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 THERAPY Wilsonville, OR 97070 P:920.469.1313 + F: 888.570.6460 (Enzymatic)
 NECORPORATED P: 503.582.8386 o F:503.582.0467 P:920.469.9099 o F:920.469.4418 (Phyto)
Woat Better feels tiver '
A————
i
July 7, 2004 { et 7
‘ ot N we f
Office of Nutritional Products, Labeling & oo
Dietary Supplements, HFS 810 AR R T -
i iti ; ; (RS A 95 4 o
Center for Food Safety and Applied Nutrition Lo ! ST
Food and Drug Administration e L

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 THE
, - G L : .. ""CLAIMREFERS
Fiber Fusion™ Daily cleanse to promote regularity and Psyllium (Plantago ovata) Husk,
renew your system.* Stevia (Stevia rebaudiana) Leaf

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

substantiation thwteai:{: are truthful and not misleading.
By: 0

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: ‘7/7/07

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

Sincerely,

W P ' ﬁbjﬂ 975 0162 LET /9/2 37

Michael P. Devereux
Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®

NF Formulas ¢« PhytoPharmica &
Tyler Encapsulations » Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wil 54311 8328
ENZYMATIC THERAPY Wilsonville, OR 97070 P: 920.469.1313 » F: 888.570.6460 (Enzymatic)
INCORFPORATED P: 503.582.8386 < F: 503.582.0467 P: 920.469.9099 « F: 920.469.4418 (Phyto)
What Betler feets iie”
ap——————..
i
July 8, 2004

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

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory

in nature.
.PRODUCT NAME L ~INGREDIENT S TO WHICH THE CLAIM
o L e s 4o = T - REFERS
Fiber Fusion™ Perfect for low-carb lifesty!es Psylltum (Plantago ovata) Husk, Stevia
in which fiber sources may be | (Stevia rebaudiana) Leaf

low.*

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: 0

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: /) ZS//O‘:[

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

Sincerely, !i

Michael P. Devereux
Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY"®
NF Formulas » PhytoPharmica &

Tyler Encapsulations + Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, W| 5431 1-832é
ENZYMATIC THEBAPY Wilsonville, OR 97070 P: 920.469.1313 + F: 888.570.6460 (Enzymatic)
I NCORPORATED P: 503.582.8386 + F: 503.582.0467 P: 920.469.9099 + F: 920.469.4418 (Phyto)
Woat Better feels tike™
a——
'
July 8, 2004

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 .| INGREDIENT(S)TO WHICH
, o te ] " THE CLAIM REFERS
Fiber Fusion™ Fiber Fusion is a psyllium powder that Psyllium (Plantago ovata) Husk,

uses True Dispersion™ technology to Stevia (Stevia rebaudiana) Leaf
provide fiber that safely absorbs and
eliminates toxins and supports colon
function.”

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

L fuedd

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: /7 /S//OA/

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

Sincerely,

ot Py

Mlchael P. Devereux
Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.”
NF Formulas + PhytoPharmica

ENZYMATIC THERAPY"®
&

Tyler Encapsulations « Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Gre-:n Bay, Wi 5431 ‘1:‘8;2"5
ENZYMATIC THE RApY Wilsonville, OR 97070 P: 70.6460 (Enzymatic)

INCORPORATED

920.469.1313 « F: 888
P:

P: 503.582.8386 ¢ F:503.582.0467 20.469.9099 + F: 920 A469.4418 (Phyto)

\O

Woat Belter feeis like:
a———

July 8, 2004

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

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory
in nature.

PRODUCT NAME '“’"TL?STATEMENTS L INGREDIENT(S)TO WHICH
' s N ? THE ‘CLAIM REFERS

Fiber Fusion™ Psymum (Plantago ovata) Husk,

Stevia (Stevia rebaudiana) Leaf

Flber Fusnon helps supply the roughage
a healthy digestive system requires.*

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 RU0dd

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: 7 /9/07‘/

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

Tl P fpnp

Michael P. Devereux
Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC." ENZYMATIC THERAPY"®

NF Formulas + PhytoPharmica &
Tyler Encapsulations ¢ Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wi 5431 1-8‘3‘2—8—
ENZYMATIC THEBADPY Wilsonville, OR 97070 P:920.469.1313 » F: 888.570.6460 (Enzymatic)
INDDODRPORATED P: 503.582.8386 + F: 503.582.0467 P: 920.469.9099 » F: 920.469.4418 (Phyto)
Weat Better feeis tike”
a——————
t
July 8, 2004

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

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory

in nature.
PRODUCT NAME 'STATEMENTS | | INGREDIENT(S)TO WHICH
B ‘ . THE CLAIM REFERS
Fiber Fusion™ Patent-pending True Dispersion™ Psyllium (Plantago ovata) Husk,
Technology for fiber that mixes easily Stevia (Stevia rebaudiana) Leaf

with no clumping, and gently disperses
throughout the colon for thorough
cleansing.”

