INTEGRATIVE THERAPEUTICS INC.™ ™ ENZYMATIC THERAPY®
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Tyler Encapsulations - Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Chaﬂenger Dnve Cmeen Bay, Wl 54311 8328
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Office of Nutritional Products, Labeling & AN T du

Dietary Supplements, HFS 810

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 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)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate future and may be exploratory
in nature.

"PRODUCT f:NAME:\;* S STATEMENTS: - f’INGRE‘BIENT 8)T0 WHICH'THE g
ISR DR R . ‘CLAINMFREEERS I
OsteoPrime®* Ultra | The most abundant mineral in the body, Calcmm (from calcium carbonate

calcium supports bone liealth, nerve health, tricalcium phosphate, calcium
and healthy heart function.* There are lactate, calcium Krebs cycle chelates,
several calcium salts in nature, each with and calcium citrate)
unique bone supportive benefits. * Calcium
triphosphate is the most prevalent form of
calcium in human 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.

QLQ0 0.

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

Date: i/‘//O(p

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

LN

By:

Sincerely,
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Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrmon
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

alie
€ing &

Dear Sir or Madam:

ENZYMATIC THERAPY"®
&
PHYTOPHARMICA®

825 Chalienger Dnve, Green Bay, wi 54311 8328
P: 920.469.1313 -« F: 888.570.6460 (Enzymatic)
P: 920.469.9099 -+ 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 54311 has a label that contains a statement provided by section 403(1)(6) of the
Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section
201{g)(1)(C) of the act and comply with section 403(r)}{6) of the act. These claims are not necessarily for a product we currently

market or plan to market in the immediate future, and may be exploratory in nature.

of fifteen trials, representing 1806 participants, demonstrated
that calcium was more effective than placebo in supporting
healthydaene density.* 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 health than those whose dietary calcium
intake was lower.*

" PRODUCT - ‘STATEMENTS.
NAME | AN ek
OsteoPrime®* Research has suggested that supplemental calcium may have Calcmm (ﬁvm calcium carbonate
Ultra superior benefits for the support of healthy bones.* A review | tricalcium 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.

Lugodd

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

By:

1y 0k

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
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NF Formulas « PhytoPharmica &
Tyler Encapsuiatlons = Vttahne Formufas PHVTOP"ARM'C‘V
9755 SW Commerce Circle, Suite B2 825 Chaﬂenger Dnve Green Bay, WE 54311 8328
ENZYMATIC THEBAPY Wilsonville, OR 87070 P: 920.469.1313 - F: 888.570.6460 (Enzymatic)
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January 4, 2006

Office of Nutritional Products, Labeling &
Dietary Supplements, HES 810

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 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)(1)(C) of the act and comply with section 403(r)(6)-of the act. These claims are
not necessarily for a product we currently maxket or plan to market in the immediate future, and may be exploratory
in nature.

PROBUCT NAME ‘ ’ j STATEME&TS

Osteoane@* Ultra More than 50% of the body s magneswm Magnesium (as magnesium ox1de
content is in bone; a primary function of and magnesium aspartate)
magnesium is the regulation of active calcium
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.

. P.LPOLQ,L

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

Date: //”/ /0 (a

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

Sincerely,

Sl t P

Michael P. Devereux
Chief Operations Officer
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Tyler Encapsulations ~ Vitaline Formulas PHYTOPHARMICA®
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Office of Nutritional Products, Labeling &
Dietary Supplements, HFS §10 L
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 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)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory
in nature.

ETATENENTS | T

PRODUCT NAME |

OsteoPrime®* Ultra In a study of women takmg supplemental Magnesmm (as magnesium ox1de
magnesium for two years, significant support | and magnesium aspartate)
for healthy bone density was demonstrated.®

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.

U044

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

Date: //4//0 b

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

Sincerely, &M

Michael P, Devereux
Chief Operations Officer




INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY®

NF Formulas . PhytoPharmica &
Ty!er Encapsulatmns n Vntahne Formulas PHVTOP"ARM'CA‘
9755 SW Commerce Circle, Suite B2 825 Challenger Drlve Green Bay, Wl 54311 -8328

ENZYMATIC THEBAPY Wilsonville, OR 97070 P: 920.469.1313 -~ F: 888.570.6460 (Enzymatic)

¢ i P: 503.582.8386 - F: 503.582.0467 P: 920.469.9099 - F: 920.469.4418 (Phyto)

Woar Better feeis like™

—r———
January 4, 2006

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Numtxon
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 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)(I)XC) of the act and comply with section 403(r)(6) of the act, These claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory

in nature.
.PRODUCT NAME | . STATEMENTS ' \GREBIEN"I S TOWHICH -
e T "~ THE: CLAIM:REFERS -
OsteoPrime®* Ultra | Studies have shown that the zinc content in Zine (as zinc picolinate)

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

1 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.

