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INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY"
NF Formulas « PhytoPharmica_ & .
, Tyler Encapsulations ¢ Vitaline Formulas PHYTOPHARMICA
e 9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wi 54311-8328
ENZYMATIC THEBAPY ’ Wilsonvilie, OR 97070 . - P920469.1313 « F 888.§79.6_qu (Enzymatic)
INCEORPORATED P: 503.582.8386 ¢ F: 503.582.0467 ? 7 9 ﬁezo.g&am &22 92@,??2\?18 (Phyto)
Wwoat Better fels tiver C ’ -
—————
June 3, 2005
Office of Nutritional Products, Labeling & A JUR 7w

Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrition )
Food and Drug Administration e RIT
5100 Paint Branch Parkway T
College Park, MD 20740 I

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.

OsteoPrime®* Dietary supplement to ilicon (as magnesium trisilicate), Vitamin
Ultra promote bone health” B12 (as cyanocobalamin), Selenium (as
sodium selenite), Calcium (from tricalcium
phosphate, caicium carbonate, calcium
lactate, caicium Krebs cycle chelates, citrate
carbonate), Phosphorus (as tricalcium
phosphate), Strontium (as strontium
chioride), Manganese (as manganese
aspartate), Molybdenum (as sodium
molybdate); Sodium (from Sodium Molybdate
Dihydrate), Chromium (as chromium
aspartate), Betaine HCI, Magnesium (as
magnesium oxide and magnesium
aspartate), Boron (as boron Krebs cycle
chelates), Vitamin C (ascorbic Acid), Vitamin
K (as phytonadione), Vitamin D3 (as
cholecalciferol), Zinc (as zinc picolinate),
Copper (as copper gluconate), Pantothenic
Acid {as calcium D-pantothenate), Thiamin
(as thiamin-HCI) (vitamin B1), Vitamin B6 (as
pyridoxine HCI), Niacin (as niacinamide),
Folic Acid, Riboflavin (vitamin B2), Natto
(fermented soybeans containing 45 mcg of
Vitamin K2 as Menaguinone — 7)
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I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has
substantiation that the statcments are truthful and not misleading.

o pLieda

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

Date: ___[g /3 /@5

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at
(520) 406-3608.

Sincerely,

VLR

Chief Financial Officer

OsteoPrime Ultra le



INTEGRATIVE THERAPEUTICS INC.” . ENZYMATIC THERAPY®

NF Formuias « PhytoPharmica & .
Tyler Encapsulations ¢ Vitaline Formulas FHYTOPHARMICA
9755 SW Commerce Circle, Suite B2 - 825 Challenger Drive, Green Bay, W1 54311-8328
ENZYMATIC THERAPY ~ Wilsonville, OR 97070 P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
I INCORPORATED P: 503.582.8386 « F: 503.582.0467 P: 920.469,9099 o F: 920.469.4418 (Phyto)
Wwoar Better feels tike”
ap—————
June 3, 2005

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. :

OsteoPrime®
Ultra

Magnesium activates enzymes that | Magnesium (as magnesium oxide and
help form new calcium crystals.* | magnesium aspartate)

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.

L pdedd

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

Date: é /3/05

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

Michael P. Devercux
Chief Financial 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
ENZYMATIC THERAPY Wiisonville, OR 97070 P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
I NCORPORATED P: 503.582.8386 « F: 503.582.0467 P: 920.469.9099 « F:'920.469.4418 (Phyto)
woat Betler feels tike”
A——————
June 3, 2005

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 foture, and may be exploratory
in nature.

i RE
OsteoPrime®* Calcium is important - more than | Calcium (from tricalgium phosphate,
Ultra 99% of the body's calcium is found | calcium carbonate, calcium lactate,
in the bones and teeth. But the calcium Krebs cycle chelates, citrate
body also needs vitamin D to carbonate), Vitamin D3 (as
properly use calcium and cholecalciferol)
phosphorus. :

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.