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: wo &‘L

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: '] LS//DV

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

Sincerely,

ichael P. Devereux z

Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY®

NF Formulas ¢« PhytoPharmica &
Tyler Encapsulations + Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, WI 54311-8328
ENZYMA’I‘IC THEBAPY Wilsonville, OR 97070 P: 920.469.1313 + F: 888.570.6460 (Enzymatic)
INCORPORATED P: 503.582.8386 o F: 503.582.0467 P: 920.469.9099 © F:920.469.4418 (Phyto)
Waat Better feels tive
P
?
July 9, 2004

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

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory

in nature.
PRODUCT NAME ’ - -STATEMENTS =~ - - ‘|- INGREDIENT(S)TO WHICH
' s . © . .|..” THE CLAIM REFERS
Fiber Fusion™ Fiber promotes laxation and modulates | Psyllium (Plantago ovata) Husk,
gastric and intestinal physiology.” Stevia (Stevia rebaudiana) Leaf

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 puddd

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: ’7/9/0‘1/

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

SmEerely, P

Michael P. Devereux
Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY"*

NF Formulas ¢ PhytoPharmica &
Tyler Encapsulations ¢ Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, W! 54311-8328
ENZYMATIC THERAPY Wilsonville, OR 97070 P: 920.469.1313 > F: 888.570.6460 (Enzymatic)
IMNCOREORATED P: 503.582.8386 + F:503.582.0467 P: 920.469.9099 « F: 920.469.4418 (Phyto)
What Beller feels tike™
—
i
July 9, 2004

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

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201(g)(1){(C) of the act and comply with section 403(r)}(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory

in nature.
PRODUCT NAME : STATEMENTS HEE NGRED!ENT(S[TO WHICH
( ' o THE CLAIM-REFERS
Fiber Fusion™ Fiber has been demonstrated in Psylhum (Plantago ovata) Husk
numerous clinical studies to provide Stevia (Stevia rebaudiana) Leaf

support of gastrointestinal,
cardiovascular, immune, and endocrine
function health.*

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 1Y%

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: 7/6[/01/

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

Tl P

Michael P. Devereux
Chief Financial Officer




INTEGRATIVE THERAPEUTICS iINC." ENZYMATIC THERAPY®
NF Formulas » PhytoPharmica &

Tyler Encapsulations » Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circie, Suite B2 825 Challenger Drive, Green Bay, W1 5431 1-832;
ENZYMATIC THEBAPY Wilsonville, OR 97070 P: 920.469.1313 + F: 888.570.6460 (Enzymatic)
I INCORPORATED P: 503.582.8386 + F: 503.582.0467 P: 920.469.9099 » F: 920.469.4418 (Phyto)

What Betier feets ike”
p——

July 10, 2004

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

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory

in nature.
PRODUCT.NAME = | = . . 'STATEMENTS - . . |- INGREDIENT(S)TO:.WHICH
: o oo omemneEs e o e o THE CLAIMREFERS. -
Fiber Fusion™ Fiber Fusion provides 4 grams of fiber Psyllium (Plantago ovata) Husk,
per serving, making it perfect for Stevia (Stevia rebaudiana) Leaf

anyone on a low-carb diet, which
generally recommends limited fiber
intake, affecting regularity.*

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.

Qg0

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: __ ') //0/0"/

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

By:

Sincerely,

Michael P. Devereux z

Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY®

NF Formulas « PhytoPharmica &
Tyler Encapsulations + Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wi 5431 1-5558—
ENZYMATIC THEBAPY Wilsonville, OR 97070 P: 920.469.1313 » F: 888.570.6460 (Enzymatic)
I IMCORPORATED P: 503.582.8386 + F: 503.582.0467 P: 920.465.9099 « F: 920.469.4418 (Phyto)

Waat Better feeis tive™
ap——

July 10, 2004

Office of Nutritional Products, Labeling &
Dietary Supplements, HES 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 -STATEMENT .. .| INGREDIENT(S)TO WHICH
~ SR T T “THE CLAIM REFERS
Fiber Fusion™ The psyllium husk in Fiber Fusion’ Psyllium (Plantago ovata) Husk,
supports the body's natural Stevia (Stevia rebaudiana) Leaf

detoxification process without depleting
beneficial nutrients.*

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.

