilsonvilie, OR 97070 P: 920.469.1313 s F: 888.570.6460 (Enzymatic)
MmO REORATE O P: 503.582.8386 « F: 503.582.0467 | P:920.469.9099 « F: 920.469.4418 (Phyto)

woat Better feets tner
A———

August 25, 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.

.| Complete Liver The phytosteol blend inComplete | Calcium (as calcium-D-glucarate), Proprietary

Cleanse* Liver Cleanse can‘help minimize | Fiber Blend: Viscfiber® Oat8-Glucan
the absorption of cholesterol from | Concentrate, phytosterols (beta sitosterol,
high-protein food sources, help campestemf stigmasterol, brassicasterol, and
retain healthy cholesterol levels other plant sterols, and glucomanan, Milk
that are within normal limits, and | Thistle (Silybum marianum) Fruit
move bile salt through the - Phytosome™, Burdock (Arctium lappa) Root
digestive system, * Extract, Calcium D-Glucarate, Boldo (Peumus

boldus) Leaf Extract, Turmeric (Curcuma
longa) Rhizome Extract, Dandelion
(Taraxacum offinale} Root Extract, Artichoke
(Cynara scolymus) Leaf Extract

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

oo

Robert Doster
Title: Senior Vice President of Spientiﬁc Affairs

By:

Date: ?’/g 5/05




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

Sincerely,

S P Qoo

Michael P. Devereux
Chief Financial Officer

Complete Liver Cleanse 28



INTEGRATIVE THERAPEUTICS INC." ENZYMATIC THERAPY®

NF Formulas ¢« PhytoPharmica &
Tyler Encapsuiatmns % Vn:alme Formutas' : PHVTOPHARM"CA'
] 9755 SW Commerce Circle, sulte B2 ' 825 Chalienger Dnve Green Bay, Wl 54311 8328
ENZYMATIC THERADY Witsonville,’ OR 97070 P; 920.469.Y313 « F: 888.570.6460 (Enzymatic)
NEORPORATE D P: 503.58218386 4« F: 503.58250467 P 92(‘).1469.9099 + F: 920.469.4418 (Phyto)
Whar Better jeels tive”
———n——
August 25, 2005

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

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 2 labe! that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enxymatxc 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 i in the immediate future, and may be exploratory
in nature.

" vComplete quer Oat beta’glucan has Calcium'(as calcium D—glucarate)

Cleanse” been a widely Viscfiber® Oat B-Glucan Concentréte phytosterols (beta '
studied fiber source | sitosterol, campesterol; stigmasterol, brassicasterol, and
for supporting other plant sterols, and glucomanan, Milk Thistle (Silybum

healthy cholesterol | marianum) Fruit Phytosome ™, Burdock (Arctium lappa)
levels within ncrmai Root Extract, Calcium D-Glucarate, Boldo (Peumus boldus)
limits.* Leaf Extract, Turmeric (Curcuma longa) Rhizome Extract,
Dandelion {Taraxacum. offinale) Root Extract Artichoke
(Cyﬁara scaiymus) Leaf 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.

190404

Robert Doster
Title: Senior Vice President of Scientific Affairs -

Date: 8/525 / 05

S

By:

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

LY P 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 Chailenger Dnve, Green Bay, Wl 54311-8328
ENZYMATIC THEBAPY Wilsonville, OR 97070 P: 920.469,1313 - F: 888,570.6460 (Enzymatic)
NP RPERATE P: 503.582.8386 + F:503.582.0467 © - P:920.469.9099 « F:920.469.4418 (Phyto)
Woat Better fels e '
p——
August 25, 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 C}aims/DiscIaimers

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 8235 Challenger Drive, Green Bay, Wisconsin 54311 has a labet that contains 2 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.

Comp!ete Liver Complete Liver Cleanse contains a | Viscfiber® Oat ﬁ-Glucan
Cleanse® combination of oat beta-glucan and- ' Concen’frate glucomanan
glucomanan that has been shown in
scientific-studies to bind to, bate, salts.”

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 PO

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: ?/&5/05

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

JELr P &«M{ﬂ

Michael P. Devereux
Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.” o ENZYMATIC THERAPY®

NF Formulas + PhytoPharmica . . &
Tyler Encapsulatmns * vltalme Formulas PHVTOP“‘“‘M'CA'
9755 SW Cammgrce C;rcie, Suite B2 825 Chanenqef Dnve, Green Bay, Wi 54311-8328
ENZYMATIC THEBADPY * Wilsonville, OR 97070 ‘ P: 920,469.1313 « F: 888.570.6460 (Enzymatic)
(NCARFORATE & P: 503.582.8386 » F: 503.582.0467 P: 20.469.9099 « F: 920.469.4418 (Phyto)
What Better feels like”
a—————
August 25, 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 2 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 planto marketin the 1mmedxate futare, and may be exploratory
in nature.

In clinical studies, g
positive results in mamtaimng healthy
cholesterol levels already within normal
limits.* This beneficial effect is due to
glucomanan’s abzhty to boost excretion of
bile acid.”