L4044

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

Date: é /5/ as

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

JELY P donp

Michael P. Devereux
Chief Financial Officer
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‘ ) INTEGRATIVE THERAPEUTICS INC." ENZYMATIC THERAPY®
- &

e NF Formulas « PhytoPharmica & .
Tyler Encapsulations < Vltalme Formulas PHYTOPHARMICA
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wl 543711-8328
ENZYM ATIC THEBAPY Wilsonville, OR 97070 P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
B Y e P: 503.582.8386 ~ F: 503.582.0467 P: 920.469.9099 « F: 920.469.4418 (Phyto)
Woar Better feeis tike”
———
June 4, 2005

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

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

MNallasn Dol
\.,uﬂv;gc Pm}\, 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.

OsteoPrime® Suports and maintains T Silicon (as agnesidm tfisilcate) itamin
Ultra healthy bones and bone B12 (as cyanocobalamin), Selenium (as
structure.* sodium selenite), Calcium (from tricalcium

phosphate, calcium carbonate, calcium
lactate, calcium Krebs cycle chelates, citrate
carbonate), Phosphorus (as tricalcium
phosphate), Strontium (as strontium
chloride), Manganese (as manganese
aspartate), Molybdenum (as sodium
molybdate), Sodium (from Sodium Molybdate
Dihydrate}, Chromium (as chromium
aspartate), Betaine HCI, Magnesium (as
magnesium oxide and magnesium
aspartate), Boron (as boron Krebs cycle
chelates), Vitamin C (ascorbic Acid), Vitamin
K (as phytonadione), Vitamin D3 (as
cholecalciferol), Zinc (as zinc picolinate),
Copper (as copper glucoﬂate), Pantothenic
Acid (as calcium D-pantothenate), Thiamin
(as thiamin HCI) (vitamin B1), Vitamin B6 (as
pyridoxine HCI), Niacin (as niacinamide),
Folic Acid, Riboflavin (vitamin B2), Natto
(fermented soybeans containing 45 mcg of
Vitamin K2 as Menaquinone — 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.

I

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

By:

Date: b /‘//DS

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

TLs P '&Mp

Michael P. Devereux
Chief Financial Officer

OsteoPrime Ultra 4¢



INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®

NF Formulas » PhytoPharmica ) &
Tyler Encapsulatmns ® thaline Formulas PHYTOFPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Chalienger Drwe, Green Bay, Wi 5431 1-8328
ENZYM ATIC TH EBAPY Wilsonville, OR 97070 ) P: 920.469.1313 + F: 888.570.6460 (Enzymatic)
P T T P: 503.582.8386 ~ F: 503.582.0467 P: 920.469.9099 « F:920.469.4418 (Phyto)
WbarBetterfeezs Like!
A —,
June 4, 2005

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 Enzymauc
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.

OsteoPrime®* The body needs vitamin D to Phosphorus (as tncalcxum phosphate),
Ultra utilize calcium and phosphorus Vitamin D3 (as cholecalctferol)
properly for building strong bones
and teeth.*

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

oA

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

Date: Q / 17//05

By:

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

JELl P -fonp

Michael P. Devereux
Chief Financial Officer
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INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY"®

NF Formulas « PhytoPharmica ] & .
Tyler Encapsulat:ons - Vitalme Formulas P'HYTQP"ARM'CA
9755 SW Cammerce Circle, Suite B2 825 Cha"engﬂr Prive, Green Bay, Wi 5431 1 -8328
ENZYM ATIC THERADPY , Wilsonville, OR 97070 P: 920.469.1313 = F: 888.570.6460 (Enzymatic)
T LT R AT R DY P: 503.582.8386 - F: 503.582.0467 P: 920.469.9099 + F: 920.469.4418 (Phyto)
woar Better feels iike™
jombdiddid
June 4, 2005

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 Madan:

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.