209004

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

Date: }/V/D 7

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.” ENZYMATIC THERAPY®

NF Formutlas - PhytoPharmica &
Tyler Encapsulatuons Vn:ahne Formuias PHYTOPHARMICA®
9755 SW Commerce Circle, Sulte B2 825 Chaltanger Dnve Green Bay, Wl 54311 8328
ENZYM ATIC THERA])Y : Wilsonville, OR 97070 P: 920.469.1313 - F: 888.570.6460 (Enzymatic)
o i E R P: 503.582.8386 « F:503.582.0467 P: 920.469.9099 « F: 920.469.4418 (Phyto)
woas Better feels ke
m————
January 4, 2006

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810 :
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 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)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory
in nature.

INGREDIENT(S) TO'WHICH © .
- , L ~ ~THE.CLAIMREFERS -~
Osteoane®* Ultra Through healthy support of collagen, copper Copper (as copper gluconate)
may support bone mineral density over time.*
In clinical research, women taking
supplemental copper experi¢nced beneficial
effects on bone density.*

"PRODUCT NAME - STATEMENTS

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.

LLgodd

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

Date: 1/’//Db

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

Sincerely,

Michael P. Devereux Z
Chief Operations Officer




INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®

NF Formutas - PhytoPharmica &
Tyler Encapsulatuons - Vltahne Formuias PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wi 54311-8328
ENZYMATIC THERAPY  Wilsonville, OR 97070 P: 920.469.1313 . F: 888.570.6460 (Enzymatic)
e i R o E P: 503.582.8386 - F: 503.582.0467 P1920.469.9099 - F: 920.469.4418 (Phyto)
What Better jeels live”
A ———
January 5, 2006

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS §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 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)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate future and may be exploratory
in nature.

PRODUCT NAME ||~ STATEMENTS  INGREDIENT( ') TO WHICH

i ] e THE CLAIMREFERS
OsteoPrime®* Ultra Several trace elements, mcludlng manganese ‘| Manganese (as manganese

are essential in bone metabolism as cofactors | aspartate)

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.

Q19004

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

Date: [/5/0&9

AN

By:

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

Sincerely,

S f P Lnp

Chief Operations Officer




INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY*

NF# Formulas - PhytoPharmica &
Tyler Encapsulations - Vitaline Formulas PHYTOPHARMICA®
9735 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wl 54311-8328
ENZYMATIC THERADY Wilsonville, OR 97070 P:920.469.1313 - F: 888.570.6460 (Enzymatic)
T, P: 503.582.8386 <« F:503.582.0467 P: 920.469.9099 - F: 920.469.4418 (Phyto)
woar Belter feess e
ap————
January 5, 2006

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

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 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)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory

in nature.

PRODUCT-NAME - STATEMENTS = 4 'INGREDIENT(S) TOWHICH .
LT , : ' \ N : - “THE.CLAIM'-REFERS' -
OsteoPrime®* Ultra | In a 16-week randomized, double-blind, Manganese (as manganese

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 misieading.

o PO

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

Date: 1/5/0(9

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

s p Yo

Michael P. Devereux
Chief Operations Officer




INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY®

NF Formulas -~ PhytoPharmica &
Tyier Em:apsulatmns < V;tahne Formulas PHYTOPHA“M'CA'
9755 SW Cammerce Circle, Suite B2 \ 825 Chalienger Drsve, Green Bay, WI 5431 T 8328
ENZYMATIC THERADY Wilsonville, OR 97070 . ' P: 920.469.1313 - F: 888.570.6460 (Enzymatic)
R e P: 503.582.8386 -+ F: 503.582.0467 P: 920.469.9099 « F: 920.469.4418 (Phyto)
What Better feeis tive”
am————c—r——.,
January 5, 2006

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

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 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)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory

in nature.
PRODUCT NAME - ( ’STATEMENTSI \I‘N\GRE IENT(S) TOWHICH
' \ , . "THECLAIM REFERS = -
OsteoPrune@* Ultra Boron is an essermal nutrlenf for healthy Boron (as boron Krebs cycle
bones and joints.* 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.

