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July 7,2004 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 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. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(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 
“: ; ,’ 

,’ 
Fiber Fusion TM 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 tha he s te en s are truthml and not misleading. 

By: @@” 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. mp l b+ 
Michael P. Devereux 
Chief Financial Officer 
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July 8,2004 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 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. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(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 ,I ‘-, , .,- -- -_ ., :;,,: _/-, :$ ./~_ I a ; “J,, , ,*,Z% ,, ,‘2’ _L’,< _i :- :_I^% “;‘; .I, :I” /,,. I^ 8 i 
Fiber FusionTM Perf&t Y&r Idw-ca;d lifestyles 

( : -. - j, ^, _ _ : r __ -I REFEF?S 
Ps&m (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. 

Robert &ster 
Title: Senior Vice President of Scientific Affairs 

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

Sincerely, 

w PiJ-9 
Michael P. Devereux 
Chief Financial Officer 
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P: 920.469.9099 * F: 920.469.4418 (Phyto) 

July 8,2004 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 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. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(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 

Fiber FusionTM 

-STATEMENTS #’ _, INGREDIENT(S WHICH 
./ i. 

” 
^ T(HE CLA1iVl REFERS 

Fiber Fusion is a psyll~um p&dir-that bsyllium (Plantago ovata) t-tusk, 
uses True Dispersion TM 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. 

By: weseC 

Robert Doster 
Title: Senior Vice President of Scientific Affairs 

Date: 

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

Michael P. Devereux 
Chief Financial Officer 
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July 8,2004 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 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. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 20 1 (g)(l)(C) of th e 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. 

;-,, .,_ “Y$STATEMENTS:’ _ .’ -: _ : j._ r,,&,,;?,.” .--;; “, .:,;: i I’_,” Ij-’ I~GFt~DIENT S TO WHICH 
.._.,’ ::_ 

_;__ ” .A(,* ‘:7 .,T@&,, k&&s’ i L ;, 
Fiber pusion helps supply the roughage Psyllium (Plantago ovata) Husk, 
a healthy digestive system requires.* 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. 

Robert Doster 
Title: Senior Vice President of Scientific Affairs 

Date: 3 My 

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

Michael P. Devereux 
Chief Financial Officer 
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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 l-8328 
Wilsonville, OR 97070 P: 920.469.1313 * F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 * F: 503.582.0467 P: 920.469.9099 * F: 920.469.4418 (Phyto) 

July 82004 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 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. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(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 

Fiber Fusion TM 

.STATE$lENTS ‘$ ,.INGREDI.ENT(S)TO WHICH 
THE CLAIM REFERS 

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: #‘@sacrl 
Robert Doster 

Title: Senior Vice President, of Scientific Affairs 

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

&vkx*~+ 
Chief Financial Officer 
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July 9,2004 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 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)(l)(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 

Fiber FusionTM 

--STATEMENTS,’ i: _” _ i 1. ;. .: , .INGRED!ENT(S)TO,,~~I,CH 
I , i ‘,THE.:CLAlM.REFERS 

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. 

By: jLfdv!leC 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date: 7MoY 

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

Michael P. Devereux 
Chief Financial Officer 
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ENZYMATIC THERAPY Wilsonville, OR 97070 P: 920.469.1313 + F: 888.570.6460 (Enzymatic) 

lNCKiRPClRATEt-2 P: 503.582.8386 * F: 503.582.0467 P: 920.469.9099 + F: 920.469.4418 (Phyto) 

July 9, 2004 

O ffice of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 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. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(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 

Fiber Fusion TM 

$TATEMENTS, : -.;j: : ‘,_, :; .‘-; ; INGREDIENT(S)TO WHICH , “a-~.!.;.‘ ,ii”<‘.. *:., ,;,.r *:$‘x,‘:.;: , .Z,.“‘“. -,s, r i ._ ‘--’ - “’ . _a,,- . 
2. ; <.I=,. . ” ) Se,“;. _ - */ .‘) ‘: ;:.z*, ,’ ,, THE CLAIM “REFERS‘ w-; 

Fiber has been demonstrated in Psyllium (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. 

Title: Senior Vice President of Scientific Affairs 

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

Sine rely, 

WP-bq 
Michael P. Devereux 
Chief Financial O fficer 
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July lo,2004 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 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. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(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 explorator) 
in nature. 