Complete Liver
Cleanse*

Con@entrate, glucomanan

I certify that the information contained in this notice is comp}ete and accurate and that Enzymatlc Therapy, Inc. has
substantiation that the statements are truthful and not misleading.

By: mﬁ’lfu_

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: 9/25 /05

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

Sincerely,

JEL0 P Loy

Michael P. Devereux
Chief Financial Officer




INTEGRATIVE YTHERAPEUTICS. INC.” ENZYMATIC THERAPY®
" NF Formulas + PhytoPharmica ) &

Tyler Encapsulatmns + Vitaline Formulas ’ PHYTOPHARMICA®
9755:SW Comunerce Circle, Suite BZ 825 Chaﬂahger Drive, Green Bay, Wi 54311-8328
ENZYMATIC THERAPY Wilsonville, OR 97070 . P:1920.469.1313 « F: 888.570.6460 (Enzymatic)
MO RBORATE D P:'503.582.8386 « F:503.582.0467 P: 920.469.9099 « F: 920.469.4418 (Phyto)

Whar Better feeis the
p—————

August 25, 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 followmg 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. Enzymatm 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 immediate futum, and may be exploratory
in nature.

iscfiber® Oat B-Glucan
Concentrate

S o
Compilete Liver

In a randomized clinical study, oat beta-
Cleanse*

glucan showed support of healthy
HDL/LDL ratios aiready within normal .
fimits in individuals over a three week
{rial.”

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 mlsleadmg

T puegd

Robert Doster '
Title: Semior Vice President of Scientific Affairs
Date:  S/2S / 0.5

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

Michael P. Devereux
Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC." ENZYMATIC THERAPY®
NF Formulas < PhytoPharmica

Tyler Encapsufations © Vitalme Formulas ' P“VTOP"ARM'CA'
9755 SWV Cam,merqe Circle, Sucta B2 >825 Chal!enger Drwe, Green Bay, ws 54311 8328
ENZYMATIC THERAPY © Wilsonwille, OR 97070 |, P:1920.469.1313 s F: 888.570.6460 (Enzymatic)
I INODORPORATED P: 503,582.8386 « F: 503.582.0467 ) P: 920.469.9099 « F: 920.469.4418 (Phyto)

What Better feels like”
————————.

August 25, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810 i
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 ﬁﬂIQng 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 f!mu“a, and may be exploratory
in nature.

Complete aner o Closely linked to cholesterol, oat beta- = | Viscfiber® Oai: B-Gilucan
Cleanse” glucan has also been studied forits - Concentrate
support of heaithy bile excretion.*

I certify that the information contamed in thzs notice is complete and accurate and that Enzymanc Therapy, Inc, has
substantiation that the statements are truthful and not misleading.

. ww

Robert Doster
Title: Senior Vice President of Scientific Affairs -

Date: ?’/QS/O-S

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

Sincerely,

WMM«#

Michael P. Devereux
Chief Financial Officer




INTEGRATIVE THEI!APEUT!CS iINC.” ) ENZYMATIC THERAPY"

NF Formulas « PhytoPharmica , ) & \
yier Encapsulatgons & Vatahne Formuias PHYTOPHARMICA®
, 9755 SW Commerce Curde, Suite B2 ‘825 Chaﬂenger Dr:ve, Green Bay, W! 54311-8328
ENZYMATIC THER_APY Wilsonville, OR .97070 P 920.469.1313 » F: 888.570.6460 (Enzymatic)
MO O RECR AT E D P: 503.582.8386 « F: 503.582. 0467 Py 920.469.9099 + F: 920.469.4418 (Phyto)

Waar Belter feets e
A——————

August 26, 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 T herapy; 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 orplan to market in the :mmed:ate future, and may be exploratory
in nature.

Complete Liver When milk thistle (or other herbs)are - | Milk Thistle {(Silybum marianum)
Cleanse* bound with phosphatidyicholine, the Fruit Phytosome ™
phosphahdyichctme molecule facilitates. ~
absorption through the mtestxnes info the
bto,odstream

1 certify that the information contained i in thls notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation-that the statements are truthful and not misleading,

fLoedd

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: B/a6 /oS

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

Sincerely,

Jetd P

Michael P. Devereux
Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.', *ENZ}YMATIC THERAPY®

‘NF Formulas ¢ PhytoPharmica L . &
Tyler Encapsulations « Vitaline Formulas - ' PHYTOPHARMICA®
. 9755 SW Commerce Circle, Suite B2 ‘ \825 Chaltenger Dnve, Green Bay, WI 5431 1-8328
ENZYMATIC THERADPY Wilsonville, OR 97070, P: 920.469.1313 » F: 888.570.6460 (Enzymatic)
 NEORPORATED P: 503.582.8386 « F: 503.582.0467 P:'920.469.9099 + F: 920.469.4418 (Phyto)

woat Betier feels ke
A—————

August 26, 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(t)(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.

| omplete Liver Milk Thistle is a mixture of flavonoids with | Milk Thistle (Sﬂybum marianum)
Cleanse* a long history of: liver support.” \ | Fruit Phytosome™

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: w 0 LQ.‘L

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: 9/&4'1 /0 S

If you have any questions, please contact Robert Dqster Semor Vice Pres:dent of Scientific Affairs at
(920) 406-3608.