W Rliedd

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: '/ //0/0‘/

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

Michael P. Devereux
Chief Financial Officer




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 5431 1t!:
ENZYMATIC THEBAPY Wilsonville, OR 97070 P:920.469.1313 » F: 888.570.6460 (Enzym.
I NCORPORATED P: 503.582.8386 + F: 503.582.0467 P: 920.469.9099 » F:920.469.4418 (Phyt

Waoat Better feels live™
a——

July 10, 2004

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

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory

in nature.
"PRODUCTNAME - |- . .~ -STATEMENTS:'. . 1° . [/ INGREDIENT(S)TO WHICH"
. I B w0 s THE CLAIM.REFERS
Fiber Fusion™ Often used in laxation, psyllium husk Psyllium (Plantago ovata) Husk,
provides intestinal lubrication for ease in | Stevia (Stevia rebaudiana) Leaf
elimination.*

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.

L0084

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: 7//0/07

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

3

By:

Sincerely,

ichael P. Devereux z

Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®

NF Formulas + PhytoPharmica &
Tyler Encapsulations » Vitaline Formulas PHYTOPHARMICA®

9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wi 54311-¢
ENZYMATIC THEBADY Wilsonville, OR 97070 P: 920.469.1313 + F: 888.570.6460 (Enzym
INCORPORATED P: 503.582.8386 + F: 503.582.0467 P: 920.469.9099 + F: 920.469.4418 (Phy!

What Better jeels tike™

———————
;
July10, 2004

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 .~ = - INGREDIENT(S)TO WHICH
, L e b e 7 T - THE CLAIM REFERS
Fiber Fusion™ In one double blind, placebo-controlled | Psyllium (Plantago ovata) Husk

study, psyllium was found beneficial in
supporting the retention of healthy
cholesterol levels already within normal
ranges in 39% of participants.*

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

Lugodd

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: ?//0/0(’/

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

TELt Py

Michael P. Devereux
Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY*

NF Formulas ¢ PhytoPharmica &
Tyler Encapsulations e Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wi 54311-83,
ENZYMATIC THERAPY Wilsonville, OR 97070 P: 920.469.1313 + F: 888.570.6460 (Enzymat
INCOREORATED P: 503.582.83856 o F: 503.582.0467 P: 920.469.9099 « F: 920.469.4418 (Phyto)

waar Better feeis tike”
———

Julyll, 2004

Office of Nutritional Products, Labeling &
Dietary Supplements, HES §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 © STATEMENTS - - - INGREDIENT(S)TO
NAME S S WHICH THE CLAIM
REFERS

Fiber Fusion™ | In a triple-blind, crossover study, participants experienced a | Psyllium (Plantago
greater post-meal fullness after given psyllium compared to | ovata) Husk
placebo and/or water.* This may be of great benefit to those
on a restricted-calorie diet. The total fat intake was
significantly lower on the day of the meal after Plantago
ovato husk (psyllium) intake compared with water alone.”

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: __MJ_,
Robert Doster .

Title: Senior Vice President of Scientific Affairs

Date: '7//{/0‘/

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

Tt p Ly

Michael P. Devereux
Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®
NF Formutas ¢« PhytoPharmica &

Tyler Encapsulations » Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wi 54311-8
ENZYMATIC THE RAPY Wilsonville, OR 97070 P: 920.469.1313 » F: 888.570.6460 (Enzym:
INCOREORATED P: 503.582.8386 + F: 503.582.0467 P: 920.469.9099 + F:920.469.4418 (Phyt«

what Better feels like”
—

Julyl1, 2004

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

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory

in nature.
PRODUCT | -INGREDIENT(S)TO
"NAME | WHICH THE CLAIM .
) S O oz - - |- -REFERS
Fiber Fusion™ | Psyllium is primarily associated with digestive support, which Psyllium (Plantago
has been widely supported. An open clinical study showed ovata) Husk

that psyllium intake improved stool consistency compared with
wheat bran.* Another baseline, placebo-controlled study
showed improved stool frequency of 9% and increased fecal
bulk by 40% compared with the placebo group.”

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

o RA0g]

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: r)/” /Dq

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

WP&M(&

Michael P, Devereux
Chief Financial Officer




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

Tyler Encapsulations ¢ Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wl 54311-8:
ENZYMATIC THBBAPY Wilsonville, OR 97070 P: 920.469.1313 + F: 888.570.6460 (Enzyma
INCORPORATED P: 503.582.8386 + F: 503.582.0467 P: 920.469.9099 « F: 920.469.4418 (Phytc

what Better feeis tike™
A ————

July11, 2004

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

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory

in nature.
PRODUGT NAME - - STATEMENTS -+ = - .| :INGREDIENT(S)TO
’ ) L LT | WHICH THE CLAIM .
- B A R T L REFERS
Fiber Fusion™ in a clinical study, all participants found Psyllium (Plantago

psyllium to be beneficial in support of healthy | ovata) Husk
blood sugar metabolism.”