:& e e y "
OsteoPrime®* Vitamin K aids the production of Vitamin K (as phytonadione)
Ultra osteocalcin, the supporting structure :

on which calcium crystailizes 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. -

T pued

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

Date: /p /[7//03

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

JELE P donpp

Michael P. Devereux
Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®

NF Formulas « PhytaPharmica & .
yler Encapsutahons ¢ V:tahne Formulas PHYTOPHARMICA
9755 SW Commerce Circle, Smte B2 825 Chailenger Drive, Green Bay, WI 5431 1-8328
ENZYMATIC THE RAPY Wilsonvilie, OR 97070 P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
G o e AT P: 503.582.8386 - F: 503.582.0467 P: 920.469.9099 « F: 920.462.4418 (Phyto)
wrar Better feets ke
a———————
June 6, 2005

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.

Manganese is needed for bone Manganese (as manganese aspartate)
mineralization and connective
tissue synthesis.*

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.

T ey

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

Date:  l / & / as

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

Michael P. Devereux
Chief Financial Officer

G
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INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY®

NF Formulas » PhytoPharmica ’ & .
‘ Tyler Encapsulatsons < Vutalme Formulas PHYTOPHARMICA
9755 SW Commerce Circle, Suite B2 825 Challenger Dnve, Green Bay, Wi 54311 8328
ENZYM ATIC THEBAPY ‘Witsenville, OR 97070 P: 920.469.1313 « F: 888,570.6460 (Enzymatic)
e o g P: 503.582.8386 ~ F: 503.582.0467 P: 920.469.9099 = F: 920.469.4418 (Phyto)
What Better feels Hker
A—————
June 6, 2005

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 necessarity for a product we currently market or plan to market in the immediate futire, and may be exploratory
in nature.

OsteoPrime®* | Studies show zinc, strontium, | Silicon (as magnesium trisilicate), Strontium
Ultra vitamin BB, vitamin C, silicon, (as strontium chloride), Boron (as boron
copper, and boron.also help | Krebs ‘cycle chelates), Vitamin- C (ascorbic
form the connective structures | Acid), Zinc (as-zin¢ p;cohﬂate) Copper (as
in bones.” copper gluconate) Vitamin B6 (as pyridoxine
' HCl) .

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. Boster -

Title: Senior Vice President of Scientific Affairs

Date: l // l / S

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

WP&»%

Michael P. Devereux
Chief Financial Officer

AT g e
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INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY®

NF Formulas « PhytoPharmica ) o & .
Tyler Encapsulatwns & v:talme Formuias . PHYTOPHARMICA
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)
A P: 503.582.8386 ~ F: 503.582.0467 P: 920.469.9099 « F: 920.469.4418 (Phyto)
WbatBetterfeeLcuke." ) ‘
A———————
June 6, 2005

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.

, " 4 =Rk
OsteoPrime®* | OsteoPrime Ultra, formulated Silicon {as magnesium trisilicate), Vitamin
Ultra by Alan Gaby, M.D., provides a | B12 (as cyanocobalamin), Selenium (as

balanced combination of these | sodium selenite), Calcium (from tricalcium

important nutrients to support phosphate, calcium carbonate, calcium

and maintain healthy bones.* lactate, calcium Krebs cycle chelates, citrate

< carbonate), Phosphorus (as tricalcium

phosphate), Strontium (as strontium
_chioride), Manganese (as manganese
aspartate), Molybdenum (as sodium
molybdate), Sodium (from Sodium Molybdate
Dihydrate), Chromium (as chromium
aspartate) Betaine HCI, Magnes:um (as
magnesium oxide and magnesium
aspartate), Boron (as boron Krebs cycle
chelates), Vitamin C (ascorbic Acid), Vitamin
K (as phytonadione), Vitamin D3 (as
cholecalciferol), Zinc (as zinc picolinate),
Copper (as copper gluconate), Pantothenic
Acid (as calcium D-pantothenate), Thiamin
(as thiamin HCI) {vitamin B1), Vitamin B6 (as
pyridoxine HCI), Niacin (as niacinamide),
Folic Acid, Riboflavin (vitamin B2), Natto

 (fermented soybeans containing 45 mcg of
Vitamin K2 as Menaguinone — 7)

T e
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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.