Sincerely,

ichael P. Devereux LM%

Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC." _ENZYMATIC THERAPY®

) NF Formulas = PhytoPharmica - ) & .

Tyler Encapsulatrons ® Vztahne Formulas ‘ PHYTOPHA“M'CA
9755 SW Cammerce Ccrcle, Suite B2 825 Chalienger Dnve, Green Bay, Wi 5431 1»8328
ENZYMATIC THERAPY Wilsonville, OR 97070 - Pr920.469.1313 « F: 888.570.6460 (Enzymatic)

 NEMREORATED P: 503.582.8386 « F: 503.582.0467 P: 920.469.9099 = F: 920.469.4418 (Phyto)
woar Belter feels tive”
Ap———.
August 26, 2005

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

Center for Food Safety and Applied Nutmmn
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 foliowmg product is Manufacturcé Packed; and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a labél that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatxc 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.

Complete Liver Milk Thistle supports the health of Kupffer Mitk Thistle (S:tlybum mananum) Fruit
Cleanse* cells, specxahzad liver cells responsible for. . Phytosomem

removing bacteria, old blood cells, and other -

foreign matter from the liver’s blood supply.*

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.

L Ruedd

Robert Doster
Title: - Senior Vice President of Scientific Affairs

Date: 5//26! /0 S

If you have any questions, please contact Robert Doster, Senior Vlce Pres;dent of Scientific Affairs at
(920) 406-3608.

Michael P. Devereux
Chief Financial Officer




INTEGRATIVE THERAPEUTICS INCH' ’ ENZYMATIC THERAPY*

NF Formulas » PhytoPharmica ‘ &
Tyler Encapsulahans + Vitaline Farmuias ?“VTOP"ARM'CA.
9755 SW Ccmmerce Cimle, Suite B2 - B25 Cha}!enger Drive, Green Bay, Wl 54311-8328
ENZYMATIC THERAPY . Wilsonville, OR 97070 P: 920.469,1313 « F: 888.570.6460 (Enzymatic)
INESORPORATED P: 503.582.8386 «+ F: 503»582@4167 P: 920.469.9099 « F: 920.469.4418 (Phyto)
What Better feels e ’
a——
August 27, 2005

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

Center for Food Safety'and Applied Nutntwn
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 followmg 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, Drig-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 nnmedlate future, and may be exploratory
in nature. .

Complete Liver
Cleanse*

Milk Thistle scavenges free radicals (superoxide
anion radical and nitric oxuie) produced by’
activated Kupffer-cells, supports healthy
leukotriene levels, and supports glutathione
production that is used in detomﬁcanon.

‘Milk Thistle (Sﬂybum marianum)
Fruit Phytosome™

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.

SO 1 (17

Robert Doster
Title: Senior Vice President of Scientific Affalrs

Date: g'/ z2/05

If you have any questlons please contaat Robert Doster, Semor Vice President of Scientific Affairs at
(920) 406-3608.

T p \xwm/

Michaet P. Devereux
Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY®
NF Formulas « PhytoPharmica o &

Tyler Encapsulations « Vitaline Formulas PHYTOPHARMICA®
i o ) 9755 SW Cammerce Circle, Suite 82 825 Cha!lenger Drive, Green Bay, WI 5431 1-8328
ENZYMATIC THBRAPY ) Wilsonville, OR 97070 ) P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
I NOCOEPOREATE D P: 503.582.8386 « F: 503.582.0467 P: 920.469.9099 « F: 920.469.4418 (Phyto)

What Better yeels ipe”
. :

August 27, 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. Enzymatxc Therapy, Inc. wishes to take advantage
of the exemption to section 20 1(g)( 1)(C) of the acet and comply with sectmn 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to maxket in the unmed;ate future, and may be exploratory
in nature.

Complete Liver Milk Thistle also supports the health of Milk Thistle' (Silybum marianum)
Cleanse* hepatocytes, hlghly versatile liver cells with | Fruit Phytosorge™
unique physwlogm functions. * '

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

. puead

Robert Doster ]
Title: Senior Vice President of Scientific Affairs

Date: &, / Z?V/O S

If you have any questions; please contact Robert Doster, Senior Vlce Presxdent of Scientific Affa:rs at
(920) 406-3608.

Sincerely,

WP\W%

Michael P. Devereux
Chief Financial Officer




INTEGRATIV!;". THERAP’EUTICS INC." . ENZYMATIC THERAPY®

NF Formulas « PhytoPharmica . &
Tyler Encapsulations « Vitaline’ Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2- 825 Challenger Drive, Green Bay, Wl 5431 1~8328
ENZYMATIC THERADPY Wilsonvitle; OR 97070 . P:920.469.1313 + F:888.570.6460 (Enzymatic)
INEORPORATE D P503.582.8386 + F: 503.582.0467 . P:920.469.9099 o F:920.469.4418 (Phyto)

woar Better feets tive”
padi i

August 27, 2005

Office of Nuiritional 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 preduct is Manufactured, Packed, and/or sttrlbuted 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 munedxate future, and may be exploratory
in nature.

