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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 

FtE: 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 2OI(gj(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 

The most abundant mineral in the body, 
calcium supports bone health, nerve health, 
and healthy heart function.* There are 
several calcium salts in nature, each with 
unique bone supportive benefits.* Calcium 
triphosphate is the most prevalent form of 
calcium in human bone.* 

Calcium (from calcium carbonate, 
trical&.un phosphate, calcium 
lactate, calcium Krebs cycle chelates, 
and calcium citrate) 

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. 

,,:a 
Title: Senior Vice President of Scientific Affairs 

Date: d%6 6 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920)406-3608. 
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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, andior Distributed by Enzymatic Therapy, Inc. at 
X25 Challenger Drive, Green Bay, Wisconsin 543 1 I has a label that contains a statement provided dy se&ion 403(r)(6 j 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 sectidn 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. 

’ RRODUCT 
‘:lilkFjlE 

OsteoPrime@* 
Ultra 

_’ 

’ , ,  
‘STAJ%Mf%l~S. - _I._ ,, :. I 

1 

Research has suggested that supplerrrental 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 
healthy&e dmsity.* A Harvard study that tracked 78,000 
women over a decade demonstrated that those who had higher 
intakes of dietary calcium were more likely to experience 
support for bone healthShan those whose dietary calcium 
intake was lower.* 

Catciuin {from calcium carbonate, 
tricalciu& phosphate, calcium lactate, 
calcium Krebs cycle chelates, and 
calcium citrate) 

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&d and not misleading. 

By: 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: l/Y /ix7 

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

Michael P. Devereux I 
Chief Operations Officer 
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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 Distributed by Enzymatic 
Therapy, Inc. at 82.5 Challenger Drive, G ieen Bay, Wisconsin 543 1 I has a labe1 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) afthe 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. 

More than 50% of the body’s magnesium Magnesium (as magnesium oxide 
content is in bone; a primary function of and magnesium aspartate) 
magnesium is the regulation of active caIcium 
transport within bone structures.* 

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: I 4 0 & 

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

Sincerely, 

Chief Operations O fficer 
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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 
S 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, G&en Bay, Wisconsin 543 11 has a label that contains a statement provided 
by section 403(r)(6) of the Federa! Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 2Ol(g)( l)(C) ofthe act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currentty.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 C. fioster 
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, 

. 

Mi 
Chief Operations O fficer 
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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 

ICE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following produd is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, R?sconsin 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. 

bones declines as people age. There is also a 
significant correlation between zinc intake and 

] bone health in both men and women.* 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: 

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 O fficer 
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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 

RET: 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 Challenger Drive, Green Bay, Wisconsin 543 11 has a tabet 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) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currentlymarket or plan to market in the immediate frrture, 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%1 and not misleading. 

By: ~~~4 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: 1 4 0 b 

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

Sincerely, 

Pm 
Michael P. Devereux 
Chief Operations O fficer 



INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY” 
NF Form&w .- PhytoPharmica & 
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9755 SW Commerce Circle, Suite 82 
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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) 

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 bone metabolism as cofactors aspartate) I 
for specific enzymes.* 

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,AfEairs 

Date: lL.ab 

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

Sincerely, n 

Chief Operations O fficer 



UNTECRATIVE THERAPEUTKS INC.” 
NC Formulas A, PhytoPharmica 

Tyler Encapdations 1 Vitaline Formulas -.. _,.‘ ._____, ,.. ._.^ 
9755 SW Commerce Circle, Suite 82 

Wilsonville, OR 97070 
P: 503.582.8386 a F: 503.582:0467 

January 5,206 

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: 

ENZYMATIC THERAPY’ 
& 

PHYtOPHARMICA’ 
-..- . .-. .- .- .-.... _,-_ .._... 

825 Challenger Drive, Green Bay, WI 54311-8328 
P: 920.4G9.1313 .t’ F: 888.570.6460 (Enzymatic) 

p: 920.469.9099 f 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, Wisconsin 543 11 has a label that cmtains a statement provided 
by section 403(r)(6) of the Federal,Food, Drug and ‘Cosmetic Act. Enzymatic Therapy, lnc: 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. 

placebo-controlled crossover trial, manganese aspartate) 
provided nutritional support for the bones in 
the low back and the knee joint.* 

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: r/.5404 

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 
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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, ~d/or.Dist~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, Inc. wishes to take advantage 
of the exemption to section 201(g){ l)(C) oftbe act and compiy with section 403(r)(6) oftbe 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 

Date: US &? 

