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mat Betterfeers tw: 
Auz4,2005 

Office of Nutritional P roducts, Labeling &  
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint B ranch 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. eat 825. Challenger Drive, Green Bay, W isconsin 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)( 13(C) of the act and comply 
with section 403(r)(6) of the act. These claims  are not necessarily ,fora product we currently market or 
plan to market in the 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 m isleading. 

By: 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date: d2 V/OS 

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

M ichael P. Devereux 
Chief Financial Offcer 



INTEGRATJVE Tf lERAPEUTJC.S INC.” ENZYMATJC THERAPY* 
NF Formulas *. PhytoPharmica & 

Tyler Encapsuialions + Vitaline Formulas FHYTOPHARMICA” 
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9755 SW Cammerce Circle, Suite 82 825 Challenger Drive, Green Bay, WI 5431 l-8328 
Wilsonville, OR 97070 P: 920.469.13113 s- F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 -a F: 503.582.0467 P: 920.4699099 i; F: 920.469.4418 (Phyto) 

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 

FtE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Paeked, 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 fi&ure, and may be exploratory 
in nature. 

own natural sleep pattern, helping 
you get the sleep you need to take 
full advantage of the day ahead.* 

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

By’ Robert- 
Title: Senior Vice President of Scientific Affairs 

Date: 8/;5?4+‘/$5 

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

Sincerely, 

beg. 
Chief Financial O fficer 
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Wilsonville, OR 97070 
P: 503.582.8386 w F: 503.582.0467 
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& 

FNY~~FNA~~ICA” 
1-1 _..__^.___ .._.I_ -. ̂ .. .-. .-. ._ .I -...,_ l”-._ -._.- 
825 Challenger Drive, Green Bay, WI 5431 I-8328 
k 920.469.1313 - F: 888.570.6460 (Enzymatic) 

P: 920.469,9099 P F: 920.469.4418 (Phyto) 

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

RE: Label ClaimsDisclaimers 

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 X25 Challenger Drive, @een Bay;Wisconsin 54311 has a IabeQhat contains a st&tement provided 
by section 403(r}f6) of the Federal Food,‘Drug &d Cosmetic Act. Enzymatic Th+apy, Inc. wishes to take advantage 
of the exemption to section 20 1 (g)(l)(C) of the act,and comply wi@ section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market ia the immediate f&r&, and may be exploratory 
in nature. 

occasionaliy keeps you up at night 
e way to a restful, natural 

I certify that the information contained in this notice is complete and accurate and that Ewatic Therapy, Inc. has 
substantiation that the st&ements are trutl@ul and nat misleading. 

Robert Ddster 
Title: Senior Vice President of Scientific Affairs 

Date: WfZd//oS 

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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INTBGRA’T&~E THERAPEUT~$S WC.” 
NF Formuf;as 6 PhytoPharmka. 

Tyler Encapsulations +‘Vitaline Farm&as --.. -... _.- -.x -. .--” ,-“.- II_“__.. .“-l-“_____I_.,” -_. 
9755 SW Comm.erce Circle, Suite 82 

Wilsonville, OR 97070 
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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: 

ENZYMAT?C TkiERAPY* 
& 

PMYTOQHARMICA” 
.___,- -_.^,,l- . . . -_.I-.- -- ..__l.-l ._.. .- _“_. . __ 
825 $killenger Drive, Green Bay, WI 5431 I-8328 
P: 920.469.1313 4. F: 888.570,6460 (Enzymatic) 

P: 920.469.9099 i F: 920.469.4418 (Phyto) 

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,sWisconsin 543 11 has a lab&hat contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and:Cosmetic Act. Enzymatic Therapy, I& wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act-and comply with section 4Q3@)(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. 

The ingredients in A&ma help you 
drift off to sleep.. Igently, safely, 
naturally, with no groggy or drowsy 
side effects the next morning. * 

Vaferian I&at Extract,~ Hops Extract 

I certify that the information contained in this notice is complete and accurate qd that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and net misleading. 

Robert Doster 
Title: Senior Vice President of Scientific Affairs 

Date: %-12 S/b 

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

Sincerely, 

Chief Financial Officer 
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IN+EG;,RATiVE TXERAPE~TKS INC." EFfZYMATlC THERAPY” 
NF Formulas- +  PhytoPharmica & 
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9755 S W  Commerce Circle, Suit% 82 
Wilsonville, QR 97070 

P: 503,.582.$386 Q F: 503.582.0467 

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: 

PHYTOPHAOMECA” 
. ,. . . ,. ._^_. “-._-‘-. _- _- _ _..__ -. ._.___ -- ._- 

825 Challenger Drive, Green Say, WI 5431 I-8328 
P: 920.469.1313 t F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 ‘EI F: 920.469.4418 (Phyto) 

This letter is to notify you that the folldwing product is~ Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. a~. 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a Iabel that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and CosmetmAct. 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, &d may be exploratory 
in nature. 