Complete Liver "| ‘Studies of milk thistle have demonstrated thatit ~ | Milk Thistle (Silybum mananum)

Cleanse* | supports the healthi of the hepatocyte outer - -~ | Fruit Phytosome™
" | membrane, which. is crumal to the liver’s -
detoxification processes.®

I certify that the information contained in thls notzce is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statéments are truthful and not misleading.

o PO

Robert Doster
Title: Senior Vice President of Scientiﬁe Affairs

Date: E/Z 7/05

If you bave any questions, please contact Robert Duster, Senior Vice: Presxdsnt of Scientific Affairs at
(920) 406-3608.

Sincerely,

it p-fon

Michael P. Deversux
Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY®

NF Formulas ¢ PhytoPharmica o . &
Tyler {:ncapsulattons » Vitaline Formulas . PHYTOPHARMICA®
9755 SW Commerce Cnrcle, Suite B2 825 Challenger Drive, Green Bay, Wl 54311 -8328
ENZYMATIC THE BAPY Wilsonvitlie, OR 97070 \ P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
INOORPORATE D P: 503.582.8386 « F: 503.582.0467 P: 920.469.9099 « F: 920.469.4418 (Phyto)

Woar Better pels tie™
a————

August 27, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810 )
Center for. Food Safety and Applied Numtmn
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, Packccl and/or Dlsmbuted 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 immedzate future, and may be exploratory
in nature,

Complete vaer T Milk Thlstlc also suppcrrfs the heaithy A 1 Mﬁk Thistle (Silybum arian)‘ -

Cleanse* regenerative ability of the liver through support . | Fruit Phytosome™
\ of protein synthesis in the hepatocytes. *

I certify that the information contained in this notice is complete and accurate an,d that E:nzymanc Therapy, Inc. has
substantiation that the statements are truthfui and nﬁt mxsleadmg

T

Robert Doster
Title: Senior Vice President of Scwrmﬁc Affalrs

Date: g/Z'7 /05

If you have any questions, please contact Robert Doster, Saniof Vice President of Scientific Affairs at
(920) 406-3608. 4

Sincerely,

ichael P. Devereux \S}AMAW\(A?

Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.” . - ENZYMATIC THERAPY®

NF Formulas « PhytoPharmica . ' &
Tyler Enc:apsutatmns ® Vataime Formulas P"VTOPH“RM[CA'
9755 SW Commerce Circle, Sunte B2 825 Challenger Drtve, Green Bay, Wi 5431 1- 8328
ENZYM ATIC THERAPY Wilsonville, OR 97070  P:920.469.1313 » F: 888.570.6460 (Enzymatic)
INCORBORATED P:503.582.8386 ¢ F: 503.582. 0467 - P: 920.469.9099 « F: 920.469.4418 (Phyto)
What Belter feets tike”
a————
August 27, 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 Dlsmbuted by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that ¢ontains a statement provided
by section 403(x)(6) of the Federal Food, Drug and Cosmetic Act. Erxzymatxc Therapy, Inc. wishes to take advantage
of the exemption to section 201(g)(1)(C) of the act and comply with section 403(1“)(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.

Complete Liver Research has shown | Calcium (as calcmm D-g!ucarate) Proprietary Fiber Blend:

Cleanse* | increased blood and Viscfiber® Oat B-Glucan: Concentrate, phytosterols (beta
serum levels for sitosterol, campesterol, stigmasterol, brassicasterol, and
phytosome herbs in other plant sterols, arid glucomanan, Milk Thistle (Silybum
comparisontothe . | marianum) Fruit: Phytosome ™ , Burdock (Arctium lappa)

individual herb.alone.* | Root Exfract, Calcium D-Glucarate Boldo (Peumus

‘ ' boldus) Leaf Extract, Turmeric (Curcuma longa) Rhizome
Extract, Dandelion (Taraxacum offinale) Root Extract,

. Amchoke (Cynara scolymus) Leaf Extract

I certify that the information contained in this notice is complete and accurate and that Em:ymatxc Therapy, Inc. has
substantiation that the statements are truthfu! and not misleading.

By:

Robert Do%ter
Title: Senior Vice President of Scientific Affalrs .

Date: S’/Z'I /DS

If you have any questions, please contact Robert Doster, Senior Vice Presxdent of Scxenuﬁc Affalrs at

{(920) 406-3608.

ichael P Devereux
Chief Financial Officer

Si

rely




INTEGRATIVE THEI!APEUTICS INC.T ‘ ENZYMATIC THERAPY®

NF ‘Formulas « PhytoPharmica . . &
Tyler Encapsuiatmns + Vitaline Formulas . \ - PHYYOPHARMICA®
o ) : 9755 SW Ceminerce Crrde, Suz'ge B2 825 Challenger Drxve, Green Bay, Wl 5431 1-8328
ENZYMATIC THERADPY Wilsonville, OR 97070 = - - P:920.468,1313 « F: 888.570.6460 (Enzymatic)
NECERORATED P: 503.582.8386 o F:503.582.0467 " P:'920.469.9099 s F: 920.469.4418 (Phyto)

What Better feels ke
A ———

August 28, 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 1mmed1aie future, and may be exploratory
in nature.