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 
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January 52006 

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 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, 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 1 chelates) 
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 nof misleading. 

By: ~~~P~ *I 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: 

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

Sincerely, 

jfJ&y. 
Michael P. Devereux 
Chief Operations O fficer 
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January 52006 

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 ManufBctured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains 8 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 pfan 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 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. 

Sine rely, 

~~~ 
I- . 

Michael P. Devereux 
Chief Operations O fficer 
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January 5,2006 

O ffice 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 11 has a labei 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 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 

OsteoPrime@* 
Ultra 

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

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: u&4? b 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(!?20)406-3608. 

P. 
c 
w I 

ereux 
Chief Operations O fficer 
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Tyler Erxapsulations I. Vitaiine Formulas PHYTOPHARMICA” 
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9755 SW Commerce Circle, Suite 82 825 Chalienger Drive, Green Bay, WI 5431 l-8328 
Wilsonviile, OR 97070 P: 920.469.1313 ,/ F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 i F: 503.582.0467 P: 920.449.9099 ‘0 F: 920.469.447 8 (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 following product is Manufactured, Packed, antior Distributed by Enzymatic 
Therapy, Inc. at 825 ChaIlenger 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 comply with section 403(r)(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. 

Ultra nutrient that is important in small amounts for bone 
health.* A recent study of over 2800 individuals 
found that higher dietary silicon intake in men and 
women supports skeletal health, especially the health 
of cortical bone (densecompact bone in adults).* 

trisilicate) 

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. boster 

Title: Senior Vice President of Scientific Affairs 

Date: 1 /s /oka 

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

Chief Operations Officer 
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& 

January 5,2006 

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 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(r)(6) of the act, These claims are 
not necessarily for a product we currently niarket or plan to market in the immediate future, and may be exploratory 
in nature. 

b ones.* 1 phosphate) 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: ~~~~ 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: r/do & 

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

Chief Operations Officer 



ATIVE ~H~~A~E~TICS INC.” ENZYMATIC THERAPY’ 
NF Formulas + PhytoPharmica & 

Tyler Encapsulations n’ Vitaline Formulas PHYTOPHARMICA” 
_ _, ,._.. _. / ._ I_ . . __,_._. ““i- .._ __* ..l-.l. _ . _ ,.-. .-. .._.. ._-. ._ .-. _._. . .._ ._ 
9755 SW Commerce Circle, Suite 52 825 Challenger Drive, Green Bay, WI 5431 ‘I -8328 

WiisonvNe, OR 97070 P: 920.469.1313 ** F: 888.570.6460 [Enzymatic) 
P: 503.582.8386 /. F: 503.582.0467 P: 92O.if69.9099 *r F: 920.469.4418 (Phyto) 

January 5,2006 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 1 I 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) 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. 

:PfxmJCf: ;’ 
,’ N&ME : 

OsteoPrimeB” 
Ultra work together to support h&&h; mineralization of 

bones.* A research review of over 600 subjects 
demonstrated the importance of healthy 
calcium/phosphorus ratios in bone health support,* 
Phosphorus supplementation {when bound to calcium) 
supports healthy bone formation and soft tissue 

phosphate) . 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that th statements ‘e truthful and not misieading. 

By: #‘@ dl 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: d5 lolr, 