Ledog

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

Date: 1/5/0(0

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

st oy

Michael P. Devereux
Chief Operations Officer




INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY®

NF Formuias « PhytoPharmica &
: Tyler Encapsulatlons « V!tahne Formuias P"YTOPHARM'C“V
9755 SW Commerce Circle, Suite B2 825 Challenger Drive Green Bay, WI 54311 8328
ENZYM ATIC THEBAI)Y ~ Wilsonville, OR 97070 P: 920.469.1313 ~ F: 888.570.6460 (Enzymatic)
et T P B g o P: 503.582.8386 ~ F: 503.582.0467 P: 920.469.9099 + F: 920.469.4418 (Phyto)
What Better feis iike" '
——
January 5, 2006

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810 |

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 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)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory

in nature,
PRODUCT NAME | R ! ATEMENTS : B
OsteoPrime®* Ultra Chmcal research showed boron Bomn (as boron I{rebs cycle
supplementatmn supported healthy bone chelates)
mineral density.

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

By: w(’lp‘l

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

Date: 1S/D

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

Sincerely,

s P fo s

Michael P. Devereux
Chief Operations Officer




INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®

NF Formulas : PhytoPharmica &
Tyler Encapsulations » Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drlve, Green Bay, Wl 54311 -8328
ENZYMATIC THERAPY Wilsonville, OR 97070 P;: 920.469.1313 ~ F: 888.570.6460 (Enzymatic)
TR D A o P: 30%.582.8386 ~ F: 503.582.0467 P: 920.469.9099 - F: 920.469.4418 (Phyto)

Waar Better feets tike”
January 5, 2006

Office of Nutritional Products, Labeling &
Dietary Supplements, HES 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 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)(1}(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory

in nature.
.PRODUCT NAME © STATEMENTS INGRENENT S JO: WHICH '
| OsteoPrime®* Ultré It is thought that t‘h'iAs beneficial support is Boroﬁ (as boron Krebs cycle

related to interactions between boron and chelates)
calcium, magnesiﬁm and vitamin D, which is
supported by the finding that supplemental
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.

o puiodd

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

Date: 1/5/0(0

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

Teie P Lpontf?

Michael P. Devereux
Chief Operations Officer




INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY®

N¥F Formulas « PhytoPharmica &
Tyler Encapsuiatzons ¢ Vttahne Formu!as PHYTOPHARMICA®
9758 SW Commerce Circte, Suote B2 825 Cha!}ﬁnger Dnve Green Bay, Wi 5431 1-8328
ENZYMATIC THERAPY Wilsorville, OR 97070 . P:920.469.1313 < F: 888.570.6460 (Enzymatic)
o . P: 503.582.8386 « F: 503.582.0467 P; 920.469.9099 « F: 920.469.4418 (Phyto)
Woat Better feeis Hke™
————
January 5, 2006

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

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 54311 has a labél 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)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the iramediate future, and may be exploratory

in nature.
PRODUCT - ‘ S - ATEMENTS élNGREBl NT ST OWHICH
NAME L - THE CEAIM'REFERS"

OsteoPrime®* Recent studies of strontium demonstrated it is a bone | Strontigm (as strontium
Ultra supportive mineral.* A review of strontium research chloride)

shows the mineral supports healthy bone remodeling,
healthy mineralization of bone tissue, and supg)orts
healthy distribution 6f bone mineralization.* >
Strontium is thought to both support both healthy
osteoclasts and healthy osteoblasts in bone.*

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

L0044

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

Date: is 06

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

ichael P. Devereux \S}Ajb’%

Chief Operations Officer




INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY®

NF Formufas - PhytoPharmica &
- Tyler Encapsulations - Vitaline Formulas PHYTOP"ARM'CA'
9755 SW Commerce Circle, Suite B2 825 Chaﬂenger Dnve Green Bay, Wl 5431 1-8325
ENZYMATIC THEBAPY Wilsonville, OR 97070 P: 920.469.1313 . F: 888.570.6460 (Enzymatic)
e e P: 503.582.8386 - F: 503.582.0467 P: 920.469.5099 ~ F: 920.469.4418 (Phyto)
woat Betier feels tee™
ap———
January 3, 2006

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 8§10

Center for Food Safety and Applied Numtmn
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 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)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory

in nature.
PRODUCT | ‘ - STATEMENTS S ﬁlNGREQ&ENZF SYTO: WHIGH‘?
‘NAME e . THE CLAIM'REFERS
OsteoPrime®* Silicon has recently been reco’gni‘zed as an key Silicon (as magnesium
Ultra nutrient that is important in small amounts for bone trisilicate)

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 (dense compact bone in adults).*

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.