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.

PO

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: r}/” [07

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

Si

ncerely, &J"
Michael P. Devereux E
Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY®

NF Formulas + PhytoPharmica &
Tyler Encapsulations » Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wi 54311-8
ENZYMATIC THEBAPY Wilsonville, OR 97070 P: 920.469.1313 « F: 888.570.6460 (Enzym:z
INCORPORATED P: 503.582.8386 » F:503.582.0467 P: 920.469.9099 + F: 920.469.4418 (Phytc

Woat Better feeis iiker
———

T..1;11 ANnNnA
Julyli, Zuu4

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 ' S8 ATEMENTS ...- = . | .INGREDIENT(S)TO
) . el e EeEES . TR s SANHICH THE CLAIM
e gt e a0 e REFERS
Fiber Fusion™ Laboratory research shows that cereal fiber Psyllium (Plantago
intake supports healthy immune function.* ovata) Husk

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 PHO

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: /7/// /DL/

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

Sincerely,

Jobed P -lpset?

Michael P. Devereux
Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY'®

NF Formulas « PhytoPharmica &
Tyler Encapsulations » Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wil 5431 1-¢
ENZYMATIC THEBAPY Wilsonville, OR 97070 P: 920.469.1313 + F: 888.570.6460 (Enzym
INCORFORATED P: 503.582.8386 + F: 503.582.0467 P: 920.469.9099 + F: 920.469.4418 (Phyt

wrat Better feeis tike™
ap——

Julyl1, 2004

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810
Center for Food Safety and Applied Nutrition

Food and Drug Administration
5100 Paint Branch Parkway

College Park, MD 20740
RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory

in nature.
PRODUCT-NAME = - % STATEMENTS . - . - ' |  INGREDIENT(S)TO
’ e I UTEEL 0 0 L WHICH THE CLAIM
- TR e : _REFERS
Fiber Fusion™ A population-based, multi-center clinical study | Psyllium (Plantago
involving 3588 participants showed fiber ovata) Husk
intake supports cardiovascular health.*

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: ‘P’LIOJ’Q"L

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: 7/[[/0"/

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

Jedt P -&wﬁﬂ

Michael P. Devereux
Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®

NF Formulas o PhytoPharmica &
Tyler Encapsulations + Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, WI 54311-8:
ENZYMATIC THBBAPY Wilsonville, OR 97070 P: 920.469.1313 » F: 888.570.6460 (Enzyma
INCORPORATED P: 503.582.8386 + F:503.582.0467 P: 920.469.9099 + F: 920.469.4418 (Phytc

what Better feels like”
——————

July12, 2004

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

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory

in nature.
PRODUCT NAME ) - STATEMENTS ’ 1. INGREDIENT(S)TO
) S o : WHICH THE CLAIM
S TS S L N L - _REFERS
Fiber Fusion™ In a cohort clinical study, whole grain and fiber | Psyllium (Plantago

intake supported healthy blood sugar ovata) Husk
metabolism in 99% of men participants and
95% of women participants in a 10-year follow
up.”

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.

P 1Y 1A

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: di //D.//D‘j/

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

Tl 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 Challenger Drive, Green Bay, WI 54311-¢
ENZYMATIC THEBAPY Wilsonville, OR 97070 P: 920.469.1313 + F: 888.570.6460 (Enzym
INCORPORATED P: 503.582.8386 «» F: 503.582.0467 P: 920.469.9099 «+ F: 920.469.4418 (Phyt

Woat Betler feets like”
ap——

July12, 2004

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

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201(g)(1){(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory

in nature.
" .PRODUCT-NAME ‘= | ... | INGREDIENT(S)TO
\ Co « "0 -1 .WHICHTHE CLAIM -
S e TR S L - REFERS
Fiber Fusion™ All participants receiving psyllium in a double- | Psyllium (Plantago
blind study showed support of stool transit ovata) Husk
time vs only one participant in the placebo
group.*

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

.X_

By:

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: d //&//OV

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

Tt P b

Michael P. Devereux
Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY®

NF Formulas « PhytoPharmica &
Tyler Encapsulations ¢ Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wi 54311-8328
ENZYMATIC THEBAPY Wilsonville, OR 97070 P: 920.469.1313 » F: 888.570.6460 (Enzymatic)
INCORPORATED P: 503.582.8386 + F: 503.582.0467 P: 920.469.9099 < F:920.469.4418 (Phyto)