BIie

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

By:

Date: & /[0 /oS

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

Michael P. Devereux
Chief Financial Officer

OsteoPrime Ultra 9¢



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

Tyler Encapsulatxons o Vrtahne Formulas P"YTOPHARM'CA'
9755 SW Commerce Circle, Suite B2 825 Cha!}enger Drtve, Green Bay, Wi 5431 1—8328
ENZYMATIC THEBAPY Wilsonville, OR -$7070 P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
M RR AR AT E D P: 503.582.8386 - F: 503.582.0467 | P: 920.469.9099 « F: 920.469.4418 (Phyto)
Whar Better feeis tiver
———————
June 6, 2005

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 Manufacmrcd 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. ”

Vitamin K attracts caicium to Vitamin K (as phytonadzone) Natto
bone tissue.” {fermented soybeans containing 45 meg of
Vitamin K2 as Menagquinone — 7)

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.

S (L

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

Date: [0/(2 /DS

If you have any questions, please contact Robert Doster, Senior Vice Pres1dent of Scientific Affaxrs at
(920) 406-3608.

57 cerely, P

Michael P. Devereux
Chief Financial Officer

Z e -




INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®
Y

R NF Formulas « PhytoPharmica

Tyler Encapsulatxons « Vitaliné Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wl 54311-8328
ENZYM ATIC THEBAPY Wilsonville, OR 97070 P: 920.469.1313 » F: 888.570.6460 (Enzymatic)
R S Y R A e P: 503.582.8386 « F: 503.582.0467 P: 920.469.9099 + F: 920.469.4418 (Phyto)
Woat Better feeis tive?
——————
June 7, 2005

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 coritains 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 unmedlate future, and may be exploratory
in nature.

OsteoPrime®* Healthy bones need Silicon (as magnesium frisilicate), Strontium

Ultra Manganese, zinc, strontium, (as strontium chloride), Boron (as boron
vitamin B8, vitamin C, silicon, Krebs cycle chelates), Vitamin C (ascorblc
copper and boron to aid bone Acid), Zinc (as zinc picolinate), Copper (as
and connective tissue ~ | copper gluconate), Vitamin B6 (as pyridoxine
development.* u _ | HCI). Manganese (as manganese 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{
Robert C. Dbster
Title: Senior Vice President of Scientific Affairs

Date: @/7 /OS

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

Jedt P -&M,ﬂ

Michael P. Devereux
Chief Financial Officer
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INTEGRATIVE THERAPEUTICS INC.™ - ENZYMATIC THERAPY®
st NF Formulas ¢« PhytoPharmica &
Tyler Encapsulations « Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 + - 825 ChallangerDrive, Green Bay, Wi 54311-8328
ENZYMATIC THERAPY Wilsonville, OR 97070 P: 920.469.1313 » F: 888.570.6460 (Enzymatic)
et @ E R AT SO P: 503.582.8386 ~ F: 503.582.0467 P: 920.469.9099 « F: 920.469.4418 (Phyto)
What Beltler feeis ke
———————
June 7, 2005

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

LLLgh Ialls vl

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.

OsteoPrime®* OsteoPrime Ultra provides a Silicon (as magnesium trisilicate), Vitamin
Ultra balanced combination of B12 (as cyanocobalamin), Selenium (as
important nutrients to support | sodium selenite), Calcium (from tricalcium
and maintain healthy bones in | phosphate, ¢alcium carbonate, calcium
women and is targeted to work | jactate, calcium Krebs cycle chelates, citrate
especially well for women carbonate), Phosphorus (as tricalcium
during menopause.* phosphate), Strontium (as strontium
chioride), Manganese (as manganese
aspartate), Molybdenum (as sodium
molybdate), Sodium (from Sodium Molybdate
Dihydrate), Chromium (as chromium
aspartate), Betaine HCI, Magnesium (as
magnesium oxide and magnesium
aspartate), Boron (as boron Krebs cycle
chelates), Vitamin C (ascorbic Acid), Vitamin
K (as phytonadione), Vitamin D3 (as
cholecalciferol), Zinc (as zinc picolinate),
Copper (as copper gluconate), Pantothenic
Acid {as calcium D-pantothenate), Thiamin
(as thiamin HCI) (vitamin B1), Vitamin BB (as
pyridoxine HCI), Niacin.(as niacinamide),
Folic Acid, Riboflavin (vitamin B2), Natto
(fermented soybeans containing 45 mcg of
Vitamin K2 as Menagquinone —7)

f i iy AT I
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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. ’

