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INTEGRATIVE THERAPEUTICS INC.™. ENZYMATIC THERAPY®

NF Formulas « PhytoPharmica & .
valer Encapsuiatmns « Vitaline Formulas ’ PHYTOPHARMICA
9755 SW Cgmmerce Circle, Sul’te B2 825 Chalk&nger Drlve, Green Bay, Wi 54311 8328
ENZYMATIC THERAPY f " Wilsonwille, OR 97070 - P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
I NEORPOEATED P: 503.582.8386 - F: 503.582.0467 P: 920.469.9099 . F: 920.469.4418 (Phyto)
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September 8, 2005 | R

Office of Nutritional Products, Labeling & 4
Dietary Supplements, HFS 810 o SEF 15 2005
Center for Food Safety and Applied Nutrition \ e RO
Food and Drug Administration Lo Lot e
5100 Paint Branch Parkway S S -
College Park, MD 20740 | * B e

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®*

While OsteoPrime Vitamin C (ascorbic acid), Vitamin D (as cholecalciferol),
contains 23 ingredients Vitamin K (as phytonadione), Thiamin (as thiamin HCI)
associated with bone (vitamin B1), Riboflavin (vitamin B2), Niacin (as

health benefits, the niacinamide), Vitamin B6 {(as pyridoxine HCI), Folic
following 15 vitamins. | Acid, Vitamin B12 (as cyanocobalamin), Pantothenic

and minerals have been- | Acid (as calcium D-pantothenate), Calcium (from

the subject of the most tricalcium phosphate, calcium carbonate, calcium lactate,
extensive research calcium Krebs cycle chelates, and calcium citrate),
showing their impact on | Phosphorus (from tricalcium phosphate), Magnesium (as
bone health.* | magnesium oxide and magnesium aspartate), Zinc (as zinc

picolinate), Selenium (as sodium selenite), Copper (as
copper gluconate), Manganese (as manganese aspartate),
Chromium (as chromium aspartate), Molybdenum (as
sodium molybdate), Sodium, Betaine HCI, Boron (as
boron Krebs cycle chelates), Silicon (as magnesium
trisilicate), Strontium (as strontium chloride)

16767

eoPrime 20e



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.

pugedd

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

By:

Date: ('7/‘3/0 S

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

Sincerely, g

Michael P. Devereux
Chief Financial Officer

OsteoPrime 20e



. INTFEGRATIVE THERAPEUTICS INC.” "ENZYMATIC THERAPY®

NF Formulas » PhytoPharmica &
Tyler Encapsulations « Vitaline Formulas PHYTOPHARMICA®

o 9755 SW Commerce Circle, Surte BZ ’ L825 Chalienger Dnve, Green Bay, wi 5431 1—8328

ENZYMATIC THEB APY 1 Wilsonville, OR 97070 ° P:1920.469.1313 + F: 888.570.6460 (Enzymatic)
N BEEORATE D ! P: 503.582.8386 «+ F: 503.582.0467 P: 920. 469 9099 o F:920.469.4418 (Phyto)
woat Betier feels tiker
a———————
September 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/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 alabel 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 actand 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®* | Combination of 23 bone- | Vitamin C (ascorbic acid), Vitamin D (as cholecalciferol)
supportive ingredients, = | Vitamin K (as phytonadxone), Thiamin (as thiamin HCI)
including five types of (vitamin B1), Riboflavin (vitamin B2), Niacin (as
calcium and the 15 best | niacinamide), Vitamin B6 (as pyridoxine HCI), Folic

2

studied vitaminsand | Acid, Vitamin B12 (as cyanocobalamin), Pantothenic
minerals for bone Acid (as calcium D-pantothenate), Calcium (from
health.* - tricalciumphosphate, calcium carbonate, calcium lactate,

calcium Krebs cycle chelates, and calcium citrate),
Phosphorus (from tricalcium phosphate), Magnesium (as
magnesium oxide and magnesium aspartate), Zinc (as zinc
picolinate), Selenium (as sodium selenite), Copper (as
copper gluconate), Manganese (as manganese aspartate),
.Chromium (as chromium aspartate), Molybdenum (as
sodium molybdate), Sodium, Betaine HCI, Boron (as
boron Krebs cycle chelates), Silicon (as magnesium
trisilicate), Strontium (as strontium chloride)




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

By: weiu"

" Robert C. Doster
Title: Senior Vice President of Scxenuﬁc Affairs

Date: 7 /3/05

If you have any questions, please contact Robert Doster, Semor Vme Pres1dem of Scientific Affairs, at

(920) 406-3608.