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

Chief Operations Officer 



INTEC~AWVE PHERAPEUtlCS ENC.” 
NF Form&as 7 PhytoPharmka 

Tyler Ehcapsulations ii Vitaline Formulak .^ ._ .,...,._- ,,._ ̂ k “...“_..i ..II ..,. _.. __.__.__ 
9755 SW Commerce Ctrcle, Suite F32 

FNZYIWYIXCTHERA~Y Wilsanvilte, OR 97070 

ENZYMATIC THERAPY’ 

PHYTOP~ARWIICAe 
^.^_ .__ .“.. _.., _ “. --. . . .._ _ ” .-- . . . . . . .._. .._ 

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

P: 920.469.9099 * F: 920.469.447 8 (Phyto) 

January 5,2006 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Fo-od 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, Dfng 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 mm-ate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthfud 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) 406-3608. 

Chief Operations Officer 



INTEGRATWE Yj iERAPEUT1CS INC.” 
N’F Formulas ea PhytoPharmica 

Tyler Encapsulations 7 Vitaline Formulas 

9755 SW Commerce Circle, Suite B2 
Witson\;ilie, OR 97070 

P: 503.582.8386 4’ F: 503.582.0467 

ENZYMATIC THERAPY. 
& 

PHYTOPHARMICA” 
-. -. .--.- . -, . ..“._ ._. - . .._ __-. _. _. ._ 

825 Challenger Drive, Green Bay, WI 54317 -53328 
P: 920.469.1313 Y F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 v* F: 920.469.4418 (Phyto) 

January 5,2006 

O ffice of Nutritional Products, Lab,eling & 
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. EnzymaticTherapy, 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: : : ‘- ,jSTATEM,ENTS~, ” “:NAIE _ _. ,, ?- 

OsteoPrimeB* Study results show folic acidsupports healthy ’ 
Ultra homocysteine levels.* 

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

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

Date: IIs/otQ 

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

sinypJ!J.Gj p . L 

Michael P. Devereux 
Chief Operations O fficer 



INTEGRATIVE TZIERAPEUTiCS 1NC.” 
NF Formulas : PhytoPharmica 

Tyier Ericapsulations A. Vitaline Formulas ” ..i ._ ..i .- __- .._ “-“.1. “,(, ._ 
9755 SW Commerce Circle, Suite 82 

FNZYMATICTRFRAPY Wilsonville, OR 97070 
P: 503.582.8386 r” F: 503.582.0467 

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 

PMYTOPMARMiCA’ 
._ _ I ..- ._ -- ,-.--_ .“_ __ ..-I _-_ ._ __-. _... -. - -^_-. -- 
82-5 Challenger Drive, Green Bay, WI 5431 l-8328 
P: 920.469.1313 b F: 888570.6460 (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, VWisconsin 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. 

By:- 
Robert C. boster 

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. 

Chief Operations O fficer 



INTEtRAflVE YHERAPEUY’KS WC.” 
NF Formulas +I PhytoPharmica 

Tyler Encapsulations -8 Vitaline Form&as . . .._ ” .._..._ ,_. ___. .__C_^. - _ . . . . 
9755 SW Commerce Circle, Suite $2 

ENZYMATIC TaFRApY ~Wilsonvllle, OR 97070 
p‘l f., > 5 ::i I; + 2. ; :.. r, P: 503.582.8386 I; F: 503.582.0467 

ENZYMATIC THERAPY’ 
6r 

lWYTOPHARMICA* 

825 Challenger Drive, Green Bay, WI 54311-8328 
P: 920.469,1313 -2- F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 * F: 920.469.4418 (Phyto) 

January 5,2006 

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 

KE: 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 compty 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 futwre, 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 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 TRERAPEUTICS INC.” BPJZYMATIC THERAPY’ 
NF Formulas + PhytoPharmica h 

Tyler Encapsulations 2.’ Vitaline Formulas P~YTOPHARMlCA* 

975.5 SW Commerce Circle, Suite 82 
Wilsonville, OR 97070 

P: 503.5&2.83&6 .z. F: 503.582.0467 

_.- .._._. _. ____.. I -. .,.- 
825 Challenger Drive, Green Bay, WI 5431 l-8328 
P: 920.469.1313 F: 888570.6460 (Enzymatic) 

p: 920.469.9099 c F: 920.469.4418 (Phytb) 

January 52006 

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, a&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)(G) 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- 

:PRODUCT ‘\ : : ‘: STA~~~~~TS 
$JAME, 

_ ; ‘:I 
, 1 t’-‘. 1 ‘-: ,_.I 

OsteoPrimeB* Vitamin C supports the healthy formation of 
Ultra procollagen (a-precursor to collagen), supports collagen 

synthesis, and stimulates healthy bone formation.* 

Vitamin C (ascorbic acid)’ 

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

By: 
j2fleleC 

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

Date: 1/S hb 

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

P- ereux 