PRODUCT, NAME : ” 

Fiber Fusion TM 

* e ‘.‘: .‘-GTATEMENTS -e--1 ‘, ? , _; < 6. _ ;--+ ” .-,p -y .,,- I_ .” :’ ’ ,. 
-^,,j I. ,, ;., ._ ‘. . .“; .“._ 

Fiber Fusion provides’4 grams of fiber 
per serving, making it perfect for 
anyone on a low-carb diet, which 
generally recommends limited fiber 
intake, affecting regularity.* 

: IliJGREDlENT S TOrWHlCH _ 
: .,THE’C~-~i’~~.kEFERS, >“.i,am < ,- 

.Piyllium (Plantago ovata) Husk, 
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. 

jLuwL 
By: 

Robert Doster 
Title: Senior Vice President .of Scientific Affairs 

Date: 3 10 Oq 

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

Sincerely, 

M 
Chief Financial Officer 
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July lo,2004 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 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. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(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 

Fiber FusionTM 

-STATEMENTS _ 
i Y”“. ,-_ , 

,;ING;REDIENT(S)TO WHlCH 

The psyllium husk in Fiber F&on’ 
:THE CLAIM &FERS 

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. 

By: #Q@lLi 
Robert Doster 

Title: Senior Vice President pf Scientific Affairs 

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

Michael P. Devereux 
Chief Financial Officer 
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9755 SW Commerce Circle, Suite 82 

ENZYMATIC THERAPY 
825 Challenger Drive, Green Bay, WI 54311-8328 

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) 

July lo,2004 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 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. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(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 innnediate future, and may be exploratory 
in nature. 

provides intestinal lubrication for ease in 
elimination.* 

.:?:~INGREDIENTfS)T.O~,WHlCH : 
~‘~~KC~IM.REFERS 

l%yllium (Plantago ovata) Husk, 
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. 

By: -PLa@” 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

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

2v~x-~~ 
Chief Financial Officer 
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JulylO, 2004 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 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. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 20 1 (g)(l)(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 

Fiber Fusion’” 

’ ., ‘STATEME’NTS’, -” ‘, i -’ :INGREDIENT(S)TO.WHlCH .^. . Y-L’,:? ‘i .‘I ;: ;.I.;-;;,-, ‘, i .: ;;; _‘,^ >_ -- ,:: : I _. ̂ .” ;-1,. / . ̂  ,- ” : -.-THE CLAIM REFERS > 
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.* 

1 
-I 

J 

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: #J&t4 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

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

Michael P. Devereux 
Chief Financial Officer 
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July1 1,2004 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 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)(l)(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 ’ ‘3 : _I INGREDIENT(S 
NAME 

-“‘,. WiiGH THE CLAIM 
REFERS 

Fiber FusionTM 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: 
Robert fioster 

Title: Senior Vice President of Scientific Affairs 

Date: ? /I [ 10 L/ 

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 



* 
ENZYMATIC THERAPY 

lNCDRPDRATED 

Wbat~Wfee.6 like* 

INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY* 
NF Foimdas o PhytoPharniica % 

Tyler Encapsulations * Vitaline Formulas PHYTOPHARMICA’ 
-- ~---.-_ 

9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Say, WI 5431 l-8328 
Wilsonville, OR 97070 P: 920.469.1313 *a F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 + F: 503.582.0467 P: 920.469.9099 * F: 920.469.4418 (Phyto) 

July 11,2004 

Office of Nutritional Products, Labeling & 
Dietary Supplements, I-IFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 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 1 I 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)(l)(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 

Fiber FusionTM 
has been widely supported. An open clinical study showed 
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.* 

-REiFgF& 
‘Psyllium (Plantago 
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: #@&,L 
Robert Doster . 

Title: Senior Vice President of Scientific Affairs 

Date: 7 //I /O q 

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 



FNZ~MATIC THERAPY 

INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY* 
NF Formulas * PhytoPharmica 6r 

Tyler Encapsulations o Vitaline Forniuias PHYTOPHARMICA. 
--_-I__ ------II_. 

9755 SW Commerce Circle, Suite 62 825 Challenger Drive, Green Bay, WI 54311-8328 
Wilsonville, OR 97070 P: 920.469.1313 8 F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 o F: 503.582.0467 P: 920.469.9099 * F: 920.469.4418 (Phyto) 

July 11,2004 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 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. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of th e 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 

Fiber Fusion TM 

‘. ;SF$Etvii%lTS ‘J _I : , +l~pEDIE!‘4TC~ITi” -..‘.., I- i:.,* > ,, ,., WHICH THE-CLAIM 
“.Y.“’ . j 

In a clinical-study,“all participants found 
REFERS 

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. 