Mlchael P. Devereux
Chief Financial Officer

Smcerely,

OsteoPrime 21e



INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®

NF Formuilas « PhytoPharmica - &
Tyier Encapsulaizions % Vltahne Farmu!as . ""YT"P"ARM'CA'
9755 SW Commerce Circle, Suite B2 \825 Chalierrger Dnve, Green Bay, WI 5431 1 8328
ENZYMATIC THEBAPY - Wilsonville, OR 97070 ~ P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
SNG R R AT E P: 503.582.8386 » F: 503.582.0467 ' P: 920.469.9099 » F: 920.469.4418 (Phyto)

What Better feels tire”
September 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/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 mn the immediate future, and
may be exploratory in nature.

OsteoPrime®* Supplementation of key
nutrients can help ensure
strong bones throughout a
lifetime. *

' Vitamin C (ascorbic acid),

' picolinate), Selenium (as sodium selenite), Copper (as

Vitamin D (as cholecalciferol),
Vitamin K (as phytonadione); Thiamin (as thiamin HC])
(vitamin B1), Riboflavin (vitamin B2), Niacin (as
niacinamide), Vitamin B6 (as pyridoxine HCI), Folic
Acid, Vitamin'B12. (as cyanocobalamin), Pantothenic
Acid (as calcium D-pantothenatc), Calcium (from
tricalcium phosphate, calcium carbonate, calcium lactate,
calcium Krebs cycle chelates, and calcium citrate),
Phospharus {from tricalcium phﬁ)sphate), Magnesium (as
magnesium oxide and magnesium aspartate), Zinc (as zinc

copper gluconate), Manganesé (as manganese aspartate),
Chromium (as chromium aspartate), Molybdenum (as
sodium molybdate), Sodium, Betaine HCI, Boron (as .
boron Krebs cycle chelates), Silicon (as magnesium
trisilicate), Strontiuni (as strontium chloride)




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.

puaedd

Robert C. Doster ‘
Title: Senior Vite President of Scientific Affajrs

By:

Date: 7 /‘3’/0 S

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

Sincerely,

Wbt P

Michael P. Devereux
Chief Financial Officer

;.»7ﬂ

OsteoPrime 22¢
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_INTEGRATIVE THERAPEUTICS INC.~ ENZYMATIC THERAPY®

( NF Formulas - PhytoPharmica ’ &
Tyler Encapsulations « Vitaline Formulas - PHYTOPHARMICA®
9755 SW Comynerce Circle, Suite B2 . 825 Challenger Drive, Greery Bay, Wi 54 311-8328
ENZYMATIC THER Ap'i’ ' ‘Wilsonville, OR 97070 P: 920.469,1313 « F: 888.570.6460 (Enzymatic)
N R PO RATED o 5/03‘582.8386 « Fi: 503.582.0467 P 920.469.9099 « F: 920.469.4418 (Phyto)
woat Better feets ke \
A———————
September 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/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 curréntly market or plan to market in the immediate future, and
may be exploratory in nature. - / \ * \

exm%- !

Osteorime@*

X

OsteoPrime’s - | Vitamin C (ascorbic acid), Vitamin D (as cholecalciferol),
ingredients are | Vitamin K (as phytonadione), Thiamin (as thiamin HCI)
clinically demonstrated (vitamin B1), Riboflavin (vitamin B2), Niacin (as

to Supﬁ:ort and maintain njacinamidc?, Vitamin B6 (as pyridoxine HCI), Folic
healthy b oneé and bone Ac%d,'V‘ita\nuy; B12 (as 'cyano;’;obalamin?, Pantothenic
structure™ Acid (as calcium D-pantothenate), Calcium (from
tricalcium phosphate, calcium carbonate, calcium lactate,
calcium Krebs cycle-chelates, and calcium citrate),
Phosphorus (from tricalcium phosphate), Magnesium (as
magnesium oxide and magnesium aspartate), Zinc (as zinc
picolinate), Selenium (as sodium selenite), Copper (as
copper gluconate), Manganese (as manganese aspartate),
Chromium (as chromium aspartate), Molybdenum (as
sodium molybdate), Sodium, Betaine HCI, Boron (as
boron Krebs cycle chelates), Silicon (as magnesium
trisilicate), Strontium (as strontium chloride)