Chief Operations Officer 



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

Tyler Encapsulations Sw Vitaline Formulas PHYTOQHARMICA’ 
...-I .-. . ^“. ” ___.._-. .._ _. ,.- . _ ._..... 

9755 SW Commerce Circle, Suite $2 825 Challenyer Drive, Green Bay, WI 5431 l-8328 
WllsonvElle, OR 97070 P: 920.469.1313 * F: 888.570.6460 (Enzymatic) 

P: 503.582.&386 c- F: 503.582.0467 p: 920.469.9099 4 F: 920.469.4418 (Phyto) 

January $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, Rrug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 2Ol(g)(,I)(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. 

Ultra 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 density in 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. 

By: e&L 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: ~l5do6 

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

13- eux 
Chief Operations O fficer 



INTPCRATIVE THERAPEUTICS #NC.” ENZYMATK THERAPY” 
NF Formulas c-PhyfoPharmica & 

Tyler Encapsulations -- Vitaline Formulas PHYTOPWARMICA* 

9755 SW Commerce Circle, Suite 82 
Wilsonville, OR 97070 

P: 503.582.8386 G F: 503.S32.0467 

825 Challenger Drive, Green Bay, WI 5431 l-8328 
P: 920.469.137 3 ‘* F: 888.570.6460 (Enzymatic) 

p: 920.469.9099 c F: 920.469.4418 (Phyto) 

January 5,2006 

Office of Nutritional Products, Labeling & 
Dietary Supplements, WFS 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. Ewymatic 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* 
vitamin D3 and calcium may be especially important 
during the winter manths,* 

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&4 
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. 

Chief Operations Officer 



INTEGRATIVE THERAPEUTICS IINC.” 
NF Formulas 6 PhytoPharmica 

Tyler Encapsulations + Vitaline Formutas _ “_ _.. - .- .__. _ .,. ____ --..-_ __-. __.-.- 
97.55 SW Commerce Circle, Suite 82 

FNZ~MATICTHFRA~Y Wilsonville, OR 97070 
: ,\a ;” T” $“? p ci R .“, ‘7’ & y> P: 503.582.8386 ~1 F: 503.582.0467 

&NfYMATlC THERAPY” 
Fn 

F’HYTOPHARMICA’ 
._- . -_.- I .._ _ -.___. - ._____ --- ___-__ - .______ 
823 Challenger Drive, Green Bay, WI 5431 l-8328 
P: 920.469.137 3 o F: 888.570.6460 (Enzymatic) 

I’: 920.469.9099 3’ 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 

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, 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. Enzymaiie 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. 

Ultra attract calcium and support bone mineraIizatian. * 

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: lklbd 

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

Chief Operations O fficer 



INTEGRATIVE TWERAPEUTlCS INC.* ENZYMATIC THERAPY* 
NF formulas w PhytoPharmica (br 

Tyler Encapsulations a Vitaline Formulas PHYTOPHARMICA* 
“_ .._ . . . ...l.l__ . . _I .” ^. ..- _._ .- -._._, _ . . . . . . ._. . -, ._ ._.. “__. ____. .._... ̂ . _ .- . . . -... ..-- . . . -_ 

9755 SW Commerce Circle, Suite 62 825 Challerger Drive, Green Bay, WI 5431 I-8328 
Wilsonvilte, OR 97070 P: 92f+469.1313 * F: 888.570.6460 (Enzymatic) 

p: .§03-5&2.8386 - F: 503.58Z.0467 P: 920.469.9099 +” 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 CiaimsDisclaimers 

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, !$%consin 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)@) 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. 

Wtra study of 155 women found that vitamin Kl may 
substantially support bone 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. 

By: e&4 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: il5~6k, 

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 THERAPEUTICS INC.” 
NF Formulas + PhytoPharmica 

Tyler Encapsulations .* Vitaline Formulas 
_ ..__ .-..- .__, .“. ..-.-. _ “.._ ,_ I.-_ _I 

9755 SW Commerce Circfe, Suite 82 
Wilsonvitfe, OR 97070 

P: 503.582.8386 < F: 503.582.0467 

ENZYMATtC THERAPY’ 
0 

PHYTOPHARMICA* 
.- _ I _i _-. ..- .- 

825 Challenger Drive, Green Bay, WI 54311-8328 
P: 920.469.1313 c. 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 productis Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 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 Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 20l(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. 

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. 

Chief Operations O fficer 



. 

INTEGRATWE THERAPEUTICS 1NC.* ENLYMATIC THERAPY’ 
NF Formdas ‘. PhytaPharmica & 