Lugodd

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

Date: { /S /oL

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

Smce;ﬁ/ M P &“' L
Michael P. Devereux Mslﬂ
Chief Operations Officer




INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY"

NF Formulas « PhytoPharmica &
Tyler Encapsulations + Vitaline Formutas PHVTDP"ARM'CA'
9755 SW Commerce Circle, Suite B2 825 Chal!enger Dnve, Green Bay, Wl 5431 1—8328
ENZYMATIC THERAPY Wilsonvitle, OR 97070 P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
ey P: 503.582.8386 - F: 503.582.0467 P: 920.469.9099 - F: 920.469.4418 (Phyto)
What Better feels itke™
———
January 5, 2006

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

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 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){1)(C) of the act and comply with section 403(r)(6) of the act, These claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory
in nature.

STATENENTS

‘;EPRODUCT%NA'ME :i' :

OsteoPrime®* Ultra Phosphorus provxdes nutritional support of healthy Phosphorus (as tncalcxum
bones.* phosphate)

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: wolﬁ{

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

Date:  I/5/06

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

Sincergly,

Michael P. Devereux M ‘

Chief Operations Officer




INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY®

NF Formutas « PhytoPharmica &
Tyler Encapsutatxons ™ Vitahne Formuias PHYTOP“ARM'CA.
9755 SW Commerce Cm:le, Su[te B2 825 Challenger Drtve C.reen Bay, W! 5431 1-8328
ENZYMATIC THE BAPY Wilsonville, OR 97070 P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
o E oA A P: 503.582.8386 + F: 503.582.0467 P: 920.469.9099 « F: 920.469.4418 (Phyto)

woat Better feels ine”
a———————,
January 5, 2006

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

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 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){1)(C) of the act and comply with section 403(r)}(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory

in nature.
PRODUCT | © STATEMENTS o INGREDIENT(S) TO%NH!GH;;
_ "NAME: , o ) | THE.CLAIMREFERS
OsteoPrime®* Recent research has shown phosphorus and calcium Phqsphoms (as tricalcinm
Ultra work together to support healthy mineralization of phosphate)

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
health.*

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

substantiation that thestatements jj truthful and not misleading,
By: iz'u em

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

Date: /s /O{Q

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

Sincerely, [:)
1~ i |
Midhael P, Devereux \}}U Z

Chief Operations Officer




INTEGRATlVE\ THERAPEUTICS INC.” ENZYMATIC THERAPY'
NF Formuijas + PhytoPharmica

Tyler Ehcapsuiatxons @ Vjtallne Formuias PHYTOPHARMICA‘
9755 SW Commerce Circle, Suite BZ 825 Cha!tenger Drvve Green Bay, Wl 54311 8328
ENZYMATIC THEBAPY ~ Wilsanville, QR 97070 P: 920.469.1313 . F: 888.570.6460 (Enzymatic)
[ P: 503.582.8386 ~ F: 503.582.0467 P: 920.469.9099 . F: 920.469.4418 (Phyto)
woar Beller jets ke
———————
January 5, 2006

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

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 Distsibuted 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)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory
in nature.

PRODUCT | - - - STATEMENTS TR U;INGREN NT(S) T

CNAME L e THE'CLAIME
OsteoPrime®* The results of two studies suggest that taking folic acid, | thannn B6 (as pyridoxine
Ultra vitamin B6, and vitamin B12 may support bone HC1), Vitamin B12 (as

mineral density by reduction of homocysteine levels.* | cyancobalamin), Folic Acid

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. )

Lufegdd

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

By:

Date: i/s/ow

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

Sincerely,

Mided L lpinp?

Chief Operations Officer




INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY"®

NF Formuias « PhytoPharmica &
Tyler Encapsu!ations Vltalme Formulas PHYTOPHARM“:A'
9755 SW Commerce Circle, Suite B2 825 Chaﬂenger Drlve, Green Bay, Wi 5431 1-8328
ENZYMATIC THEBAPY \Wﬂsonwﬁe, OR 97070 P: 920.469.1313 - F: 8B88.570.6460 (Enzymatic)
TR R TR sy w P: 503.582.8386 « F: 503.582.0467 P: 920.469.9099 . F: 920.469.4418 (Phyto)

Woat Betler feels e
January 5, 2006

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

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 54311 has a labe] 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)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory

in nature.
PRODUCT S y STATEMENTS R wINGRE/ IENT S‘TOEWHIGH@}
“'NAME L -1 THECLAIN REFERS"
OsteoPrime®* Study resuhs shaw folic aud supports healthy Folw Acid
Ultra homocysteine levels.*

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

04

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

By:

Date: //5/0(0

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

S/iﬂ / p ‘ \}MM(”

Michael P. Devereux
Chief Operations Officer




INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY"

NF Formulas + PhytoPharmica &
Tyler Encapsulations » Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wi 54311-8328
Witsonville, OR 97070 . P:920.469.1313 : F: 888.570.6460 (Enzymatic)
; . P: 503.582.8386 » F1 503.582.,0467 P: 920.465.9099 « F: 920.469.4418 (Phyto)
Whar Betler feels ke
A
January 5, 2006

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810 ‘

Center for Food Safety and Applied Nutrition
Food and Drug Administration '
5100 Paint Branch Parkway

College Park, MD 20740

RE: Labe!l 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)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or pian to market in the immediate future, and may be exploratory
in nature.