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

a . & B

pLiedd

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

By:

Date: 7 /‘.?/OS

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

Smcerely,

Amrﬂ

chhael P. Devereux
Chief Financial Officer

OsteoPrime 23e



{ ‘ INTEGRATIVE THERAPEUTICS Iﬂc." ENZYMATIC THERAPY®
' NF Formulas - PhytoPharmica &

. Tyler Encapsulatmns @ Vntalme Formulas i ' ‘ ?“VTOPHARM'CA’
- . 9755 SW Commerce Circle, Suite, BZ 825 Chaﬂenger Dnve, Green Bay, Wl 54311 8328
ENZYM ATIC THERADY Wilsonvilte, OR 97070 © P:920.469.1313 « F: 888.570.6460 (Enzymatic)
NGO EPORATED © P 503.582.8386 + F; 503.582.0467 P: 920.469.9099 « F: 920.469.4418 (Phyto)
i B bed
What Better feels lke”
————

September 9, 2005

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

Center for Food Safety and Applied Nufrition
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 Manufacmred 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()(6) of the Federal Food, Drug and Cosmetic Act. Enzymatlc 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’s Vitamin C (ascorbic acid), Vitamin D (as cholecalciferol),
ingredients are - | Vitamin K- (as phytonadione), Thiamin (as thiamin HCD
clinically demonstrated (vitamin B1), Riboflavin (vitamin B2), Niacin (as

to enhance calcium - niacinamide), Vitamin B6 (as pyridoxine HCI), Folic

Acid, Vitamin B12 (as cyanocobalamin), Pantothenic
Acid (as calcium D-pantothenate), Calcium (from
tricalcium phosphate, calcium carbonate, calcium lactate,
calcium Krebs cycle. chelates and calcium citrate),
Phosphorus (from tricaleium phosphate), Magnesium (as
‘magnesium oxide and magnesium aspartate), Zinc (as zinc
picolinate), Selenium (as sodium selenite), Copper (as
‘copper gluconate), Manganese (as manganese aspartate),
Chromium (as chromium aspartate), Molybdenum (as
sodium molybdate), Sodium, Betaine HCI, Boron (as
boron Krebs cycle chelates), Silicon (as magnesium
trisilicate), Strontium (as strontium chloride)

absorption.*




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.

ﬁw :
By:

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

Date: 7 /9/05

If you have any questions, please contact Roben Doster, Semor Vice Presx»dent of Scwn’uﬁc Affairs, at
(920) 406-3608.

Michael P. Devereux
Chief Financial Officer

OsteoPrime 24e



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

Tyler Encapsu!atmm « Vitaline Formulas PHYTOV“A“MKA'
9755 SW Commaerce Clrcle, Suite B2 825 Chaﬂenger Dnve, Green Bay, WI 54311 8328
ENZYMATIC THERAPY , Wilsonville, OR 97070 . | P:920.469.1313 - F: 888.570.6460 (Enzymatic)
ML REERATED P: 503.582.8386 « F: 503.582.0467 - P: 920.469.9099 « F: 920.469.4418 (Phyto)

What Better feels ik
September 9, 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 Challenget 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’s Vitamin C (ascorbic acid), Vitamin D (as cholecalciferol),
ingredients, are | Vitamin K (as phytonadxone) ‘Thiamin (as thiamin HCI)
clinically demonstrated | (vitamin B1), Riboflavin (vitamin B2), Niacin (as
to Heli) keep bones niacinamide), Vitamin B6 (as pyridoxine HC), Folic