What Better feeis like”
ap——

July12, 2004

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

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by section 403(1)(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.
PRODUGT NAME K STATEMENTS : INGREDIENT{S)TO
' ST L '| * WHICH THE CLAIM
. s *_: LI . ) M e “"‘, H F CL . - REFERS
Fiber Fusion™ In a single-blind, placebo controlled, Psyllium (Plantago
randomized crossover study, psyllium ovata) Husk
supported normal stool transit time.*

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 P00

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: '] //&//0{/

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

R

Michael P. Devereux
Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®

NF Formulas + PhytoPharmica &
Tyler Encapsulations + Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wl 54311-8328
ENZYMATIC THEBAPY Wilsonville, OR 97070 P: 920.469.1313 + F: 888.570.6460 (Enzymatic)
INCORPORATED P: 503.582.8386 < F:503.582.0467 P: 920.469.9099 + F: 920.469.4418 (Phyto)

What Belter feets tike™
————,

July13, 2004

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

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory

in nature.
PRODUCT-NAME = .|~ ¥ STATEMENTS. INGREDIENT(S)TO
e e T WHICH THE CLAIM
L e I R G e ric BRIt S -‘REFERS
Fiber Fusion™ In a double-blind placebo controlled trial, 82% Psyllnum (Plantago
of participants receiving psyllium reported ovata) Husk
support of normal fecal transit time and overall
digestive health.*

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

substantiation thwwmexii are truthful and not misleading.
y 04l

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: '7/13 /DL/

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

Sincerely,

Michael P. Devereux Z

Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®

~ NF Formulas ¢ PhytoPharmica &
Tyler Encapsulations + Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wi 54311-8328
ENZYMATIC THE RAPY Wilsonville, OR 97070 P: 920.469.1313 » F: 888.570.6460 (Enzymatic)
INCOREORATED P: 503.582.8386 + F: 503.582.0467 P: 920.469.9099 o F: 920.469.4418 (Phyto)

Woat Better feels like™
p———

July13, 2004

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

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory

in nature.
PRODUCT NAME ’ “.STATEMENTS " % * " "1 INGREDIENT(S)TO
oo o e WHICH THE CLAIM
L - REFERS
Fiber Fusion™ In a multi-site, randomized, double-blind, Psyllium (Plantago

paraliel-design study, psyllium supported ovata) Husk
normal stool transit time, increased water
content, and weight vs. controi group.”

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

substantiation thathe statements are truthful and not misleading.
Piged
By:

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: r] //B/OL/

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

Michael P. Devereux
Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®

NF Formulas « PhytoPharmica &
Tyler Encapsulations + Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wil 54311-8328
ENZYMATIC THEBAPY Wilsonville, OR 97070 P: 920.469.1313 » F: 888.570.6460 (Enzymatic)
INCORPORATED P: 503.582.8386 » F: 503.582.0467 P: 920.469.9099 » F: 920.469.4418 (Phyto)

Woar Better feels tike”
————

July13, 2004

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

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory

in nature.
PRODUCT NAME - . STATEMENTS &~~~} INGREDIENT(S)TO
C ot e itere T v | - WHICH THE CLAIM
Fiber Fusion™ Psyllium husk is a rich source of concentrated Psyllium (Plantago

soluble fiber that supports healthy intestinal function.* | ovata) Husk

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: #& Q d,J
Robert Doster

Title: Senior Vice President of Scientific Affairs

Date: 7//3/09/

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

Sincerely, !i

Michael P. Devereux

Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY®

NF Formulas ¢ PhytoPharmica &
Tyler Encapsulations » Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wl 54311-8328
ENZYMATIC THERAPY Wilsonville, OR 97070 P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
INCORPORATED P: 503.582.8386 + F: 503.582.0467 P: 920.469.9099 < F:920.469.4418 (Phyto)
What Better feels like™
ap—
t
July13, 2004

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

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided
by section 403(r}(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage
of the exemption to section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory

in nature.
"PRODUCT NAWME ' “INGREDIENT{S)TO
) N WHIGH THE CLAIM
. N B e R R v REFERS
Fiber Fusion™ In studies, psyllium husk has been shown to Psylhum (Plantago

absorb up to fourteen times its weight in water | ovata) Husk
and has more reabsorption ability than any other
bowel-supporting fiber.*

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

substantiation msotz}f‘tts are truthful and not misleading.
By:

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: 7//3/0¥

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

Smcerely, !i

Mlchael P. Devereux
Chief Financial Officer