Tyler Encapsulations -9 Vitaiine Formulas PHYTOPHARMICA” 
___- _ . .- _ . . . - ..-. _.,- . . . ^_(^, .” x -... ._. ___._ .,____I -. ^. -... - ._ 

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

ENZYMATIC Tmm~pr Wilsonville, OR 97070 P: 920.469.1313 *- F: 888.570.6460 (Enzymatic) 

: ‘2 ; : :. 7;. p CL: :A __ ‘C .-. f,, P: 503.582.8386 * F: 503.582.0467 P: 920.469.9099 + F: 920.469.4418 (Phyto) 

Wbat Belterfck E&d” 
- 

January .5,2006 

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/arDistributed 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)(S) 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. 

menaquinon-7). Then the researchers compared the 
levels of vitamin K in their blood streams, They found 
that the participants who took Natto K2 had much 

her blood levels of vitamin IS compared those 

1 

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

By: 

e truthful and not misleading. 

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

Date: %hb 

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

Chief Operations Officer 



iNTEGRATIVE TMERAPEUTKS INC.- ENZYMATIC THERAPYw 
NF Formulas * PhytoPharmica bt 

Tyler Encqpsulatfons a Vitaline Formulas PWYTOPHARMICA’ 
. ..” ., .“.. ._.-_ -^_ ..I .._ .-. _ ._ ^.._._. .__. _. _ 

‘ 9755 SW Cdmmerce Circle, Suite BZ 825 Chaflenger Drive, Green Bay, WI 5431 l-8328 

FN~YMATEC TEIFBA~Y Wilsonvi,fle, OR 97070 P: 920.469,137 3 s, F: 888.570.6460 (Enzymatic) 
j ‘; 1 !~’ R i” ;S ~~ i;. : -~ t-, P: 503.582.8386 +,. F: 503.582.0467 P:~920.4fi9.9099 4 F: 920.469.4418 (Phyto) 

January 6,2006 

O ffice of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutritiojl 
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. 

OsteoPrime@* 
Ultra healthy 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 mideading. 

By: 
Robert C. boster 

Title: Senior Vice President of Scientific Affairs 

Date: 1/li7 lob 

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

13 . 
Michael P. Devereux 
Chief Operations O fficer 
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I ,NTEGRATIVE TWE~APEUTKS INC.” ENZYNlATBC THERAPY” 
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Tyler Encapsulations s* Vitaline Formulas PHY+OPHARMICAe 
. . T  - “. * . . “c-. _ - ” 

9755 S W  Commerce Cirrle, Suite B2 
Wi~sonville, Oft 97070 

P: 503.S82.8386 i F: 503.582.0467 

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

I’: 920.469.9099 e F: 920.469.4418 (Phyto) 

January 6,2006 

Office of Nutritional Products, LabeIing & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Faint Branch Parkway 
CoIlege 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 Chailenger Drive, Green Bay, Wisconsin 5431X 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 m isleading. 

By: 

Title: Senior Vice President of Scientific Affairs 

Date: 1/b lb 

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

Sincerely, 



INTEGRATIVE IHERA~PEUTICS INC.” 
NF Formulas I. PhytoPharmica 

Tyler Encapsulations *, Vitaiine Formulas 
- .-_ ...i^ _ _ _ ~ ._ -_ .- c-. -_ -_ ._“.^_.. __I. 

9755 SW Commerce Circle, Suite 82 
Wiisonvitie, OR 97070 

P: 503.582.8386 li F: 503.582.0467 

ElrOLYMATlC THERAPY’ 
(sr 

PWYTOPHARMICA’ 
_ . ll^ . . . . ._ _-. -“-. ..-.. - . . . . -.-.-.. _-_ ._. ..- -. 

$25 Ctratlenger Drive, Green Bay, WI 5431 l-8328 
p: 920-469.3 313 A F: 888.570.6460 (Enzymatic) 

p: 920.469.9099 2 F: 920.469.4418 (Phyto) 

January 6,2006 

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 Ciaims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the fo‘ollowing product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 82.5 Challenger Drive, Green Bay, Wisconsin 54311 has a iabel 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 s&rket or plan tb market in the immediate future, and may be exploratory 
in nature. 

Ultra variable in healthy bone metabolism.* 

I certify that the information contdined 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: MOIp 

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 



CNTEGRATlVE THERAPEUTICS INC.” ~HlZYMATlC THERAPY* 
NF Farmulas ‘* PhytoPharmica 6r 

Tyler Encapsulations *s Vitaline Formulas FHYTOPMARM1CA” 
,_. ._ _ - .._-_._. - __l._l. .- .~.- -. ^___“, __._ __ _. ._. . . . .._. ..,. _I_ * -_ I 

9755 SW Commerce Circle, Suite 82 825 Challenger Drive, Green Bay, Wl 54311-8328 
Wtlsonvitle, OR 97070 P: 920.469.3 313 * F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 il F: 503582.0467 P: 920.469.9099 d’ F: 920.469.4418 (Phyto) 