Robert Doster . 
Title: Senior Vice President of Scientific Affairs 

Date: 7111 bi 
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 



INTEGRATJVE THERAPEUTICS INC.” ENZYMATIC THERAPY’ 
NF Formulas o PhytoPharmica 61 

Tyler Encapsulations + Vitaline Formulas PHYTOPHARMICA’ 
_.--- _---- -.-..--- 

9755 SW Commerce Circle, Suite 82 

ENZYMATIC THERAPY 
825 Challenger Drive, Green Bay, WI 5431 l-8328 

Wilsonville, OR 97070 P: 920.469.1313 * F: 888.570.6460 (Enzymatic) 

lNCC3RPGRATED P: 503.582.8386 o F: 503.582.0467 P: 920.469.9099 + F: 920.469.4418 (Phyto) 

, 

July1 1,2004 

O ffice of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 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. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(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 

Fiber Fusion TM 

I.. _  ‘FTATEMENTS .-;{;.-; _ , : 
,,^I .,“Y, ..; ..‘.v:?,::.;‘: 1*>,+. - ,., ̂I n b , AC I, ). t’\,‘““.‘. ;’ F>,” ,-; ) .-‘-; .I . 
,’ .,, ̂  &-‘: .j_ ‘.,“’ -:- -: i’ .,->,,f . . ,. : “-. ,~ ” i.:. .: _ “$ 

Laboratory research shows that cereal fiber 
intake supports healthy immune function.* 

Ps$llium (Plantago 
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: 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date: ‘1.//, ity 

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

Michael P. Devereux 
Chief Financial O fficer 



INTEGRATIVE THERAPEUTICS INC.” 
NF Fornidas o PhytoPharmica 

ENZYMATIC THERAPY. 
& 

Tyler Encapsulations + Vitaline Formulas PHYTOPHARMICA- 
.____.. --- --- ----...- 

9755 SW Commerce Circle, Suite 82 825 Challenger Drive, Green Bay, WI 5431 l-8328 

ENZYMATIC THERAPY Wilsonville, OR 97070 P: 920.469.1313 + F: 888570.6460 (Enzymatic) 

INCORPCiRATED P: 503.582.8386 * F: 503.582.0467 P: 920.469.9099 + F: 920.469.4418 (Phyto) 

July 11,2004 

O ffice of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 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. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(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. 

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 . 
Title: Senior Vice President of Scientific Affairs 

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

Michael P. Devereux 
Chief Financial O fficer 



ENZYMATIC THERAPY 

INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY. 
NF Formuias o PhytoPharmica 6x 

Tyler Encapsulations * Vitaline Formulas PHYTOPHARMICA- 
-----.- -~ ----- 

9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, WI 5431 l-8328 
Wilsonville, OR 97070 P: 920.469.1313 o F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 o F: 503.582.0467 P: 920.469.9099 o F: 920.469.4418 (Phyto) 

Julyl2,2004 

OfIice of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 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. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

PRODUCT NAME S,TATEM,ENTS ” 
,. .- 

Fiber Fusion TM 
’ ): :A ‘“. 

- ;: ^ _: 5. 
~ .‘/ ‘ 1 .;..yt _ .&“. , a ” : .^ -..,” 

1 In a cohort clinical study, whole grain and fiber 
intake supported healthy blood sugar 
metabolism in 99% of men participants and 
95% of women participants in a IO-year follow 
UK).* 

, INGREDIENT(S 
Wl-iii;H THE’~CLAIM 

REFERS 
Psyllium (Plantago 
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. 

Robert Doster 
Title: Senior Vice President of Scientific Affairs 

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 * PhytoPhartiici b 

Tyler Encapsulations * Vitaline Formulas PHYTOPHARMICA’ 
-- _I__~_____-________--- 

9755 SW Commerce Circle, Suite 82 825 Challenger Drive, Green Bay, WI 5431 l-8328 

ENZYMATIC THERAPY Wilsonville, OR 97070 P: 920.469-l 313 + F: 888.570:6460 (Enzymatic) 

INGORPDRATED P: 503.582.8386 * F: 503.582.0467 P: 920.469.9099 + F: 920.469.4418 (Phyto) 

JulylZ, 2004 

O ffice of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 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. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(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. 

j 

All participants re&$ng p&&m in i double- 
blind study showed support of stool transit 
time vs. only one participant in the placebo 
group.* 

> . :REFERS 
Psyllium (Plantago 
ovata) Husk 

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

By: #‘@Al 
Robert Doster 

Title: Senior Vice President ,of Scientific Affairs 

Date: ? hzloy 

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

Michael P. Devereux 
Chief Financial O fficer 



63 . 
ENZYMATICTHERAPY 

lNCDRPORATED 

What Betterfeels m: - 

INTEGRATIVE THERAPEUTICS INC.” ENZYMATlC THERAPY’ 
NF Formulas * PhytoPharmica & 

Tyler Encapsulations + Vitaline Forridas PHYTOPHARMICA* 
- --_______--_ 

9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, WI 54311-8328 
Wilsonville, OR 97070 P: 920.469.1313 * F: 888570.6460 (Enzymatic) 

P: 503.582.8386 + F: 503.582.0467 P: 920.469.9099 * F: 920.469.4418 (Phyto) 

Julyl2,2004 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 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. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(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 

Fiber FusionTM 

-STATEMENTS _ INGREDIENT S TO i >,s 1 _- .’ -. s WHl;dH -f&& &M 
;- -;I(. ,,, -_ , REEE’t?S 

In a single-blind, placebo cc&$&d’, - 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. 