PRODUCT | o - STATEMENTS: '(S).TO WH
‘NAME . . ‘ y - < THE‘CEAIMREFERS !
OsteoPrime®* May help vitamin K activity in bone metabolism* Vitamin B6 (as pyridoxine
Ultra | HCY)

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. ’

o Ui

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

Date: 3/5 /D(o

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

Sincergly,
ib [\) R \}}A)
Michael P. Devereux

Chief Operations Officer




INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®

NF Formulas » PhytoPharmica &
Tyler Encapsulatsons - thalme Formuias PHYTOPHARMICA®
. 9755 SW Commerce Circle, Suite B2 825 Cha!tenger Dnve, Green Bay, WI 5431 1—8328
ENZYM ATIC THEBADY Wilsonville, OR 97070 P: 920.469.1313 = F: 888.570.6460 (Enzymatic)
ettt ma oo P: 503,582.8386 « F: 503.582.0467 P: 920.469.9099 . F: 920.469.4418 (Phyto)
WhatBetteTfeels ke
ap——————

January 5, 2006

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

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 Manufacturcd 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. Enzymatxc Therapy, Inc. wishes to take advantage
of the exemption to section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory

in nature.
‘PRGDUCT R STATE’MENTS : ﬂ‘lNGREB‘I NT (S TOW
NAME i : . o co b THE'CLAIMREFER! )
OsteoPrime®* Combined with folate, reduced homocysteine levels Vitamin B12 (as
Ultra and supported bone health in both men and women.* cyanocobalamin)

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.

L0044

Robert C, Doster
Title; Senior Vice President of Scientiﬁq Affairs

Date: ‘/.5/0(9

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

}) £ P L

Michael P. Devereux
Chief Operations Officer




INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY®

NF Formulas « PhytoPharmica \ &
Tyler Encapsufations + Vitaline Formulas - PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wl 54311-8328
ENZYMATIC THBBAPY Wilsonville, OR 97070 P:920.469.1313 : F: 888.570.6460 (Enzymatic)
o m b n o n . P:503.582.8386 + F:503.582.0467 . P:920.469.9099 « F:920.469.4418 (Phyto)
What Better feeis like” A
———————
January 5, 2006

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

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 54311 has a label that confains 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)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory

in nature,
- PRODUCT S STATEMENTS
NAME. ) L g FER!
OsteoPrime®* Vitamin C supports the hcalthy formation of Vltamm C (ascorbxc ac1d)
Ultra procollagen (a precursor to collagen), supports collagen
synthesis, and stimulates healthy bone formation.*

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.

Lug0d4.

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

By:

Date: i/s /ol

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at

(920) 406-3608.

Michael P. Devercux
Chief Operations Officer

Singerely,

N
5

L e
SR z&@‘haﬁ A



INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY"®

NF Formulas = PhytoPharmica &
Tyler Encapsulatlons V;talme Formutas PHYTOPHARMICA®
9755 5SW Commerce Circle, Sulte B2 825 ChaHenger Dnve, Green Bay, W! 54311 8328
ENZYMATIC THE KAPY Wilsonville, OR 97070 P: 920.469.1313 ~ F: 888.570.6460 (Enzymatic)
Ce g TR P: 503.582.8386 - F: 503.582.0467 P: 920.469.9099 < F: 920.469.4418 (Phyto)
What Better  feels fike”
am————
January 5, 2006

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

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 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)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory

in nature.
"PRODUCT - | " :STATEMENTS \ R EINGREEIENT S ?TGéWHlCH;
“NAME Lo » L THE CLAIM REFERS
OsteoPrime®* Clinical research demonstrates that vitamin C Vitamin C (ascorbic acid)
Ultra supplement use supports healthy bone mineral

density.* A study. of 770 women who took at least
500mg of calcium and vitamin C had support of
healthy bone mineral density in the lambar 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.

wom

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

Date: 1/.5 /06

LY

By:

If you have any questions, please contact Robert Doster Senior Vice Presxdent of- Scwnnﬁc Affairs at

