
INTEGRATIVE TWERAPEUTICS tN Ei’UYMATIC THi&APY” 
NF Formulas *, PhytoPharmica & 

Tyler Encapsulations *’ Vitaline Formulas BXYTOPNARMICA* 
- - i ..I ___~_ . I .- -_ ..“._ ..-. ..-. --- -- .- _^ . ._ .._. ---. . 
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January 4,2006 

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 

REZ: 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 pian to market in the immediate future, and may be exploratory 
in nature. 

PRODUCSNAME. 

OsteoPrimeB” Plus The most abundant mineral in 
the body, calcium supports bone 
health, nerve health, and healthy 
heart function.* There are 
several calcium silts in nature, 
each with unique bone 
supportive benefi$s.* Calcium 
triphosphate is the most 
prevalent form of calcium in 
human bone. * 

Vitamin C! (ascorbic acid); Vitamin D (as 
cholecalciferol), Vitamin K (as phytonadione), 
Thiamin (as thiamin HCi) (vitamin Bl), 
Riboflavin {vitamin B2), Niacin (as niacinamide), 
Vitamin B6 (as pyridoxine HCI), FoIic Acid, 
Vitamin B 12 (as cyancobalarrrin), Pantothenic 
Acid (as calcium D~pa~tothenate), Calcium (from 
calcium carbonate, tricalcium phosphate, Cal&urn 
lactate, calcium Krebs cycle chelates, and 
calcium citrate), Phosphorus (from tricalcium 
phosphate), Phosphorus (from, tricalcium 
phosphate), Magnesium (as magnesium oxide and 
magnesium aspartate), Zinc (as zinc picolinate), 
Selenium (as sodium selenite); Copper (as copper 
gluconate), Manganese (as manganese aspartate), 
Chromium (as chromium asp&ate), 
Molybdenum (as sodium molyclbate), Sodium, 
Natto K2 (fermented soybeans containing vitamin 
IQ as menaquinone-7’1, Beta&e HCl, Strontium 
(as strontium chloride), Silicon (as sodium 
metasilicate), Boron (as boron Krebs cycle 
chelates’) 



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

By: 
Robert C. 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, P 

Chief Operations Officer 

OsteoPrime Plus 2% 



INTEGRATWI THERAPEUTICS INC.” ENZYiWATIC THERAQY’ 
NF Formulas 4 PhytoPharmica & 

Tyler Encapsulations +‘ Vitaline Formulas PkiYTOPHARMICA* 

97% SW Commerce Circle, Su?te 82 825 Chalienger Drive, Green Bay, WI 5431 l-8328 
Wilsonville, OR 97070 P: 920.?69.1313 F: 888.570.6460 (Enzymatic) 

p: 5M.582.8386 ix F: 503.582.0467 I’: 920.489.9099 IV 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 

IRE: 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) qfthe act and comply with section 403(r)(S) of the act. These claims are 
not necessarily for a producf we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

PR6DUCT-‘NAME 
:’ ; ,$ !_ 

OsteoPrimeB* Plus Research has suggested that 
supplemental calcium may have 
superior benefits for the support 
of healthy bones.* A review of 
fifteen trials, representing 1806 
participants, demonstrated that 
calcium was more effective than 
placebo in supporting heaithy 
bone density.* A Harvard study 
that tracked 78;OO0 women over 
a decade demonstrated that those 
who had higher intakes of 
dietary calcium were more likely 
to experience support for bone 
health than those whose dietary 
calcium intake was lower.* 

cholecalciferol), Vitamin~K (as phytonadione), 
Thiamin (as thiamin HCl> (vitamin Bl), 
Riboflavin (vitamin B2>, Niacin {as niacinamide), 
Vitamin B6 (as pyridoxine HCI), Folic Acid, 
Vitamin B 12 (as cyancobalamin), Pantothenic 
Acid (as calcium D-pantothenate), Calcium (from 
calcium carbonate, tricalciumphosphate, calcium 
lactate, calcium Krebs cycle chelates, and 
calcium citrate), Phosphorus {from tricalcium 
phosphate), Phosphorus (from~ tricalcium 
phosphate), Magnesium (as magnesium oxide and 
magnesium aspartate}, Zinc (as zinc picoiinate), 
Selenium, (as sodium selenite); Copper (as copper 
gluconate), Manganese (as manganese aspartate), 
Chromium (as +rumium aspartate), 
Molybdenum (as sodium molydbate), Sodium, 
Natto K2 (fermented soybeans containing vitamin 
K2 as merraquinone-7), Betaine HCl, Strontium 
(as strontium chloride), Silicon (as sodium 
metasilicate), Boron (as boron Krebs cycle 
chelates) 