I}

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

By:

Date: é /'7/05

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

27 P oy

Michael P. Devereux
Chief Financial Officer

OsteoPrime Ultra 12¢
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/INTEGRATIVE THERAPEUTICS INC."
NF Formulas « PhytoPharmica
~ Tyler Encapsulatlons & Vntaime Formu!as

9755 SW Commerce Circle, Suite BZ
Wilsonville, ©OR 97070
P: 503.582.8386 « F: 503.582.0467

ENZYMATIC THERADPY

AR DORERFORATER

Woat Better feess tike>

June 7, 2005

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:

ENZYMATIC THERAPY®
’ &
PHYTOPHARMICA®

825 Chaltenger Drive, 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, Packcd 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 curfently market or plan to market in the mxmedxate future, and may be exploratory

in nature.

OsteoPime@*
Ultra

OsteoPrime Ulfra provides a
balanced combination of
important nutrients to support
and maintain healthy bones in
women and is targeted to work
especially well for women
during menopause and post-
menopausal years.”

carbonate), Phesphorus (as tricalcium

Silicon (as magnesium trisilicate), Vitamin
B12 (as cyanocobalamin), Selenium (as
sodium selenite), Calcium (from tricalcium
phosphate, calcium carbonate, calcium
lactate, calcium Krebs cycle chelates, citrate

phosphate), Strontium (as strontium
chloride), Manganese (as manganese
aspartate), Molybdenum (as sodium
molybdate), Sodium (from Sodium Molybdate
Dihydrate), Chromium (as chromium
aspartate), Betaine HCl, Magnesium (as
magnesium ¢ oxide and magnesium
aspartate), Boron (as boron Krebs cycle
chelates), Vitamin C (ascorbic Acid), Vitamin
K (as phytonadione), Vitamin D3 (as
cholecalciferol), Zinc (as zinc picolinate),
Copper (as copper gluconate), Pantothenic
Acid (as calcium D~pantathenate) Thiamin
(as thiamin HCI) (vitamin B1), Vitamin B6 (as
pyridoxine HCI), Niacin (as niacinamide),
Folic Acid, Riboflavin (vitamin B2), Natto
(fermented soybeans containing 45 mcg of
Vitamin K2 as Menaquinone — 7)

oS 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.

pugodd

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

By:

Date: 4/7/0 S

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

(920) 406-3608.

Mlchael P. Devereux
Chief Financial Officer

Sincerely,

OsteoPrime Ultra 14e



JANTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY®
NF Formutas « PhytoPharmica &
Tyier Encapsulatsons » Vltahne Formulas PHYTOPHARMICA®
8755 SW Commerce Circle, Suite B2 825 Challenger Drlve, Green Ba_y, wi 54311 8328
ENZYMATIC THEBADY Wilsonville, OR 97070 P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
R R R R R e P: 503.582.8386 « F: 503.582.0467 P: 920,469.9099 - F: 920.469.4418 (Phyto)
What Betler feeis tike”
—————
June 7, 2005

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.

Osteoane@* Take Control of: Hot flashes, | Silicon (as magnesium trisilicate), Vitamin