Acid, Vitamin B12 (as cyanocobalamin), Pantothenic
Acid (as calcium D-pantothenate), Calcium (from -
tricalcium phosphate, calcium carbonate, calcium lactate,
calcium Krebs cycle chelates; and calcium citrate),
Phosphoms (from tricalcium ‘phasphate) Magnesium (as
magnesium oxide and magnesium aspartate), Zinc (as-zinc
picolinate), Selenium (as sodium selenite), Copper (as
copper gluconate),-Manganese (as manganese aspartate),
Chromium (as chromium aspartate), Molybdenum (as
sodium molybdate), Sodium, Betaine HCl, Boron (as
boron Krebs cycle chelates), Silicon (as magnesium
trisilicate), Strontium (as strontium chloride)

strong and resilient.* -




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 mlsleadmg

puiedd

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

Date: _7[2/6S

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

Smcerely,

M«Zﬂ

Mlchael P. Devereux
Chief Financial Officer

OsteoPrime 25¢



"INTEGRATIVE THERAPEUTICS INC.™ : /,jENZYMATlC THERAPY®

NF Formulas « PhytoPharmica &
< Tyler Encapsu!atmns w V:talme Formufas PHYTOPHARMICA®
9755 SW Commerce Crrcle, Suite B2 825 Chaltenger Dnve, Green Bay, Wl 5431 1-8328
ENZYMATIC THEBADY : Wilsorville, OR 97070 P:920.469.1313 « F: 888.570.6460 (Enzymatic)
MEORFORAT £ O P: 503.582.8386 « F: 503.582.0467 © P:920.469.9099 . F: 920.469.4418 (Phyto)

What Better feels iiker
September 9, 2005

Office of Nutritional Produc’cs 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 Dls’mbuted 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 Cosmetzc 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 necessariky fora product we currently market or plan to market in the immediate future, and
may be exploratory in naxure

OsteoPrime®* The most abundant mineral in the body, | Calcium (from tncalcmm phosphate, calcium

calcium supports bone health, nerve . i carbonate, calcium lactate, calcium Krebs
health and healthy heart ﬁmcnon.f" cycle chelates, and calcium citrate

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

puooad”

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

Date: ?/Q/&S

By:

If you have any questions, plea}se contéct Robert Doster, Senior Vice President of Scientific Affairs, at
(920) 406-3608.

ELL P -d

Michael P, Devereux
Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.™ . ENZYMATIC THERAPY®

'NF Formulas + PhytoPharmica, . &
. Tyier Encapsuia "ons @ V:talme FO mu!as, PHYTOPHARMICA®
9755 SW Commerce Clrde, Swte B2 : \825 Challenger Drive, Green Bay, Wi 54311 8328
ENZYM ATIC THERAPY Wilsoniville, OR 97070 © P:1920.469,1313 « F: 888.570.6460 (Enzymatic)
I MDD RRORATE D ‘ p: 503‘58%.8386 - F 503.582.0467 . P 920.469.9099 « F: 920.469.4418 (Phyto)
What Bettef" feels ke
———
September 9, 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)(1X(C) of the-act and comply with section 403(r)(6) of the act.
These claims are not necessarﬂy for a product we currently market or planto market in the immediate future, and
may be exploratory in nature.

OsteoPrime®* There are several calcium salts in nature, | Caleium (from tricalcium phosphate, calcium
each with unique bone supportive _carbonate, calcium lactate, calcium Krebs
benefits.* - | cycle chelates, Aaﬁnd*calcium citrate

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

o PLI0A4

Robert C. Doster ,
Title: Senior Vice President of Scientific Affajrs

Date: 9 /9 /D.f

If you have any questions, please centact Robert Doster, Senior Vwe President of Scxentxﬁc Affairs, at
(920) 406-3608.