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

By: 
Robert C. Doster 

Title: Senior Vice President of Scientifk Affairs 

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 

OsteoPrime Pius 26e 



INTEGRATIVE. THERAPEUTICS INC.” iENZYMATiC THERAPY’ 
NF Formulas + PRytoPharmica 67 
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January 4,2006 

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, D@g 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. 

content is ,in bone; a primary function of and magnesium aspartate) 
magnesium is thereguiation of active calcium 
transport within bone structures. * I 

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

By: 
Robert C. Doster 

Titie: Senior Vice President of Scientific Affairs 

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

P . 
Michael P. Devereux 
Chief Operations O fficer 
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January 4,2006 

O ffice ofNutritional 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: 

EBJEYMA’IIC THERAPY” 
En 

PHYTO~PHARMICA” 

825 Challenger Drive, Green Bay, WI 5431 t-8328 
P: 920.469.7 313 a’ F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 + F: 920.469.4418 (Phyto) 

This letter is to notify you that the ,foHowing 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 ,&arket 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 truth&t1 and not misleading. 

Robert C. Doster 
Title: Senior Vice President of Scientific Affairs 

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

Sincerely, 

Chief Operations O fficer 



INTEGRAlJ’tVE THERAPEUTICS INC.” ENXYMATIC +HLRAPY* 
NF Formulas 45 PhytoPharmIca & 

Tyler Encapsulations c VItaline Fbrmuias ‘PHYTOPHARM:CA* 
._.. . .._ ._ .” ^,I -- -.. -- .._. -- . ” ._-- ._.” ..-, .- . _- _.._-. . . . . ..-.-- .._ _ .___- _.^ ..~ -_._ 

9755 SW Commerce Circle, Suite 82 825 Challenger Drive, Green Bay, WI 54311 L83.28 
Wilsonville, OR 97070 P: 920.469.1313 * F: 888.570.6460 (Enzymatic) 

P: $03.582.8386 * F: 553.582.0467 P: 920.469.9099 <* F: 920.469.4418 (Phyto) 

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, and/or Distiibuted 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) ofthe act. These claims are 
not necessarily for a product we currentiy market or plan to market in the immediate future, and may be exploratory 
in nature. 

bones declines as people age. There is also a 
significant correlation between zinc intake and 
b&e health in both men and women.* 

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

Robert C. Doster 
Title: Senior Vice President of Scientific Affairs 

Date: htA@ 

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 



ATIVE PHEkAPEUTlCJ INC.” 
NF Formulas 3, PhytoPharmica 

Tyler Encapsulations *’ Vitaline Formulas _^ ,...-- “” -.. -,-. _._. “,“. .----- .__,. 
9755 SW Commerce Circle, Suite 82 
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ENZYMATIC THERAPY’ 
a 

PHYTOPWARMICA’ 
_._“... .- -_- -- . ..- - ._, _.-...- .._ -. .__ 

825 Chalb-tger Drive, Green Bay, WI 5431 l-8328 
P: 920.469.1313 T F: 888.5705460 (Enzymatic) 

P: 920.469.9099 + 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 20’740 

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, I& 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 pIan 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. 

Title: Senior Vice President of Scientific Affairs 

Date: IlYh 

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

Sincerely, 

Chief Operations Officer 



INT~~~~TI~E P~IERA~WJTICJ iwz.- 
NF Formulas *, PhytoPharmica 

Tyler Encapsulations c  Vitaiine Formulas .j . _.. . .._. ._I _“,._ . 
9755 SW Commerce Circle, Suite 82 

Wilsonvllie, QR 97070 
I’: 503.582.8386 4~ F: 503.582.0467 

EElZYWIATiC THERAPY’ 
Eil 

PHYTOPHARMICA’ 
I” ,-_. I, -. . --“. . ..- .._.. -..I. ,“. ._-_-.... _. . 