Complete Liver Dandelion root extract supports healthy-- |- Dandelion (Tﬁraxac offinale) Root
Cleanse* , bile flow from the galibladder * ) Extract

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

L0

Robert Doster .
Title: Senior Vice President of Scientific Affairs

Date: 8’/ 25’/ oS

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

Smcﬁely, 7 P

Michael P. Devereux
Chief Financial Officer




INTEGRATIVE’ THERAPEUTICS INC.” . ENZYMATIC. THERAPY®

NF Formiulas Phytonarm;ca &
Tyler Encaosulat:ons « Vitaline, Formu!as , - PHYTOPHARMICA®
9755 SW Commerce Crrcle, Sutte 82 825 Chaﬂenger Dnve, Green Bay, WI 54311-8328
ENZYMATIC THERAPY Wilsonville, OR 97070 P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
NC PR PERATE D P: 503.582.8386 « F: 503.582.0467 P: 920.469.9099 . F: 920.469.4418 (Phyto)

Woat Better fels fike”
———r—

August 28, 2005

Office of Nutritional Drnrhml' aueﬁnn '

(5 8 Lo EAREIEL LRSI R QB AN SR WA} dd g O

Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutnuon
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 produet is Manufaemred Packed, and/or sttnbuted by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Gréen 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(1)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the {mmsdiate future and may be exploratory
in nature. -

Complete Liver
Cleanse*

Burdock root {4rctium lappa) supports the.
natural physmlogm processes of organs

involved in detoxification and elimination:”
notably, the. lwer, kidueys, and mtestmes *

‘Burdock (Al ctmfn !appa) Root
Extract

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

by Lu0d4

- Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: 9’/25’/0 S

If you have any questions, please contact Robert Doster, Senior Vme Premde:nt of Scxentmc Affairs at
(920) 406-3608.

Sincerely,

ichael P. Devereux M

Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.” - ENZYMATIC THERAPY®
NF Formulas « PhytoPharmica &

Tyler Encapsulat‘ons + Vitaline Formuias o - PHYTOPHARMICA®
9755 5W Commerce Crrde, Su;te B2 . 825 Chanenqer Drive, Green Say, Wl 5431 1—8328
ENZYMATIC THER APY . Wilsonviile, OR 97070 P: 920.46911313 . F: 888.570. 6460 (Enzymatic)
IHNOCORBORATE - P: 5,03‘582.83§'6 + Fi 503.58:2.046,7 P: 9220.469.9099 « F: 920.469.4418 (Phyto)
Waat Better jeels like”
ap———————.,
August 28, 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 CIaims/Disclaixﬁers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured; Packed; and/cr Dlstnbuted by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay; Wisconsin 54311 has 2 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.

Complete vaur ’ 7 In sclen’nﬁe smdles boldo appears to have

Cleanse* strong free-radical scavenging ability,
mostly attributed to the catechin and
flavonoid content of its leaves.*

I certify that the information contained in this notice is complete and: accurate and that Enzymatic Therapy, Inc has
substantiation that the statements are truthfu,l and not mlsieadmg

o PO

Robert Doster
Title: Senior Vice President of Scxentxﬁc Affairs

Date: Z/ 2?/ (253

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

Sigder cli’, 7 /D &A’

Michael P, Devereux
Chief Financial Officer-




~ INTEGRATIVE THERAPEUTICS INC.™ EMZYMATIC THERAPY®

NF-Formulas « PhytoPharmica - & .
Tyler Encapsulations @ V;tahﬂe Formulas - . PHYTOPHARMICA
9755 SW Cormimerce Cm:le, Sun:e B2 825 Chaileﬁger Dnve, Green Bay, W! 5431 1 8328
ENZYMATIC THE BAPY | Wilsonville, QR 97070 P: 929.469.1 313 - F: 888.570.6460 (Enzymatic)
N R EMEATE D P: 503 582.8386 - “F1'503.582,0467 _P:920.469.9099 + F:920.469.4418 (Phyto)

What Better feels like”
a—————

August 28, 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, W1sconsm 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 ¢omply with section 403(1:)(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,

} CompleteLm,r ] dy, boldo also appearsto | Boldo; Peumus boidus) Leaf Extract

Cleanse* relax smooth muscle and support mtestmal
transit time.*

I certify that the information contained in this notice is completc and aacurate and that Engymatic Therapy, Inc. has
substantiation that the statements are tmthful and not misleading.