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

By: 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

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

Sincerely, 

Chief Financial Officer 
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Wilsonvi~fe, OR 97070 
P: 503.58~2.8386 .+ F: 503.582.0467 

ENZYMATtC THERAPY* 
8x 

PHYTOPNARNItCA* 
,.. ,_ _ ..x . . __I_.--.. __- ._._ “. ___. 

825 Cl@lenger-Drive, Green Bay, WI 5431 l-8328 
P: 920.469.1313 e F: 888.570.6460 (Enzymatic) 

P: 92?.469.9?99 o F: 920.469.4428 (Phyto) 

What EW3eI.s I&d” 

August 252005 

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 

IE: Label CIaims/Discfaimers 

Dear Sir or Madam: 

This letter is to notifyyou that the following productis Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, visconsin 54311 has a labelthat,.conta& a statement pravided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Erqmatiic Therapy, Iao. wishes to take advantage 
of the exemption to section 201 (g)(l)(C) of the act and comply with se$on,403@)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate &ure, and may be exploratory 
in nature. 

healthy sleep through \ 

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

By: ~~~4 
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) 4063608. 

Sincerely, 

Chief Financial O fficer 
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INTEGRATWE TWERAPEUTICS INC,- 
NF.Formulas w, PhytoPharmica 

Tyler Encapsulations’+ Vitaline Formulas __.__ -‘I_ ._.__ “_~..^_._ -_._-a._ --__” .__I --^-. -“1 _.-- -,- 
9755 SW Commerce Circle, Suite f32 

Wilsonvilie, OR 97070 
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~PHVTQFitARM~iCA* 
_/ ._ __ _” ., _-.x_ ..-_-.. -__. _ . . .-.. _ 
825 Challerger Drive, Green Bay, WI 5431 l-8328 
p: 920.4693 313 + F: 888.570.6460 (Enzymatic) 

I’: 920.469.9099 .* F: 920.469.4418 (Phyto) 

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 Manufa@tred, 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 Therdpy, In& wishes to take advantage 
of the exemption to section 20 1 (g)(l)(C) of the act and comply with sectian 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan.& market in the ‘immediate ‘Wure, and may be exploratory 
in nature. 

shown in clinical studies to I 
effectively: Promotes your body’s 
natural sleep pattern ,for long-term 
sleep improvement.* 

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: ~@~i 
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. 

Sincerely, 

hGw)* 
Michael P. Devereux 
Chief Financial Officer 



INTEGRATWE ~HERkPEl9TCCS INC..- 
NF Formulas -. PhytoPharrrbca 

Tyler Encapsulations + Vitaline Formulas 
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9755 SW Commerce Circle, Suits R2 
Wilsonvllie, OR 97070 
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ENfYMATlC THERAPY’ 
6t 

RW’TOPHARMICA’ 
il. ._-.-,.. _, .., ---._“- ,.._- .._.__. _ _..._ - .,.. - . . . ..- .._“. __” 

825 Challenger Drive, Green Bay, WI 5431 l-8328 
P: 920.469;1313 ,: F: 888.570.6460 (Enzymatic) 

P: 92g.469.9099 a F: 920.469.4418 (Phyto) 

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, Y@sconsin 543 2 1 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Ine 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 tinge, and may be exploratory 
in nature. 

I certify that the information contained in tkis notice is complete and accurate and that En&ymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: 
Robert Doster 

TitIe: 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 



INTEGRATWE THERAPEUTICS INC.” 
NF Formulas S” PhytoPharmica 

Tyler Encapsuktions Q Vitaline Formulas 
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O ffice of Nutritional Products, Labeling & 
Dietary SuppIements, 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: 

ENZYMATfC THERAPY” 
ijt 

FHYTQPHARMUCA” 
._ _ _.-. - ._.._ _-. -. ._ .- .___.-. 

825 Challenger Drive, Green Bay, WI 5431 I-8328 
P: 920.469.1313 c F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 + F: 920.469.4418 (Phyto) 

This letter is to notify you that the foliowing product is Manufactured, Packed, and/wr 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 a& and comply with section 4”03(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 certi& that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truth&r1 and not ‘misleading. 

By: 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date: g’/i?$hs 

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 