825 Challenger Drive, Green Bay, WI 5431 It8328 
P: 920.469,1313 ’ F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 *r F: 920.469.4418 (Phyto) 

January 5,2006 

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’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. 

are essential in 
for specifii: enzymes. 4L 

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: WC&i 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: 1/S/D6 * 

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

Sincerely, 

F 
*\L”L--p 

Michael P. Devereux 
Chief Operations O fficer 

\ 



INTEGRATIVE THLRAPEUWCS INC.” ENZYMATIC THERAPY’ 
NF Formulas “h PhytoPharmica br 

Tyler Encapsulations 2 Vitatine Formulas PHYTOPHAR&lICA* 
,- ._.,_ _ ..- ^ - .- ,” . ^ - .__ _ .._. ., _ . ..--. _..-- .-._ I ~- ._... . . . . . . 

9755 SW Commerce Circle, Suite B2 825 Chalkrrger Drive, Green Bay, WI 5431 I-8328 
Wilsonville, OR 97070 P: 920.469.1313 n 

P: 503.582.8386 * F: 503.582.0467 
F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 e> F: 920.469.4418 (Phyto) 

January 5,2006 

Office of Nutritional Products, Labeling & 
Dietary Supplements, I-IFS 8 IO I 
Center for Food Safety and AppIieP 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 foilowing 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, I&g and Casmetic 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 truth&l and not misleading. 

By: 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: &G!a 

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

Michael P. Devereux 
Chief Operations Officer 



INTEGRATIVE THERAPEUTIC3 INC.” 
k,F Formulas h .PhytoPharmica 

Tyler Encapsulations L Vitaline Formulas 
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ENZYMATIC TWERAPY’ 
&l 

PIlYTOP%iARlWiCA’ 
..__ “-..~ - . . .._ ..-. -- I- . .- .._ _.-. .- .._ ._ _” .._ 
82S,Chalienger Drive, Green Bay, WI 5431 l-8328 
P: 920.469.1313 m’ F: 888.570.6460 (Enzymatic) 

p: 920.469.9099 “r F: 920.469.4418 (Phyto) 

January 5,2006 

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/DiscIaimers 

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 543 11 has a labei 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 mtirket or plan to market in the immediate future, and may be exploratory 
in nature. 

bones and,joints.* chelates) 

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

Robert C. baster 
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. 

Sincerely, 

Chief Operations O fficer 



INTEGRATIVE FHERAPELfTltJ INC.* 
NF Formulas I PhytoPharmica 

Tyler Encapsulations q- Vitaline Formulas - - -” . . ..__.I - ._._ ,- .^._. .x. -.._-. . .” _ _ 
97% SW Commerce Circle, Suite 82 

ENZYMATIC THFRApY Wilsanville, OR 97070 
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wwBdter~~~~iw - 

ENZYMATIC THERAPY* 
& 

PHYTQPHARMICA’ 
^. .-._-.^_. . -.- .--_- _“. _.. _. _-_.. ._.-^_I_.-__ 

825 Challenger Drive, Green Bay, WI 5431 l-8328 
P: 920.469.1313 4 F: 888.570.6460 (Enzymatic) 

P: 920.369.9099 d F: 920.469.4418 (Phyto) 

January $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 fol!owing’product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at X25 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 Casmetic 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. 

supplementation supported healthy bone I chelates) I 
mineral density.* 

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 C. Doster 
Title: Senior Vice President of Scientific Affairs 

Date: e- /ia7 

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

Sincerely, 

Mic 
Chief Operations Officer 



INTE~RATIWE THERAPEUTIC4 INC.” 
MF Forrrklas * PhytoPharmica 

Tyler Encapsulatibns i Vitaline Formulas .-^ ._II. “” .-.-. - _ I. . .._...._. __, __” -.._-__ -, _ 
9755 SW Commerce Circle, Suite 82 

FNZYMATICTHERA~Y Wilssnville, OR 97070 
P: 503.582.&386 .+ F: 503.582.Q46? 