Ulfra Night sweats, Low energy, B12 (as cyanocobalamin), Selenium (as
Mood swings, Restless sleep, | sodium selenite), Calcium (from tricalcium
Irritability, Calcium needs, phosphate, calcium carbonate, calcium
Inadequate vitamin Jevels* lactate, calcium Krebs cycle chelates, citrate

carbonate), Phasphorus (as tricalcium
phosphate), Strontium (as strontium
chioride}, Manganese (as manganese
aspartate), Molybdenum (as sodium
molybdate), Sodium (from Sodium Molybdate
Dihydrate), Chromium (as chromium
aspartate), Betaine HCI, Magnesium (as
magnesium oxide and magnesium
aspartate), Boron (as boron Krebs cycle
chelates), Vitamin C (ascorbic Acid), Vitamin
K (as phytonadione), Vitamin D3 (as
cholecalciferol), Zinc (as zinc picolinate),
Copper (as copper glucenate), Pantothenic
Acid (as calcium D-pantothenate), Thiamin
(as thiamin HCI) (vitamin B1), Vitamin B6 (as
pyridoxine HCI), Niacin (as niacinamide),
Folic Acid, Riboflavin (vitamin B2), Natto
(fermented soybeans containing 45 mcg of
Vitamin K2 as Menaguinone — 7)




. INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®

wada

NF Formulas « PhytoPharmica &
Tyler Encapsulations « Vitaline Formulas P“YTOP“ARM'CA'
) 9755 SW Commerce Circle, Sutte B2 825 ChaI{enger Drwe, Green Bay, Wl 5431 1 8328
ENZYM ATIC THERAPY  Wilsonville, OR 97070 P: 920.469.1313 » F: 888.570.6460 (Enzymatic)
PR T B R YR AT BT P: 503.582.8386 ~ F: 503.582.0467 P: 920.469.9099 « F: 920.469.4418 (Phyto)
What Better feels " 4
——————
June 7, 2005

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. 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. ;

Offers a balanced combination | Silicon (as magnesium trisilicate), Vitamin
of nutrients to support and B12 (as cyanocobalamin}, Selenium (as
maintain healthy bones, sodium selenite), Calcium (from tricalcium
including ‘calcium for strong phosphate, calcium carbonate, calcium

bones and teeth; magnesium to | lactate, calcium Krebs cycle chelates, citrate
help form new calcium crystals; | carbonate), Phosphorus (as tricalcium
and zinc, vitamin C, and boron | phosphate), Strontium (as strontium
to help form the connective chioride), Manganese (as manganese
structures of the bone™ aspartate), Molybdenum {as sodium

t molybdate), Sodium (from Sodium Molybdate
Dihydrate), Chromium (as chromium
aspartate), Betaine HCI, Magnesium (as
magnesium oxide and magnesium
aspartate), Boron (as boron Krebs cycle
chelates), Vitamin C (ascorbic Acid), Vitamin
K (as phytonadione), Vitamin D3 (as
cholecalciferol), Zinc (as zinc picolinate),
Copper (as copper gluconate), Pantothenic
Acid (as calcium D-pantothenate), Thiamin
(as thiamin HCI) (vitamin B1), Vitamin B8 (as
pyridoxine HCI), Niacin (as niacinamide),
Folic Acid, Riboflavin (vitamin B2), Natto
(fermented soybeans containing 45 mcg of
Vitamin K2 as Menaquinong — 7)

o
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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: we’&'{

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

Date: & /’2 /O..S

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

Sincerely,

Jert p Jpup

Michael P. Devereux
Chief Financial Officer

OsteoPrime Ultra 17¢



INTEGRATIVE THERAPEUTICS INC.” . ENZYMATIC THERAPY®

CNELE s ’
S \ NF Farmulas » PhytoPharmica &

" Tyler Encapsulations « Vitaline Formutas PHYTOPHARMICA®
, 9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wl 54311-8328
ENZYMATIC THEBAPY Wilsonville, OR 97070 - P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
et e AT E P: 503.582.8386 « F: 503.582.0467 P: 920.469.9099 « F: 920.469.4418 (Phyto)
What Better feeis tike” '
A———
June 7, 2005

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

Center for Food Safety and Applied Nuirition
Food and Drug Administration

5100 Paint Branch Parkway
College Park. MDD 20740

VLVEV & GLDy VAL &V iy

RE: Label Claims/Disclaime;rs

Dear Sir or Madam:

This letter is to notify you that the followmg 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,