(920) 406-3608.

ael P. Devereux

Sincegely,

Mi

Chief Operations Officer




INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY®

) NF Formutas » PhytoPharmica &
Tyler Encapsulations ¢ Vitaline Formulas PHYTOPHARMICA®
. 9755 3W Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wi 54311-8328
ENZYMATIC THEBAPY Wilsonvilie, OR 97070 P: 920.469.1313 - F: 888.570.6460 (Enzymatic)
s gL T P: 503.582.8386 ~ F: 503.582.0467 P: 920.469.9099 « F: 920.469.4418 (Phyto)
what Better feeis ke ’
———
January 5, 2006

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

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, Greéen 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)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory

in nature.
PRODUCT L - STATEMENTS - |'INGREDIENT(S) TO:WHICH
NAME |~ ‘ o . ' o - THE/.CLAIMREFERS -
OsteoPrime®* Research has demonstrated supplementation with Vitamin D3 (as cholecalciferol)
Ultra vitamin D3 and calcium may be especially important
during the winter months.*

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.

o puogd

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

\

Date: 1/5/0(9

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

SmW P &/n

Michael P. Devereux
Chief Operations Officer




INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY®

NF Formulas « PhytoPharmica &
Tyler Encapsulat:ons + Vitaline Formuias PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wi 5431 1«8328
ENZYMATIC THEB_APY Wilsonville, OR 97070 P: 920.469.1313 » F: 888.570.6460 (Enzymatic)
ORI Sl LN S P: 503.582.8386 - F: 503.582.0467 P: 920.469.9099 - F: 920.469.4418 (Phyto)

woar Better feeis ke
January 5, 2006

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

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 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)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory
in nature.

PRODUCT ‘ o STATEMENTS | INGREDIENT(S) TOWHICH-
NAME ' .| THE CLAIMREFERS'
OsteoPrime®* Vltamm K 1nﬂuences osteocalcin, a protem in- bone to | Vitamin K (as phytonadione)
Ultra attract calcium and support bone mineralization.*

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.

o L0044

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

Date: //S/O(o

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

Sincezely,

Michael P. Devereux M Z

Chief Operations Officer




INTEGRATIVE THERAPEUTICS INC.” ’ ENZYMATIC THERAPY®

} NF Formulas « PhytoPharmica &
Tyter Encapsulatlons - Vlta!me Formulas PHVTOPHARM'CA'
9755 SW Commerce Circle, Suite B2 825 Challenger Dnve, Green Bay, Wl 5431 1-8328
ENZYMATIC THE BAPY - Wilsonville, OR 97070 P: 920.469.1313 » F: 888.570.6460 (Enzymatic)
e m e T E s T i P: 503.582.8386 : F: 503.582.0467 P: 920.469.9099 « F: 920.469.4418 (Phyto)
Woat Better feels like”
p——————
January 5, 2006

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

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 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)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently imarket or plan to market in the immediate future, and may be exploratory

in nature.
PRODUCT S , STATEMENTS LT NGREQIENT(S! TO:WHICH -
NAME. ‘ | . THECLAIMREFERS -
OsteoPrime®* A 3-year, double«bhnd p}acebo-controllcd mterventlon thalmn K (as phytonadione)
Ultra study of 155 woren found that vitamin K1 may
substantiaily 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 misieading.

Lugodd

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

Date: ’/5 /Db

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

"Wt P &wp

Michael P. Devereux
Chief Operations Officer




INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY"®

NF Formulas » PhytoPharmica &
Tyler Encapsulations - Vitaline Formuias PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 - 825 Challenger Drive, Green Bay, Wl 54311-8328
ENZYMATIC THERADY wilsonville, OR 97070 P: 920.469.1313 . F: 888.570.6460 (Enzymatic)
i Em Ry e P E D P: 503.582.8386 « F 503.582.0467 P: 920.469.9099 « F: 920.469.4418 (Phyto)
Woat Betler feeis like”
———
January 5, 2006

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

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 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)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory

in nature.
‘PRODUCT . .STATEMENTS T(S):TOWHICH
NAME . | . . el ] M-REFERS"
OsteoPrime®* There have been several clinical studies for natto for Natto (fermented soybeans
Ultra bone support.® , containing 45 mcg of Vitamin
: K2 as Menoquinone -7)

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.