January .5,2006 

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

ENLYMAflC THERAPY* 
h 

PHYTOPHARM~CA’ 

825 Challenger Drive, Green Bay, WI 5431 I-8328 
P: 920.469.1313 * 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 82.5 ChaIlenger D$ve, 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 tie advantage 
of the exemption to section 20l(g)( l)(C) of the act and comply witb section 403(r)(6) of the act. These claims are 
not necessariIy for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

related to interactions between boron and chelates) 
calcium, magnesium and vitamin D, Which is’ 
supported’ by the f:nding that supplemental 

1 boron reduced urinary calcium excretion.* 

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. 

Since& p . 

Michael P. Devereux 
Chief Operations Officer 
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INTEGRATIVE THERAPEUTIC5 INC.- ENZYMATIC THERAPY” 
WF Formulas n PhytoPharmica 14r 

Tyler Encapsulat&ns * Vitaline Formulas PHYTOPHARMlCA* 
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9755 SW Commerce Circle, Suite 82 
Wilsonvilie, OR 97070 

P: 503.582.8386 “2~ F: 503.582.~467 

825 Challenger Drive, Green Bay, WI 5431 l-8328 
P: 920.468.1313 ‘r- F: 888.570.6460 (Enzyt?atic) 

P: 920.469.9099 s F: 920.469.4418 (Phyto) 

January 5,2006 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nut&ion 
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) ofthe 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. 

f 

I- 

PRODUCT , 
._ :;jqx;NIE, 

OsteoPrimeB* 
Plus supportive n&eral.* A review of strontium research 

shows the mineral supports healthy bone remodeling, 
healthy mineralization of bone tissue, and supports 
healthy distribution of bone mineralization, * ’ 
Strontium is thought to both support both healthy 
osteoclasts and healthy osteoblasts in bone.* 

chloride) 

i 

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 C. baster 
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. 

Chief Operations Officer 



lNTE@ffATlVE THERAPEUTICS #NC.” E.NLYMATIC THERAPY’ 
t-JF Formulas a PhytoPharmica br 

Tyler Encapsulations : Vitaline Formulas PHYTOCHARMICA’ 
. I. --. .._I ,” - ..-- . ..I -- ..I ^._ . . . . -.--. _“_..~. .._ i._ - .._. _._-. . . . .._ .-__ ____-_ 

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

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

January $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 X25 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. 

OsteoPrimeB* Silicon has recently been recognized as an key 
nutrient that is important in small amounts for bone 
health.* A recent study of over 2800 individuals’ 

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: ~~ d!w$ 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: //.a%9 

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

Chief Operations O fficer 



INTEGRATIVE THERAPEUTICS INC.” 
NF Formulas * PhytoPharmica 

Tyler Encapsulations ‘1 Vitaline Formulas -. .., _. ..-_ -..-. . ^ ,.. . .I._ .tll. _ _ _. ._. 
9755 SW Commerce Circle, Suite 82 

Wilsonville, OR 97070 
P: 503.582.8386 *i F: 503.582.0467 

January 5,2006 

ENZYMATtC THERAPY” 
tk 

PWYTOPHARMICA” 
..I. _-,. _... _“__. _. . .._ - ___ -_- _._ _ 

825 Chalienger Drive, Green Bay, WI 5431 l-8328 
P: 92#.469.137 3 *j k 888.570.6460 (Enzymatic) 

P:~ 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 Manufactured, Packed, an&or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contaias 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)(d) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the i~ediate future, and may be exploratory 
in nature. 

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

By: ~@~~ 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: ll5IDlo 

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

avers * 
Chief Operations Officer 



IN+&G~ATCVE THERAPEUTICS INC.” 
NF Formulas ‘s PhytoPharmica 

Tyler Encapsulations v Vitaiine Formulas .^. ._ ..:. __“... . . .^“_ . . . .- _.__, _. “_ 
9755 SW Commerce Circle, Suite 82 

FNZYMATICTHEXA~Y Wilsonville, OR 97070 
P: 509.582.8386 n F: 503.582.0467 

‘ENZYMATIC THERAPY” 
& 

PHYTOPHARMIICA’ 
.._....._. ._ .._ - ..^..___.. --- ..” -..-... --.~_-- __...-__ 

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

P: 920.469.9099 c F: 920.469.4418 (Phfio) 

January $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/Disclaimer$ 

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 Chalienger Drive, Green Bay, Wisconsin 543 f 1 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 a.&. These claims are 
not necessarily for a product we currently market or plan to market in the immedis‘te future, and may be exploratory 
in nature. 

demonstrated the importance, of healthy 
calcium/phosphorus ratios in bone heaIth support.” 
Phosphorus supplementation (when bound to calcium) 
supports healthy bone formation and soft tissue ’ 

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

By: 

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. 