L4044

Robert Doster
Title: Senior Vice President of Scientific Affaxrs

Date: &, éf/as

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

incerely,

Michael P. Devereux Z

Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY®
NF Formulas . PhytoPharmica & )

Tyler Encapsulatxons V‘taime Formulas PHYTOPHARMICA®
9755 SwW Commerce Circle, Suite’ B2 825 Challenger Dr«ve, Green Bay, W| 54311 8328
ENZYMATIC THERADY wilsonville, 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)
What Better feels ke ‘ ‘
a————

August 28, 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 Manufacmred Packed, md!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 1mmedxate future, and may be exploratory
in nature.

Complete Liver : Amchoke Leaf extract spemﬂcaﬂy Artmhake (Cynaxa scoiymus) Leaf
Cleanse* supports healthy bile production in the -Bxtract
liver and healthy gastromtestmal functwn
in general.*

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

Lo

Robert Doster
Title: Senior Vice President of Scientific Affalrs

Date: S’/Z 9’/ oS5

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

Sincerely,

ekt P Lo

Michael P. Devereux
Chief Financial Officer

ﬁ&% .
w&a%’ﬁzw&» o



INTEGRATIVE THERAPEUTICS INC.” " ENZYMATIC THERAPY®

'NF Formulas « PhytoPharmica ’ & .
Tyler Encapsulatmns » Vstahne Formuias . . i PHYTOPHARMICA
9755 SW Commerce Circle, Suxte B2 - 825 Challenger Dnve, Green Bay, Wl 5431 1 -8328
ENZYMATIC THERADY -Wilsonville, OR 97070 P: 920.469:1313 » F: 888.570.6460 (Enzymatic)
M REORATED P: 503.582.8386 « F: 503.582.0467 P: 920.469.9099 . F: 920.469.4418 (Phyto)

Woar Better feels tike?
w———

August 28, 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. Enzymatxc 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 immediate :&xturc and may be exploratory
in nature. : .

Cor;lee Li’vé h "Research into amchoke 'S gastmmtestma} ‘ Arttchoke (Cynara scoiymus) Leaf

Cleanse* supportive properties has included at least Extract
three positive clinical trials.*

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

By: wo‘m{

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: s, / 2 9’/0.5

If you have any questions, please contact Robert Doster, Senior che Pres1dent of Scientific Affa1rs at
(920) 406-3608.

Tt Pfonp

Michael P, Devereux
Chief Financial Officer




INTEGRATIVE THERAPE.UTICS INC. ENZYMATIC THERAPY'

NF Formylas » PhytoPharmica & .
Tyler Encapsulatmns & Vutahne Formulas PHYTOPHARMICA
9755 SW Cammerce Cu'cle, Suite B2- 825 Challenger Dnve, Green Bay, Wl 54311 8328
ENZYMATIC THERADY _ Wilsonville, OR 97070 P:'920.469.1313 - F: 888.570.6460 (Enzymatic)
N TR PO RATED P: 503.582.8388 » F: 503.582.0467 P: 920.469.9099 ~ F: 920.469.4418 (Phyto)
What Better feels like”
—————

August 28, 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 followmg 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 mlmedzate ;ﬁimre, and may be exploratory
in nature.

Complete Liver Calcium d-glucarate-enhances the body’s
Cleanse™* detoxification systems by inhibiting the
actions of beta-glucuronidase.* This helps -
decrease the portion of active compounds
that could be hazatdous to the body.*

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

Lgogs

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: 5’/25’/0.5

If you have any questions, please contact Robert Dester Semor Vice Presxdent of Scientific Affalrs at
(920) 406-3608,

Sincerely,

WPM

Michael P. Devereux
Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®

N " NF Formulas < PhytoPharmica o & .
Tyler Encapsulatmns « Vitaline Formulas - © . PHYTOPHARMICA
9755 SW‘Commefce Ctrcle, Suite B2 825 Challenger Drive, Green Bay, WI 5431 1 —8328
ENZYMATIC THEBAPY - Wilsonville, OR 97070 © . P:920. 46? 1313 +» F: 888.570.6460 (Enzymatic)
M m e e o P: 503.582.8386  F: 503.582.0467 | P:920.469.9099 .. F: 920.469.4418 (Phyto)
Woar Better feels ke ’
a—————

August 28, 2005

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

Center for Food Safety and Applied Nutntxon
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 unme:dlate future, and may be exploratory
in nature.

“Calcium (as calcium Dwglucarate),Propnetary Fiber
. Blend: Viscfiber® Oat B-Glucan Concentrate,

Icl;zifs’tgﬁ)}?::z?;frtﬁgfsﬁ‘hm phytosterols (beta sitosterol, campesterol, stigmasterol,

cholesterol is excreted from the | brassicasterol, and other plant sterols, and glucomanan,

| body rather than absorbed. * Milk Thistle (leybmn marianum) Fruit Phytosome™,

Phytosterols also have the Burdock (Arctium lappa) Root Extract, Calcium D-

additional role of helpin g Glucarate, Boldo (Penymus boldus) Leaf Extract,

promote healthy bile salt Turmeric (Curcuma longa) Rhizome Extract,

excretion in the intestines. * Dandelion (Taraxacum offinale) Root Extract,

: : ’ Artichoke (Cynara scolymus) Leaf Extract

Complete Liver

Cleanse* Taken with, or just before.