Lueedd

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

Date: 1/5 /‘:’(ﬂ

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

Singerely

ichael P. Devereux
Chief Operations Officer




INTEGRAT!VE; THERAPEUTICS INC.™ ENZYMATIC THERAPY®
NF Formulas - PhytoPharmica &

Tyler Eﬁcapsulations = Vitahne Formu!as PHYTOP"ARNHCA'
: 9755 SW Comm&rce Circle, Swte B2 825 Chaﬂenger Dr:ve, Green Bay, Wl 54311 8328
ENZYMATIC THEBAPY Wilsonviile, OR 97070 P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
i e P: 503.582.8386 -« F; 503.582.0467 P: 920.469.9099 + F: 920.469.4418 (Phyto)

waat Better feels tive™
January 5, 2006

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS §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 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)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory

in nature.
PRODUCT \ STATEMENTS R 1NGREB!ENT S TOWHICH,
OsteoPrime®* One study compared the bioavailability and absorption Natto (fermented soybeans
Ultra rates between Natto K2 and vitamin K 1. For six weeks | containing 45 meg of Vitamin

participants received either vitamin K1 or Natto K2 (as | K2 as Menoquinone -7)
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
hngher blood levels of vitamin K compared those
receiving vitamin K1.*

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

substantiation that tlp sta‘?xéxixpi‘ze truthful and not misleading.

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

Date: 2/5 /0(0

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

Rilp b

Michael P. Devereux
Chief Operations Officer




INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®

NF Formulas = PhytoPharmica &
Tyler Encapsulations « Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Sulte B2 825 Chailenger Drove, Green Bay, WI 543'(1 8328
ENZYMATIC THEB_APY Wilsonville, OR 97070 P: 920.469.1313 - F: 888.570.6460 (Enzymatic)
O R T P: 503.582.8386 « F: 503.582.0467 P:920.469.9099 + F: 920.469.4418 (Phyto)
woar Better feels ike” A
amc———
January 6, 2006

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

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 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)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory

in nature.
PRODUCT - .STATEMENTS JNGREDIENTQS)’I’O ;
OsteoPrime®* Clinical research has found that chromium supports Chromum (as chrotmum
Ultra healthy urinary calcium excretion.® aspartate)

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: w L 1‘”4

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

Date: i/éo {o

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

Sincerely,

Jobd P by

Michael P. Devereux
Chief Operations Officer




INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY"®
NF Formulas «~ PhytoPharmica

Tyler Encapsulat:ons « V;taime Formulas PHYTOPHARM'CA'
9755 SW Commerce Circie, Suite B2 825 Challenger Dnve, Green Bay, Wl 5431 1—8328
ENZYM ATIC THEBAPY ~ Wilsonville, OR 97070 P: 920.469.1313 - F: 888.570.6460 (Enzymatic)
e B E R AT E P: 503.582.8386 . F: 503.582.0467 . P 920.469.9099 « F: 920.469.4418 (Phyto)
Whar Better feets tike™
gp——
January 6, 2006

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

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 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)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory
in nature.

‘PRODUCT« o N

"NAME | . WH,
OsteoPrime®* - Aaequate levels of molybdeﬁum are necessary for Molybdenum (as sodium
Ultra nufritional support of healthy bones and teeth.* molybdate) '

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

By:

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

Date: ‘i/fo /ob

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

Sincerely,




INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®

NF Formulas « PhytoPharmica &
Ty(er Encapsu!at(ons 7 Vutahne Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Chailenger Dnve, Green Bay, Wl 5431 1-8328

ENZYMATIC THEBAPY Wilsonvilie, OR 97070 P: 920.469.1313 - F: 888.570.6460 (Enzymatic)

P R R DT P: 503.582.8386 « F: 503.582.0467 P: 920.469.9099 : F: 920.469.4418 (Phyto)

What Better feels itke”

——
January 6, 2006

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810 |

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 productis 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)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory

in nature.

PRODUCT :  STATEMENTS: = - - | I
NAME PR o s
OsteoPrime®* ﬁetaine is linked to ﬁealthy Bomocysteine levels, a - Betaine HCI

Ultra variable in healthy bone metabolism.*

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

U044

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

Date: e (ol

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

SIHCM [3 &,w

Michael P. Devereux
Chief Operations Officer




ENZYMA

[NTEGRATIVE THERAPEUTICS INC.”
NF Formulas « PhytoPharmica
Tyler Encapsulations - Vitaline Formulas

9755 SW Commerce Circle, Suite B2

TIC THEBAPY Wilsonville, OR 97070
iR m e T - P: 503.582.8386 « F: 503.582.0467
what Better feeis tike™
——————,
January 6, 2006

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

RATY NNTAN

r~ 1t . n__1_
College Park, MD 20740
RE: Label Claims/Disclaimers.