Chief Operations Officer 



INTEGRATIVE THERAPEUTIC5 INC.” ENZYMATIC THERAPY’ 
NF Fdtmuias s. PhvtoPharmica & 

Tyler Encapsufations + -Vitaline Formulas “. ._ _. ,,.-__ ..- - _. . .._. . - -_ .._ . 
97$5 SW Commerce Circle, Suite 82 

Wilsonvilfe, OR 97070 
+ F: 503.582.0467 P: 503.582.8386 

PHYTOPHARNIICA’ 
_.___ _-.,..___.__ x . .._ __ -___ .,._ ._. 

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

P: 920.469.9099 * F: 920.469.4418 (Phyto) 

January 5, 2006 

O ffice of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 8 
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 DDistributed 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, IX, wishes to take advantage 
of the exemption to section 201(g){ l)(C) &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. 

By: 
Robert C. 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. 

P 

. 
re x 

Chief Operations O fficer 



INTEGRATWE THERAPEUTICS &NC.” 
NE Formulas <I PhytoPharmjca 

Tyler Encapsulations . Vitaline Fqrmufas 
-.-. “...^__ “.- --... -- ._ I.. . ..- _“____._,. ,.. 

9755 SW Commerce Circle, Suite 82 
Wilsonviile, OR 97070 

P: 503.582.8386 B F: 503.582,0467 

January $2006 

Office of Nutritional Produets, 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 

ENZYMATIC THERAPY” 
& 

PMYTOPHARhllCA’ 
-- -- ,... ^ ._.. ~.._ .^ .---_ . . .__ ,_ ._ 

825 Chal@nger Drive, Green Bay, WI 543111-8328 
P: 920,469.1313 e- F: 888.370.6460 (Enzymatic) 

p: 920.469.9099 CI F: 920.469.4418 (Phyto) 

RI? 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 cantaim a statement provided 
by section 403(r)(6) of the Federal,Food, bmg 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. 

By: 

Title: Senior Vice President of Scientific Affairs 

Date: Il5hQ 

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

Chief Operations Officer 



INTEt!sRATWL ~~ERA~EU~~CS rMC.- 
$F Formulas * PhytoPharmica 

Tyler Encapsulations II Vitaline Formulas 
,_ ^-“.- ._. .._. ‘.._ . ___“___ ,.. . 

9755 SW Commerce Circle, Suite B2 

FNZYMATICTHFRA~Y Wilsonville,’ OR 97070 
P: 50X582.8386 ** F: 503.582.0467 

January 5,2006 

ENZWMA71C THERAPY* 
Q 

PHYTOPHARMICA* 
.^ . . .._ .I _, . . . .__ __- ^..-_^_ _I,. -. _ __ __... 

825 Challenger Drive, Green Bay, WI 54311-8328 
I’: 920.4&9.1313 + F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 *~ F: 920.469.4418 (P&to) 

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 followin 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 ins 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 C. 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) 406-360X. 

Chief Operations Officer 



INTECIATIVE THERAPEUTICS INC.” 
NF Formulas * PhytoPharmica 

Tyler Encapsulations c  Vitaline Formulas ” ..--. -- .).. . ,- .- - __. -,,. . . . .- .~ __ _ _ 
9755 SW Commerce Circle, Suite &2 

Wilsonvifle, OR 97070 
P: 503.582.8386 *s F: 503.582:0467 

January 5,2006 

ENZYMATIC THERAPY 
L 

PHYTOPHARMICA’ 
..-1_ -.I- I .- .--,-. - -- --.- “.. ._... - 

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

P: 920.469.9099 * I=: 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 

RE: Label Claims/DisciaimerS 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 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 imm&ldiate future, and may be exploratory 
in nature. 