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.

L4

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: & /Z 5’/ 0S5




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

Sipperejy, VAN

b ,
Joi P -

Michael P, Devereux
Chief Financial Officer

Complete Liver Cleanse 49¢



INTEGRATIVE TH‘RA/PEUTICS INC.™ ENZYMATIC THERAPY®

NF Formulas « PhytoPharmica ' C ' - &
Tyier Encapsu!ataons @ Vatahne Formulas PHYTOPHARMICA®
9755 SW Commerce Clrcie, Suite BZ /825 Challenc;er Drwe, Green Bay, Wl 543‘) 1-8328
ENZYMATIC THEBADY Wilsonville, OR 97070 | P1920.469.1313 . F:888.570.6460 (Enzymatic)
N O ERT R ATE D P: 503.582.8386 - F:503.582.0467 P: 920 469.9099 « F: 920.469.4418 (Phyto)

What Better feels like
——————

August 28, 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 fora product we currently market or-plan to market in the nmn@dxate future, and may be exploratory
in nature, ,

Calcium (as cak:mm D~glucarate) JProprietary Fiber
o of | Blend: Viscfiber® Oat B-Glucan Concentrate,
g;irexgt\g;a&c;ie;cgnon of phytosterols (beta sitosterol, campesterol stigmasterol,
detoxification.* Only fibers that | brassicasterol, and othier plant sterols, and glucomanan,
) - ; Milk Thistle (leybum mananum) Fruit Phytosome™,
Burdock (Arctium lappa) Root Extract, Calcium D-
Glucarate, Boldo (Peumus boldus) Leaf Extract,
Turmeric (Curcuma longa) Rhizome Extract,
- Dandelion (Taraxacum offinale) Root Extract,
| Artichoke (Cynara scolymus). Leaf Extract

Complcte Liver

Cleanse* Fiber plays a key role in the

can effectively bind toxins will-
be successful in eliminating
these harmful substances.*

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

S .Y

Robert Doster ,
Title: Senior Vice President of Scientific Affairs

Date: f/.ZS’/C"-S




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

Sincerely,

Michiel P. Devere(x) ' z k

Chief Financial Officer

Complete Liver Cleanse 50¢



INTEGRATIVE THERAPEUTICS INC.” . ENZYMATIC THERAPY®

» NF Formulas « PhytoPharmica &
Tyler Encapsulatmns @ Vn:ahne Formu}as i PHYTOPHARMICA®
© o 9F55 SW Commerce Ctrcie, Suste B2 - 825 Chailenger Dnve, Green Bay, Wl 5431 1—8328
ENZYMATIC THEBAPY ; thsonvt!?e, OR 97070 P 920.469.1313 .~ F: 888.570.6460 (Enzymatic)
(NE S REDRATED P: 503.582.8386 «. F: 503.582.0467 P: 920.469.9099 + F: 920.469.4418 (Phyto)

woat Better feeis tke
a———————

August 28, 2005

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

Center for Food Safety and Applied Nutntwn
Food and Drug Administration

5100 Paint Branch Parkway

Coliege Park, MD 20740

RE: Label Claims/Disclaimers

Dear Sir or Madam:

This letter is to notify you that the follorwmg product is Manufacmred Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wiscornisin 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 ini the 1mmed1ate future, and may be exploratory
in nature.

Complete Liver Calcium (as calcium D-glucarate),Proprietary Fiber
‘Blend: Viscfiber® Oat B-Glucan Concentrate,
phytosterols (beta sitosterol, campesterol, stigmasterol,
brassicasterol, and other plant sterols, and glucomanan,
Milk Thistle (Silybum marianum) Fruit Phytosome™,
Burdock {(Arctium lappa) Root Extract, Calcium D-
Glucarate, Boldo (Peumus boldus) Leaf Extract,
Turmeric (Curcuma longa) Rhizome Extract, Dandelion
(Taraxacum offinale) Root Extract, Artichoke (Cynara
scolymus) Leaf Extract

Cleanse* Due to the umque benefits of

individual fibers, the best
binding, removal, and
elimination effects are noted
when combining different
fiber types.*

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.

y Ll

Robert Doster -
Title: Senior Vice President of Scxentiﬁc Affaifs .

Date: S’/ 28'/&5




If you have any questions, please contact Robert Dnster Senior Vice President of Scientific Affairs at

(920) 406-3608.

Michael P. Devereux
Chief Financial Officer .

Smcerely,

Complete Liver Cleanse Sle



INTEGRATIVE THERAPEUTICS INC." : ENZYMATIC THERAPY"®
NF Formulas « PhytoPharmica

Tyler Encapsula’uons « Vitaline Formulas P“YTOP“ARM'C‘\'
‘ 9755 SW Commerce Circle, Suite B2 825 Chaﬂenger Dnve, Green Bay, Wl 5431 1 a8328
ENZYMATIC THEBAPY . Wilsonvilie, OR 97070 P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
NP OREORATED P: 503.582.8386 « F:503.582.0467 P: 920.469.9099 . F:920.469.4418 (Phyto)

What Better feeis ke
—————,

August 28, 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, Dmg 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.

