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9755 SW Commerce Circle, Suite 82 825 Challenger Drive, Green Bay, WI 54311-8328 
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January 3,2006 

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 lab& 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)( 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~i i i~ME’ 
_ ?‘,_ ; ,^ “_ ,_ ’ ) . ” 

_< ‘,, j i_, 

Fiber FusionTM 

I” 
eliminating loxins in the cleansing process. The (Pl&ago bvata) husk, oat (Avena sativa) 
toxins bind to the fiber and are excreted from the 
body. Without this important part of theprocess, 

bran, guar gum (Cyamopsis 

eliminated toxins can go right back inro the tetragonoloba) seed extract, pectin (from 
blood stream. * citrus fruit), and marshmallow (Althaea 

officinalis) root 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. 

By: ~@~~ 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date: I- 3 -06 

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

Michael P. Devereux 
Chief Operations O fficer 



INTEGRATWE THERAPEUTICS INC.” EN%YMATlC THERAPY. 
NF Formulas ri Phytopharmica 8l 

Tyler Encapsulations I Vitaline Formulas PHYTOPHARMICA’ 
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9735 SW Commerce Circle, Suite 62 825 Challenger Drive, Green Bay, WI 5431 l-8328 
Wilsonville, OR 97070 p: 920.469-T 313 4 F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 ar F: 503.582.0467 p: 920.469.9099 a. F: 920.469.4418 (Phyto) 

January 4,2006 

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, Enc. 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. 

and you cannot thoroughly detoxify. (Plantago ovata) husk, oat (Avena sativa) 
bran, guar gum (Cyamopsis 
tetragonoloba) seed extract, pectin (from 
citrus fi-uit), and marshmallow (Althaea 
officinalis) root 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 Dbster 
Title: Senior Vice President of Scientific Affairs 

Date: /-+olo 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 4063608. 

Michael P. Devereux 
Chief Operations Officer 



INTEGRATIVE THERAPEUTICS #NC.” ENZYMATIC THERAPY’ 
NF Formulas + PhytoPharmica & 

Tyler Encapsulations v Vitaltne Formulas PHYTOPHARMICA’ 
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9755 SW Commerce Circle, Suite 62 825 Challenger Drive, Green Bay, WI 5431 l-8328 
Wifsonville, OR 97070 P: 928.469.1313 ry F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 a F: 503.S82.0467 P: 920.469.9099 * F: 920.469.447 8 (Phyto) 

January 4,2006 

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’ar Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger, Drive, Green Bay,- Wisconsin 543 11 has a label that car&tins 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 compIy 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. 

thorough cleansing. * (Plantago ovata) husk, oat (Avena sativa) 
bran, guar gum (Cyamopsis 
tetragc&oIoba) seed extract, pectin (from 
citrus fruit), and marshmallow (Althaea 

_ officinalis) root 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 
Title: Senior Vice President of Scientific Affairs 

Date: I-4-06 

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

Sincerely, 

WP 
. 

Michael P. Devereux 
Chief Operations Officer 



INTEGRATIVE +HERAPEUTICS INC.” 
NF Formulas CI PhytoPharmica 
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9755 SW Commerce Cirde, Suite 82 

Wilsonville, OR 97070 
P: 503.582.8386 s F: 503.582.0467 

January 4,2006 

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

ENXYMAtiC tWERAPY* 
6% 

PHYTOPXARMICA” 
^_.-,-.- --__.--- 11--.- - -I-. ----_--__~ ..__ 
825 Challenger Drive, Green Bay, WI 54311-8328 
P: 920.469.1313 Z+ F: 888.570.6460 (Enzymatic) 

p: 920.469.9099 .+ F: 920.469.4418 (Phyto) 

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 colitains 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 ant 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. 

By: ~@~~ 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date: /-4-Dli, 

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

Michael P. Devereux 
Chief Operations Officer 



INTEGRATIVE THERAPEUTlCS INC.” ENZYMATIC THERAPY” 
NF Formulas PhytoPharmica Es 

Tyler Encapsulations Vitaline Formulas PHYT’OPHARMICAe 
.  .  _. 