I Plus I and supported bone health in 60th men and women.* I cyanocobala&in) I 

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: woki 
Robert C. Doster 

Title: Senior Vice President of Scientific AQairs 

Date: I /s /Oh 

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

Chief Operations O fficer 



INTEGRATIVE 7HERAPEUT1CI WC.” 
&IF Formulas n PhytoPharmica 

Tyler Encapsulations + Vitaline Formulas - -.._.... --. ._-_.” ^x .-.-......_,... . ..(____. _. 
9755SW Commerce Circle, Suite 82 

Wilsonville, OR 97070 
P: 563.582&3&6 * F: 503.582.0467 

~NZYMAX3C THERAPY” 
67 

PHYTOPHARMICA’ 
,” .-. --.. .-_. .-.--- -.-.-.-... _ ..-..-_ _ . _ I . 

825 Challenger Drive, Green Bay, WI 5431 l-83.28 
P: 9&~4$9.1313 + F: 888.570.6460 (Enrymatic) 

P: 920.469.9099 *, F: 920.469.4418 (Phyto) 

January 5,2006 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS XI 0 
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 FederalFood, 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 4d3(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 Plus 
I 

1 procollagen (a precursor to collagen), supports collagen i 
1 synthesis, and stimulates healthy-bone formation.* - 

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

Byi ~@~~ 

Robert C. Doster 
Title: Senior Vice President of Scientific Affairs 

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

Chief Operations Officer 



INTEGRATIVB ?-@tERAPEtJTlCS INC.” t iNZYMATtC YtiERAPY* 
Nf: Formulas * PhytaPharmica ;Ee 

Tyler Encapsulations 8” Vitaline Formulas t’WYTOPHARMtCA* 
.--. _. ..,, -.. I. I ---._ _..-. . ..- --.-.- -. ..- . .._... __, .“. ,..___.. .- . . . ..- ._-_-. __. ._ _ ” _ _.. 

9755 SW Commerce Circle, Suite 82 825 Challenger Drive, Green Bay, WI 5431 l-8328 
V\jilsonvilbe, OR 97070 P: 920.469,1313 + F: 888.570.6460 (Enzymatic) 

P: 50?3.582.8386 4. F: 503.582.0467 P: 920.469.9099 $2 F: 920.469.4418 (Phyto) 

January 5,2006 

O ffice of Nutritional Products, Labeling &: 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutritiop 
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 follow&product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 5431 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)(d)(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. 

Plus supplement: use supports healthy bone mineral 
density. * A study of770 women who took at least 
500mg of calcium and vitamin C had support of 
healthy bone mineral densityin the lumbar spine 
(lower back).* 

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 C.‘Doster 
Title: Senior Vice President of Scientific Affairs 

Date: UkJoQ 

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 



lNTECRATIVE TNERAPLUTICS INC.” 
N$ Formulai ‘s PhytoPharmica 

Tyler Endapsuiaticrns R Vitafine Formulas 

9755 SW Commerce Circle, Suite 82 
Wlkonvjfle, OR 97070 

P: 503.582.8386 4, F: 503.S82.0467 

EMZYMATIC THERAPY* 
L 

PHYTOPHARMICA’ 
._ _-.._.. _ .I-.---- -_. -I . -- ..--. _^.._ .-. . _____ 

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

P: 920.4&9.9099 1) F: 920.469.4418 (Phyto) 

January $2006 

Office of Nutritional Products, Labeling & 
Dietary Supplements, I-IFS 8 IO 
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, Grebn 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. Emytiatie Therapy, inc. wishes to take advantage 
of the exemption to section 201(g)(d)(C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we cueently m&rket or plan to market in the immediate future, and may be exploratory 
in nature. 

especially important 

I certify that the information contained in this notice is complete and accurate an4 that Enzymatic Therapy, Inc. has 
substantiation that the statements tie truthful and not misleading. 