Byzs 
Title: Senior Vice President of Scientific Affairs 

Date: 

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 * PhytoPharrriica 6r 

Tyler Encapsulations + Vitaline iodnulas PHYTOPHARMICA. 

9755 SW Commerce Circle, Suite 62 
Wilsonville, OR 97070 

P: 503.582.8386 * F: 503.582.0467 

-~ _---_ 
825 Challenger Drive, Green Bay, WI 5431 l-8328 
P: 920.469.1313 * F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 o F: 920.469.4418 (Phyto) 

Julyl3,2004 

O ffice of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 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. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 2Ol(g)( l)(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. 

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

By: @@&l 

are truthful and not misleading. 

Robert Doster 
Title: Senior Vice President pf Scientific Affairs 

Date: 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. sticp p l b+ 
Michael P. Devereux 
Chief Financial O fficer 



es . INTLGRATWE THERAPEUTICS INC.” ENZYMATIC THERAPY” 
NF Formulas * PhytoPharmica & 

Tyler Encapsulations * Vitaline Formulas PHYTOPHARMICA- 

ENZYMATIC THFRApY 
INCORPORATED 

What Betterfeels like.” 

L 

9755 SW Commerce Circle, Suite 82 
Wilsonville, OR 97070 

P: 503.582.8386 * F: 503.582.0467 

__-. -_I 
825 Challenger Drive, Green Bay, WI 5431 l-8328 
P: 920.469.1313 + F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 * F: 920.469.4418 (Phyto) 

- 

Julyl3,2004 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 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. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(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 

Fiber Fusionm 

-~-.STATEMEj$& ‘I ; ’ :;;-:,;: ;‘,” ‘_’ !NGREDlENTB)TO. 
I. WHlCH,THE %ILAiM 

., REFERS 
In a multi-site, randomized, double-blind, Psyllium (Plantago 
parallel-design study, psyllium supported ovata) Husk 
normal stool transit time, increased water 
content, and weight vs. control group.* 

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

By: Nelel 

are truthful and not misleading. 

Robert Doster 
Title: Senior Vice President.of Scientific Affairs 

Date: 71 I 13 oq 

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

Michael P. Devereux 
Chief Financial Officer 
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ENZYMATIC THERAPY 
1NCCJRPORATED 

mat Better feeti ~ikc 

INTEGRATIVE THERAPEUTICS INC.- ENZYMATIC THERAPY* 
NF Formulas + PhytoPharmica % 

Tyler Encapsulktions * Vitalink Formulas PHYTOPHARMICA. 
- _I__----.--__ 

9755 SW Commerce Circle, Suite B2 825 Chalfenger Drive, Green Bay, WI 5431 l-8328 
Wilsonville, OR 97070 P: 920.469.1313 * F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 8 F: 503.582.0467 P: 920.469.9099 * F: 920.469.4418 (Phyto) 

t 

July13, 2004 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RB: 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. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(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 ” ‘I, INGREDIENT(S 
.” ,: : a.- , ‘; , . . -‘. ” “. ,,._- “. ‘., . :; .^.. ‘. - :.:WW3i fHE’tXAIM _,., , 2 “i .“’ j : :y “,..“t;- - ,, 

Psyllium husk-is a rich source o~c&c&trated ‘(_ 
- ~REFE’&S - I, 

Fiber Fusionmn 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: 

Title: Senior Vice President of Scientific Affairs 

Date: 7//s/w 

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

Sincerely, 

/blG+uv*bq 
Michael P. Devereux 
Chief Financial Officer 



ENZYMATIC THERAPY 
IMCCJRPORA-i-ED mat Bet&f& CM 

INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY’ 
NF Formulas * PhytoPharmica & 

Tyler Encapsulakions o Vitaline Formulas PHYTOPHARMICA’ 
--_ 

9755 SW Commerce Circle, Suite 82 825 Challenger Drive, Green Bay, WI 5431 l-8328 
Wilsonville, OR 97070 P: 920.469.1313 * F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 + F: 503.582.0467 P: 920.469.9099 o F: 920.469.4418 (Phyto) 

- 

Julyl3,2004 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 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. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(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. 

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. haa 
are truthful and not misleading. 

Robert Doster 
Title: Senior Vice President of Scientific Affairs 

Date: ?I 3/6f I 

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

stifip.bq 
Michael P. Devereux 
Chief Financial Officer 