OsteoPrtme@* Healthy bones needa variety of | Silicon (as magnesium tnsnhcate) Vitamin
Ultra nutrients o preserve adequate | B12 (as cyanocobalamin}, Selenium (as
mineral mass, and maintain sodium selenite), Calcium (from tricalcium
strong supporting structures.* | phosphate, calcium carbonate, calcium

‘ lactate, calcium Krebs cycle chelates, citrate
carbonate), Phosphorus {as tricalcium
phosphate), Strontium (as strontium
chloride), Manganese (as manganese
aspartate), Molybdenum (as sodium
molybdate), Sodium (from Sodium Molybdate
Dihydrate), Chromium (as chromium
aspartate) Betaine HCI, Magnesium (as
magnesium:oxide and magnesium
aspartate), Boron (as boron Krebs cycle
chelates), Vitamin C (ascorbic Acid), Vitamin
K (as phyionadsone),{ Vitamin D3 (as
cholecalciferol), Zinc (as zinc picolinate),
Copper (as copper gluconate), Pantothenic
Acid (as calcium D-pantothenate), Thiamin
(as thiamin HCI) (vitamin B1), Vitamin B6 (as
pyridoxine HCI), Niacin (as niacinamide),
Folic Acid, Riboflavin {vitamin B2), Natto
(fermented soybeans containing 45 mcg of
Vstamm K2 as Menaguinone ~ 7)




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

substantiation that the s*:étemﬁrés &e{ ‘[uthful and not misleading.

By:

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

Date: 6/¢ /05

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

Sincerely, 4 '
NN

Michael P. Devereux

Chief Financial Officer

OsteoPrime Ultra 18e



INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY'

NF Formuias « PhytoPharmica &
¢ Tyler Encapsulations « Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Chaﬂenger Drive, .Green Bay, Wi 54311 »8328
ENZYMATIC THEBAPY ( Witsonvilie, OR 97070 P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
R E e AT E O P: 503.582.8386 « F:503.582.0467 P: 920.469.9099 « F: 920.469.4418 (Phyto)
What Betler feeis like™
A ——.
June 8, 2005

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/Disclaimefs

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.

OsteoPrime®* Calcium is primary building Calcium (from tricalcium phosphate, calcium
Ultra material for bones - more than carbonate, calcium lactate, calcium Krebs
99% of the body's calcium is cycle chelates, citrate carbonate),
found in the bones and teeth.* Phosphorus. (as fricalcium 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.

LLg0dd

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

Date: & / g1 /05

L

By:

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

Sgncerely, p &‘N

Michael P. Devereux
Chief Financial Officer

e ; - R s T




INTEGRATIVE THERAPEUTICS INC.™ EMZYMATIC THERAPY®

NF Formulas - PhytoPharmica &
-+ Tyler Encapsulations « Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Challenger Drive, Green Bay, Wi 54311-8328

ENZYMATIC THEBAPY ' Wilsonville, OR 97070 P: 9200469.1313 - F: 888.570.6460 (Enzymatic)

T P: 503.582.8386 - F:503.582.0467 P: 920.46%9.9099 . F: 920.469.4418 (Phyto)

Woat Better feeis tive”

——————.
June 8, 2005

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 Jabel 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
n nature. )

OtoPrime* ]
Ultra

Magnesium (as magnesium oxide and
magnesium aspartate)

Magnesium is vital to the ongoing
process of bone formation.”

1 certify that the information cont;;ained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has .
substantiation that the statements.are truthful and not misleading.

T

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

Date: b /37/05

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

SincEIely, 7 /J &“

Michael P. Deverecux
Chief Financial Officer




. INTEGRATIVE THERAPEUTICS INC.” EﬂZYMATIC THERAPY®

NF Formulas «~ PhytoPharmica &
- Tyler Encapsulations « Vitaline Farmulas PHVTOP"ARM'CA'
9755 SW Commerce Circle, Suite B2 825 Chaﬂenger Dnve Green Bay, Wl 5431 1—8328
ENZYMATIC THE BAPY ‘ - Wilsonville, OR 97070 P: 920.469.1313 - F: 888.570.6460 (Enzymatic)
av e e : P: 503.582.8386 ~ F: 503.582.0467 P: 920.469.9099 - F:920.469.4418 (Phyto)
Whar Better feets tive”
a———
June §, 2005

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. 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.