By: 

Title: Senior Vice President of Scientific Affairs 

Date: I/S /QtO 

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

Chief Operations Officer 



INTEGRATBVE TWERAPEUTBCS INC.” &PJZYMATIC THERAPY’ 
NF Farmufas 4 PhytoPharmica 8r 

Tyler Encapsulations )I Vftaline Formulas PHYTOPHARIWICA’ 
_-. .., .__ I ~_..^ ..-. 1 _” ...” -....- I.. .-. .-. .,- ___._ __ . I - .._ _ ” ._ __ 

9755 SW Cbmmerce Circie, Suite 82 825 Chalfenger Drive, Green Bay, WI 5431 l-8328 
Wilsonvilfe, OR 97070 P: 920.469.1313 4’. F: 888570.6460 (Enzymatic) 

P: 503.582.8386 ‘;I F: 503.582.0467 P: 920.469.9099 i F: 920.469.4418 (Phyto) 

January 5,2006 

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 label that cbntains 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 i~diate 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: I 
Robert C. Doster 

Title: Senior Vice President of Sci,entific 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 Operations O fficer 



WJTEGRATIVE tIlER~APEW?CS INC.” 4NLYMATIC THERAPY’ 
NF Farmulas * PhytoPharmica Br 

Tyler ‘Encapsulations 2’ Vitaline FOrmulas PWYTOPHARMICA’ 
-- ..__--_... ._._..._.^j . ..-.......” __,.” __. _._.__ ^_l __ .-- .,- I . _. ” . _ ,_^__ . . .” ._._ . - _- -. _ .__ _.._ _ 

9755 SW Commerce Circle, Suite 82 825 Chalknger Drive, Green Bay, WI 5431 I-8328 
Wilsonville, OR 97070 

P: Z$EL582.8386 a F: 503.582.0467 
I? 920.469..137 3 “- F: 888.570.6460 (Enzyrhatic) 

P: 920.469.9099 c F: 920.469.4418 (Phyto) 

January 5,2006 

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 ClaimsKXsciaimers 

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 aJab& that contains a statement provided 
by section 403(r)(6) of the FederalFood, 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&)(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 aotice is complete and accurate andthat Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

Robert C. Doster 
Title: Senior Vice President of Scientific Affairs 

Date: l/S k& 

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



lNtEGR.ATlVE THERAPEUTlCS INC.” 
tiF Formulas * PhytoPharmica 

Tyler Encapsulations : Vitafine Formulas 

9753 SW Commerce Circle, Suite 62 

FNZ~MATICTHFIIA~Y WilsonMe, OR 97070 
.->: C”, :z. ‘=’ ;> cyj ,::z i ^I- r’ 7* P: 5fk3.582.8386 41 F: 503.582.0467 

ww Betterfeers IW - 

ENZYlMATlC THERAPY’ 
hr 

PHYTOPHARMtCAe 
,....-._.. .-._ __. . I--.-- ___.. . .._ _._^. 

825 Chalksnger Drive, Green Bay, WI 5431 I-8328 
P: 9213.469.1313 I. F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 Q F: 920.469.4418 (Phyto) 

January 62006 

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 Distibuted by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a Iabel that contams 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) ofthe act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or #an to markdin 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 C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: ~/II 106 

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

Sincerely, 

Chief Operations Officer 



January 6,2006 

INTECRATIYE THfRAPEUTiCS #NC.” 
NF Formulas *- PhytoPharmica 

Tyler .Encapsulations .:1 Vitaline Fbrmulas 
- , -~_Ix,- .--.---..; -,-.- -- --_. ,. --- _-._ .“_.. 

9755 SW Commerce Circle, Suite 6.2 
WilsonvNe, 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: 

This letter is to notify you that the following product is Manufacture& Packed, &d/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, Dru8 and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 20 l(g)(l)(C) of the act and comply with section 403(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 6. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: ‘Ii4 l4xo 

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

Sincerely, 

Chief Operations Officer 
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January 6,2006 

O ffice of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 IO 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided 
by section 403(r)(6) ofthe Federal:Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of,me act and comply with se&ion 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 C. 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, 

UP 
* 

Michael P. Devereux 
Chief Operations O fficer 
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- .I. ..” _ ,,_,_ I _ I - . ..^ - ._._.. . - __...-. 

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

P: 920.469.9099 * F: 920.469.4418 (Phyto) 

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, an&r 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&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. 

vitamiu B 1 and niacinamide support healthy 
ssociated with 

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:a : 
Title: Senior Vice President of Scientific Affairs 

Date: ht hxe 

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

P: 92020.469.9099 4 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,produ&t is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a 1abeI that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug andCosmetic 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 truth@ and not misleading. 