- 

January 62006 

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 CIaims/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 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. Enzymati~‘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. 

OsteoPrimeB* Ultra Members of the B vitamin group, pantothenic acid, Thiamin (as thiamin HCI) 
vitamin Bl, and niacinamide support healthy (vitamin Bl), Niacin (as 
.homocysteine’levels, a factor associated wit11 niacinamide), Pantothenic Acid 
healthy bone mineral density. * (as calcium D-pantothenate) 

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

By: ~@~~ 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: ’ G  Q& 

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 



lNTECRA%WE tHERAPEUTICS IMC.” ENZVMATIC THERAPY’ 
NF Formulas.* PhytoPharmica bi 

Tyler Encapsulations *r Vitaline Form&as PHYfOPHARMICA’ 
__ _..,..._...... x  __“_ _ - ..- . . .-.. I_~ . i-- ..,_ _ _._ 

9755 SW Commerce Circle, Suite I32 825 Chaflenger Drive, Green Bay, WI 54311-8328 
Wilsonvtlla, OR 97070 P: 920:469.1313 2 F: 888.570.6460 (Enzymatic) 

P: 503.582.8336 9 F: 503.582.0467 P: 920.469.9099 -: F: 920.469.4418 (Phyto) 

January 6,2006 

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 CiaimslDisclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distrributed by Enzymatic 
Therapy, Inc. at 82.5 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that cantains 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 4U3(r)(6) of thti act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be expioratory 
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. 

.,:a 
Robert C. baster 

Title: Senior Vice President of Scientific Affairs 

Date: vi9 10 b 

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 



INTECKATIVE THERAPEUTICS INC.” 
NF Formub q PhytoPharmica 

Tyler Encapsulatians d. Vitaline Formulas 
. - _ ,.. ^_.._. ^. -... ___^_ ..__ -., . . “_, 

9755 SW Commerce Circle, Suite 32 
Wilsanville, OR 97070 

P: 503.582.8386 tc F: 503.582.0467. 

ENZY MATiC THERAPY 
& 

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

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

January 6,2006 

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 Federa18Food, 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 4Q3(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. 

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 misleading. 

Title: Senior Vice President of Scientific Affairs 

Date: 1 l&T /o G 

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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INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY” 
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9755 S W  Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, WI 5431 l-8328 
Wik.onvilte, OR 97070 P: 920.469.1313 1) F: 888.570.6460 (Enzymatic) 

P: $03582.8386 1 F: 503.582.0467 P: 920.469.9099 ~% F: 920.469.4418 (Phyto) 
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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 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 ZOl(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 OF plan to market in the immediate future, and may be exploratory 
in nature. 

PROlDUCT~NAME ,,_ 

O.roPlunpOlCLar The exclusive formulation 
is ideal for women in 
perimenopause and 
menopause, phases critical 
to the lifelong health of 
bones. * 

Vitamin C (ascorbic acid), .Vitam in D (as 
cholecalciferol), Vitamin K (as phytonadione), 
Thiamin (as thiam in HCl) (vitam in Bl), Riboflavin 
(vitam in B2), Niacin (as niacinamide), Vitamin B6 {as 
pyridoxine HCl), Folic Acid, Vitamin B12 (as 
cyancobalamin), Pantothenic Acid (as calcium D- 
pantothenate), Calcium (from  calcium carbonate, 
tricalcium  phosphate, calcium lactate, calcium Krebs 
cycle chelates, and calcium citrate), Phosphorus (from  
tricalcium  phosphate), Phosphorus (from  tricalcium  
phosphate), Ma~~~~urn (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 aspartate), Molybdenum (as 
sodium molydbate), Sodium, Natto K2 (fermented 
soybeans containing vitam in K2 as menaquinone-7), 
Betaine HC1, Strontium (as strontium  chloride), Silicon 
(as sodium metasiiicate), 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 truthful and not misleading. 

By: 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

Date: di lbb 

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 Ultra 60e 