9755 SW Commerce Circle, Suite I32 
Wilsonviile, OR 97070 

P: 503.582.&386 ’ F: 503.582.0467 

-  .  “ . .  -^ -  .  .  .  - -  _ . . - .  ._ 

825 Challenger Drive, Green Bay, WI 5437 I-8328 
P: 920.469.1313 F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 .* F: 920.469.4418 (Phyto) 

January 4,2006 

Office of Nutritional Products, Labeling h 
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 I 1 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food; Drug and Cosmetic Act. Enzymatic Therapy, Ic. 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. 

Proprietary Fiber Blend psyllium 
(Plantago ovata) husk, oat (Avena sativa) 
bran, guar gum (Cyamopsis 
tetragonoloba) seed extract, pectin (horn 
citrus t%uit), ,and marshmallow (Althaea 
officinalis) root 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 
Title: Senior Vice President of Scientific Affairs 

Date: )--4--C& 

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

Sincerely, 

~~~ 
. 

Michael P. Devereux 
Chief Operations Officer 
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9755 SW Commerce Circle, Suite 82 825 Challenger Drive, Cireen Bay, WI 5431 l-8328 

FN~~MATWT~F-~XA~Y Wiisonville, OR 97070 P: 920.469.1313 + F: 888.570.6460 (Enzymatic) 
iP.;G?3RPDRd!bl‘-E~ P: 503.582.8386 iii F: 503.582.0467 p: 920.469.9099 +I F: 920.469.4418 (Phyto) 

lt%at~*ke? 

January 4,2006 

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, amYor Distributed by Enzymatic 
Therapy, Inc. at 82.5 Challenger Drive; Green Bay, Wisconsin 54311 has a label that,contains a statement provided 
by section 403(r)(6) of the FederaI 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 compIy 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. 

(Plantago ovata) husk, oat (Avena sativa) 
bran, guar gum (Cyamopsis 
tetragonoloba) seed extract, pectin (from 
citrus fruit), and marshmallow (Althaea 

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

By: 
Robert Ddster 

Title: Senior Vice President of Scientific Affairs 

Date: I- Y-06 

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

Michael P. Devereux 
Chief Operations O fficer 



INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC T)IERAPY” 
NF Formulas + PhytoPharmica & 

Tyler Encapsulations Vitafine Formulas PHYTOP#lARMICA@ 
.1 _ . ^_ . .” _ _ 
9755 SW Commerce Circle, Suite BZ 

ENZYMATIC THFRA~~ 
825 Chailenger Drive, Green Bay, WI 5431 l-8328 

Wilsonville, OR 97070 P: 920.469.1313 F: 888.570.6460 (Enzymatic) 
. (3 \I- .‘, ;y ;: ; . P: 503.482.8386 , F: 503.582.0467 P: 920;469.9099 * F: 920.469.4418 (Phyto) 

w.wt Betterfek IIM - 

January 4,2006 

Office of Nutritional Products, Labeling & 
Dietary Supplements, I-IFS 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 Dis%ibuted 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, Ins, 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. 

feeling of fulh&s, whiih means you’re less (Plantago bvata) husk, oat (Avena sativa) 
likely to eat more pound-adding calories bran, guar gum (Cyamopsis 
from other foods, * tetragonoloba) seed extract, pectin (from 

citrus fruit), and marshmallow (Althaea 
oficinaiis) root 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. 

By: #m&4 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date: / - w- DG 

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

Sin erely, 

WP 
. 

Michael P. Devereux 
Chief Operations Officer 



INTEfiRATlVE THERAPEUTICS INC,- ENZVSMATIC THERAPY’ 
NF Formulas ‘, PhytoPharmica 

Tyler Encapsulations Vitaline Formulas Pt iYTOP~ARMICA” 
_-.,_ . ., ” -. 

9755 SW Commerce Circle, Suite 82 825 Cha@qer Drive, Green Bay, WI 5431 l-832& 
Wilsonville, OR 97070 P: 920.469.1313 0’ F: 888.570.6460 (Enzymatic) 

I’: 503.582.8386 ‘; F: 503.5820467 P: 920.469.9099 F: 920.469.4418 (Phyto) 

January 4,2006 

O ffice of Nutritional Products, Labeling & 
Dietary Supplements, I-IFS 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 l(g)(l)(C) ofthe 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. 

Safely absorbs and eliminatestoxins and 
improves~colon function.* (Plantago ovata) husk, oat (Avcna sativa) 

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 Rabert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Sincerely, 

Michael P. Devereux 
Chief Operations O fficer 