Robert C. Doster 
Title: Senior Vice President of Scientific Affairs 

Date: 1 b Ob 

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

Sincerely, 

Mi 
Chief Operations Officer 
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January 6,2006 

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 Distribnted 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) oftbe act and comply with section 403@)(,6) ofthe 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. 

in bone. * 

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 misseading. 

By: 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: h4?lo 

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

Michael P. Devereux 
Chief Operations O fficer 
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January 6,2006 

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

ICE: 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, C+&I Bay, Wisconsin 543 11 has a 1abe-l that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. EnTmatic Therapy; Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) qf the act and comply with section 403(i)(6) of the act. These claims are 
not necessarily for a product we currently market or$an to market in the immediate future, and may be exploratory 
in nature. 

PRdDUCT’IYAME ^ 

OsteoPrimeB* Plus 
,’ __ ; ,), ,. 

The exciusive,foFormulatiaa 
is ided for women in 
perimenopause and 
menopause, phases critical 
to the lifelong health of 
bones.* I 

cholecalciferol), Vitamin’K (as phytonadione), 
Thiamin (as thiam in HCf) (vitam in Bl), &boflavin 
(vitam in BZ), Niacin (as ni+cinamide), Vitamin B6 (as 
pyridoxine HClj, Folic Acid, Vii;amin 312 (as 
cyancobaiamin), Pantothenic Acid (as calcium D- 
pantothenate), Calcium (from  calcium carbonate, 
tricalcium  phqsphate, caicitim  l&&ate, calcium Krebs 
cycle chelates, &II calcilrm  citrate), Phosphorus (from  
tricaicium  phosphate), I’hosphorus (from  tricalcium  
phosphate), Magnesium (as mag;nesium oxide and 
magnesium aspartate), Zinc (as zinc picoiinate), 
Selenium (as sodium selenite}, Copper (as copper 
gluconate), Manganese (as manganese aspartate), 
Chromium (as chromium aspartate), Molybdenum (as 
sodium molydbate), Sodium, Natto K2 (fermented 
soybeans containing vitam in K.2 as menaquinone-7), 
Betaine HC1, Strontium (as strontium chloride), Silicon 
(as sodium me&silicate), Boron (as boron Krebs cycle 
chelates) 



I certify that the information conkned 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 C. 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 Operations Officer 

OsteoPrime Plus 59e 
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January 6,2006 

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/orDistributed 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 se&n 403(r)&) 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 

f 
OsteoPrimeB” Plus Helps’keep bones strong 

and resilient.* 
Vitamin C (ascorbic acid), Vita&in D (as 
cholecalciferoi), Vitamm K (as phytonadione), 
Thiamin (as thiamin HCI) (vitamin Bl), Riboflavin 
(vitamin B2), Niacin (as niacinamide), Vitamin B6 (as 
pyridoxine HCI), Fdic Acid, Vitamin I3 12 (as 
cyancobalamin), Pantothenic Acid (as calcium D- 
pantothenate), Calcium @r-our calcium carbonate, 
tricalcium Phosphate, calcium lactate, calcium Krebs 
cycle chelates, and calcium citrtite), Phosphorus (from 
tricaIcium phosphate), Phosphorus (from tricalcium 
phosphate),: Magnesium (as magnesium oxide and 
magnesium~ aspartate), 2ir1c (as zinc picohnate), 
Selenium (as sodium selenite), Copper (as copper 
gluconate), Manganese (as manganese aspartate), 
Chromium (as chromium aspartate), Molybdenum (as 
sodium molydbate), Sodium, Natto K2 (fermented 
soybeans containing vitamin K2, as menaquinone-7), 
Betaine HCI, Strontium (as strontium chloride), Silicon 
(as sodium metasilicate), Boron (as boron Krebs cycle 
chelates) 



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

-,’ 

Robert C. Doster 
Title: Senior Vice President of Scientific tiairs 

Date: du lbd 

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

Sine 

13 
. 

Michael P. Devereux 
Chief Operations Officer 

OsteoPrime Plus 60e 