AR

Compleie Liver Whﬂe fiber itself doesn’t
Cleanse necessarily provide nutrients,
it does promote laxation'and -
modulate gastric and
intestinal physiology.*

giucarate),l’ropnetary F1ber
Blend: Vrscﬁber@ Oat B-Glucan Concentrate,
phytosterols (beta sitosterol, campesterol, stigmasterol,
brassicasterol, and other plant sterols, and glucomanan,
Milk Thistle (Silybum marianum) Fruit Phytosome™,
Burdock (Arcnum lappa) Root Extract, Calcium D-
Glucarate, Boldo (Peumus boldus) Leaf Extract,
Turmeric (Curcuma longa) Rhizome Extract, Dandelion
(Taraxacum offinale) Root Extract, Artichoke (Cynara
scolymus) Leaf Extract

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

By: waiﬂ{

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: 5. /2’8’/05




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

Sincerely,

YR

Michael P. Devereux
Chief Financial Officer

Complete Liver Cleanse 52e¢



INTEGRATIVE THERAPEUTICS INC,” - ENZYMATIC THERAPY®

NF Formulas « PhytoPharmica . &
Tyler Encapsu!atmns * V:tahne Formu{as \ , PHYTOPHARMICA®
DA - e e e e e
9755 SW Ccmmerce Cn’cle, Suute B2 ‘825 Chaliengier Dnve, Green Bay, W! 5431 1-8328
ENZYMATIC THERAPY Wilsonville, OR 97070 P:920.469.1313 « F: 888.570.6460 (Enzymatic)
MO R DR ATE D P: 503.582.8386 « F: 503.582.0467 P: 920.469‘9099 + F:920.469.4418 (Phyto)

what Better foels ive”
————

August 28, 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. Enzymatlc 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 of plan to market in the immediaie future and may be exploratory
in nature.

Complete Liver Short chain fatty acids have a | Calcium (as calcium Dnglucarate),l’mpnetary Fiber
Cleanse* simple, but important job: to | Blend: Viscfiber® Oat B-Glucan Concentrate,
be absorbed by the colon phytosterols (beta sitosterol, campesterol, stigmasterol,
mucosa, increasing fecal brassicasterol, and other plant sterols, and glucomanan,
matter bulk and providing - | Milk Thistle (S11ybum marianum) Fruit Phytosome™,
energy.* . Burdock (Arctium lappa) Root Extract, Calcium D-

Glucarate, Boldo (Peumus boldus) Leaf Extract,
Turmeric (Curcuma longa) Rhizome Extract, Dandelion
(Taraxacum offinale) Root Extract, Artichoke (Cynara
scolymus) Leaf 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.

S < (4%

Robert Doster
Title: Senior Vice President of Scientific-Affairs

S

Date: g/l 9'/ oS




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

Sincerely, &0

Michael P. Devereux
Chief Financial Officer

Complete Liver Cleanse 53e



&

lNTEGKATIVE THERAPEUTICS INC.."' .- ENZYMATIC THERAPY®

NF Formulas « PhytoPharmma ) &
Tyler Encapsuratlons v Vctahne Formu!as PHYTOPHARMICA®
9755 3W Commerce Cn’cle, Sutte BZ 825 Chaﬂeﬂger Dnve, C;reen Bay, W! 5431 1-8328
ENZYMATIC THERAPY ‘Wilsanville, OR 97070 P: 920,469.1313 « F: 888.570.6460 (Enzymatic)
MO EP D E AT T " P: 503.582.8386 « F: 503.582.0467 . P:920.469.9099 o F: 920.469.4418 (Phyto)
Whar Better jeis like™
a————
August 28, 2005

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

Center for Food Safety and Applied Nufrition
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 Federa} Food Drug and Cosmetic Act. Enzymanc 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 1mmedlate future, and may be exploratory
in nature,

Complete Lwer Fiber has been demonstrated | Calcium (as.calcium D~g1ucarate),?ropr1etary Fiber

Cleanse* in numerous clinical studies Blend: Viscfiber® Oat B-Glucan Concentrate,
to provide support.of : phytosterols (beta sitosterol, campesterol, stigmasterol,
gastrointestinal, brassicasterol, and other plant sterols, and glucomanan,

cardiovascular, immune, and | Milk Thistle (Silybum marianum) Fruit Phytosome™,
endocrine function health.* Burdock (Arctium lappa) Reot Exfract, Calcium D-

f ‘ Glucarate, Boldo (Peumus boldus) Leaf Extract,
Turmeric (Curcuma longa) Rhizome Extract, Dandelion
(Taraxacum offinale) Root Exiract, Artichoke (Cynara
scolymus) Leaf 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 truthﬁli and not misleading.

SN (2]

Robert Doster
Title: Senior Vice President of Scxentiﬁc Affairs -

Date: S’/ 257 /D S




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

Sincerely, &)ﬁ ,

Michael P. Devereux
Chief Financial Officer

Complete Liver Cleanse 54e