Dear Sir or Madam:

ENZYMATIC THERAPY"®
&
PHYTOPHARMICA®

825 Challenger Drive, Green Bay, Wl 54311-8328
P: 920.469.1313 - F: 888.570.6460 (Enzymatic)
P: 920.469.9099 - 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 54311 hasa labe{ 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)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory
in nature.

'PRODUCT NAME STATEMENTS

o« " REFERS -, - 7
Thiamin (as thiamin HCl)

OsteoPrime®* Ultra Members of the B vitamin grouf), péntothenivc acid,

vitamin B1, and niacinamide support healthy -
homocysteine levels, a factor associated with
healthy bone mineral density.*

(vitamin B1), Niacin (as
niacinamide), Pantothenic Acid
_(as calcium D-pantothenate)

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: wow;l-

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

e lote

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

Date:

Sincerely,

0P Qe

Michael P. Devereux
Chief Operations Officer




INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY®
NF Formuias « PhytoPharmica &

Tyler Encapsulat!ons “ V!talme Formufas PHYTOPHARMICA‘
9755 SW Commerce Circle, Suite B2 825 Chailenger Drwe, Green Bay, WI 5431 1 -8328
ENZYMATIC THEBAPY Wilsonville, OR 97070 P: 920.469.1313 . F: 888.570.6460 (Enzymatic)
. Vg a nn - P:503.582.8386 - F:503.382.0467 P: 920.469.9099 - F: 920.469.4418 (Phyto)
WbarBetter feels like™
——————
January 6, 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 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 totake advantage
of the exemption to section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory
In nature.

PRODUCTNAME | - : STATEMENTS .
OsteoPrime®* Ultra \ Supports healthy bone cell functioning and has - Rlboﬂavm {vitamin BZ)

antioxidant activity.*

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.

LLoedd

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

Date: olote

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

Smm/ p &M

Michael P. Devereux
Chief Operations Officer




INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®
NF Formulas + PhytoPharmica &

Tyler Encapsulations - Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wl 54311-8328
ENZYMATIC THERADY Wilsonvilie, OR 97070 P: 9204691313 « F: 888.570.6460 (Enzymatic)
e ma o P: 503.582.8386 . F: 503.582.0467. P: 920.469.9099 - F: 920.469.4418 (Phyto)
What Better feeis like™
am—————
January 6, 2006

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

E: La

ANas

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)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory

in nature.
PRODUCT NAME |  STATEMENTS f
\ ' S \ o "REFERS _
OsteoPrime®* Ultra Helps support and maintain physiologic function = | Selenium (as sodium selenite)
inbone.*

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: ‘%}jowy{

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

Date: l /('p /0 b

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

Sincerely,

ichael P. Devereux &“' Z

Chief Operations Officer




% INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®

NF Formulas « PhytoPharmica &
Tyler Encapsulations - V:tahne Formulas PHYTOPHARMICA®
9755 5W Commerce Ctrcle, Suite BZ 825 Chaﬂenger Drlve Green Bay, Wl 5431 1 -8328
ENZYMATIC THEB_APY Wiisonville, OR 97070 P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
e P: 503.582.8386 - F: 503.582.0467 P: 920.469.9099 « F: 920.469.4418 (Phyto)

Woat Better feels tiver
January 6, 2006

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810

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 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}(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are
not necessarily for a product we currently market or plan to market in the imamediate future, and may be exploratory

in nature.
PRODUCT NAME STATEMENTS |- INGREDIENT( S) TO. WHICH THE CLATM
e o R L ‘REFERS . - L o
OsteoPrime®* Ultra The exclusive formulation Vltamm C (ascorblc acid), Vitamin D (as
is ideal for women in cholecalciferol), Vitamin X (as phytonadione),
perimenopause and Thiamin (as thiamin HCl) (vitamin B1), Riboflavin

menopause, phases critical | (vitamin B2}, Niacin (as niacinamide), Vitamin B6 (as
to the lifelong health of pyridoxine HCY), Folic Acid, Vitamin B12 (as
bones.* cyancobalamin), Pantothenic Acid (as calcium D-
pantothenate), Calcium (from calcium carbonate,
tricalcium phosphate, calcium lactate, calcium Krebs
cyele chelates, and calcium citrate), Phosphorus (from
tricalcium phosphate), Phosphorus (from tricalcium
phosphate), Magnesium (as magnesium oxide and
magnesium aspartate), Zinc (as zine 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 vitamin K2 as menaquinone-7),
Betaine HCl, Strontium (as strontium chloride), Silicon
(as sodium metasilicate), Boron (as boron Krebs cycle
chelates)




R

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.

oy L1004

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

Date: ! /&? /0(0

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