Oseonm Smcon (as magnesmm msmcate) Vltamm
Ultra clinically proven to heip B12 (as cyanocobalamin), Selenium (as
reduce bone loss* sodium selenite), Calcium (from tricalcium

phosphate, calcium carbonate, calcium
lactate, calcium Krebs cycle chelates, citrate
carbonate), Phosphorus (as tricalcium
phosphate), Strontium (as strontium
chloride), Manganese (as manganese
aspartate), Molybdenum (as sodium
molybdate), Sodium (from Sodium Molybdate
Dihydrate), Chromium (as chromium
aspartate), Betaine HCl, Magnesium (as
magnesium oxide and magnesium
aspartate), Boron (as boron Krebs cycle
chelates), Vitamin C (ascorbic Acid), Vitamin
K (as phytonadione), Vitamin D3 (as
cholecalciferol), Zinc (as zinc picolinate),
Copper (as copper gluconate), Pantothenic
Acid (as calcium D-pantothenate), Thiamin
(as thiamin HCI) (vitamin B1), Vitamin B6 (as
pyridoxine HCI), Niacin (as niacinamide),
Folic Acid, Riboflavin (vitamin B2), Natto
(fermented soybeans containing 45 mcg of
Vitamin K2 as Menagquinone — 7)

v Foota et T X



I certify that the information contained in this notice is complete and accurate and that Enzymauc Therapy, Inc. has
s_bv_antmhnn that the statements are trathful and not m1s§eadm2

T el

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

Date: ___ é’/?/Og

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

Michael P, Devereux
Chief Financial Officer

OsteoPrime Ultra 21e



"INTEGRATIVE THERAPEUTICS INC.”

ENZYMATIC THERAPY*

m— f NF Formulas « PhytoPharmica &

\ Tyler Encapsutat;ons “ Vutalme Formu!as

9755 SW Commerce Circle, Suite B2
) Wilsonville, OR 27070
P: 503.582.8386 » F: 503.582.0467

ENZYMATIC THERADPY

IRl R R e B D

woar Better jeets tike™
a——————

June 8, 2005

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 Clahns/Disclaimefs

Dear Sir or Madam:

PHYTOPHARMICA®

825 Challenger Drive, 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(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 currenﬂy market or plan to market in the immediate future, and may be exploratory
in nature.

| OsteoPrime®
Ultra

Exclus:ve Formula including
Natto K2, which is clinically
proven to enhance calcium
absorption and -bone building
function.*

Silicon (as magnesium trisilicate), Vitamin
B12 (as cyanocobalamin), Selenium (as
sodium selenite), Calcium (from tricalcium
phosphate, calcium carbonate, calcium
lactate, calcium Krebs cycle chelates, citrate
carbonate), Phosphorus (as tricalcium
phosphate), Strontium (as-strontium
chioride), Manganese (as manganese
aspartate), Molybdenum (as sodium
molybdate), Sodium (from Sodium Molybdate
Dihydrate), Chromium (as chromium
aspartate), Betaine HCl, Magnesium (as
magnesium oxide and magnesium
aspartate), Boron (as boron Krebs cycle
chelates), Vitamin C (ascorbic Acid), Vitamin
K (as phytonadione), Vitamin D3 (as
cholecalciferol), Zinc (as zinc picolinate),
Copper (as copper gluconate), Pantothenic
Acid (as calcium D-pantothenate), Thiamin
(as thiamin HCI): (vitamin B1), Vitamin B6 (as
pyridoxine HCI), Niacin (as niacinamide),
Folic Acid, Riboftavin (vitamin B2), Natto
(fermented soybeans containing 45 mcg of
Vitamin K2 as Menaquinone — 7




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

substantiation that the s;atemeatsﬂﬁ {\;thful and not misleading.

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

Date: b / 9/’9 S

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

WM»»#

Michael P. Devereux
Chief Financial Officer

OsteoPrime Ulira 23e