Sincergly,

Michael P. Devereux
Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC. °  ENZYMATIC THERAPY®
NF Formulas - PhytoPharmica &

: Tyler Encapsuiauons * Vntalme Farmutas PHYTOPHARMICA®
‘ 9755 SW Commerce Circle, Suite BZ 825 Cha!renger Drwe, Green Bay, Wi 5431 1 -8328
ENZYMATIC THEBAPY : Wilsonville, OR 97070G . P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
CNC O R e D RATED P: 503.582. 8386 o F: 503.582.0467 ) P: 920.469.9099 « F: 920.469.4418 (Phyto)

What Better feeis ive:
September 9, 2005

Office of Nutritional Products, Labeling &

Dietary Supplements, HFS 810

Center for Food Safety and Applied Numtlon
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 Manufact:urcd 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 Cmsmetxc 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 triphosphate is the most Calcium (from tricalcium phosphate, calcium

prevalent form of calcium in human carbonate, calcium lactate, calcium Krebs
| bone.* . " | cyele chelates, and calcium citrate

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

L puedd

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

Date: ?/?/&S

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

Sincuely, 7 P

Michael P, Devereux
Chief Financial Officer




- , 'INTEGRATIVE THERAPEUTICS INC." - 'ENZYMATIC THERAPY®

5 ‘ NF Formulas « PhytoPharmica &
Tyler Encapsu!atmns e thanne Formulas . . ?HY‘!‘Q?H\A.‘...E;A’
92755 SW Commerce Cm:le, Suite B2 ‘825 Challenger Dnve, Green Bay, Wi 54311 -8328
ENZYMATIC THERAPY wilsonville, OR 97070 ~ . . P:920.469.1313 = F:888.570.6460 (Enzymatic)
N TI R E IR AT OE EY ) P: 503.582.8386 « F: 503. 582 0467 . p: 920 469 9099 « F: 920.469.4418 (Phyto)
woat Belter feels iike”
ap————

September 9, 2005

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

Center for Food Safety and Applied Nutntlon
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.

Research’has suggested that -Calcium (from tricalcium phosphate, calcium
supplemental calcium may have superior. | carbonate, calcium lactate, calcium Krebs
benefits for the support of healthy | cyele chelates, and calcium citrate

bones.* A review of fifteen trials,
representing 1806 participants,
demonstrated that calcium was more
effective than placebo in supportmg
heaithy bone density.*

OsteoPrime®*

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

puedd

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

By:

Date: 7/4’/0 S




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

Sincerely, %\-&

Michael P, Devereux :
Chief Financial Officer ”

OsteoPrime 29¢



NF Formulas « Phytc?harmité )
""y'ﬂe Encapsulations « Vitaline Formul as

INTEGRATIVE ’\THER‘APEUTIC‘,S INC.” ENZYMATIC THERAPY®
R

9755 SW Commerce Circle, Suite BZ 825 Chaltengar Drive, Green Bay, Wi 54311-8328

ENZYMATIC THEBAPY 1 wilsonwille, OR 97070 - P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
I NEORPORATED © P:503.582.8386 « F: 503.582.0467 P: 920.469.:9099 o F: 920.469.4418 (Phyto)

What Better feels tike
September 9, 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 Jabel that contains a statement
provided by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymahc 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. .

Osteoime@* More than 50% of the body’s magnesium " | Magnesium (as magnesium oxide and

content is in bone; a primary function of - magnesium agpartate)
magnesium is-the regulation of active calcium
transport within bone structures.*

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

By: wa&'{

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

Date: 7/?/05

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

Slccercly, 7 p g

Michael P. Devereux
Chief Financial Officer




 INTEGRATIVE THERAPEUTIGS INC. T - ENZYMATIC THERAPY®

NF Formulas « PhytoPharmica \ &
Tyler Encapsufatmns @ Vltahne Formulas‘ ' PHYTOPHARMICA®
‘ 9755 SW Commerce Cfrcle, Suite B2 - 825 Chaﬂenger Drive, Green Bay, W1 54311-8328
ENZYM ATIC THEBAPY ) stcmwﬂe, OR 97076 = P:920.469.1313 « F: 888.570.6460 (Enzymatic)
I NE O RSN EATED / ‘ ‘P: 503.582.8386 » F: 503.582.0467 P: 920.469.9099 « F: 920.469.4418 (Phyto)
Woat Better feets e L ) 4
ape—————, .
September 9, 2005

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

Center for Food Safety and Applied Numtlon
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®* | There is also a significant correlation between Zinc (as zinc picolinate)
| zinc intake and bone he«aith in both men and -
women.*

I certify that the information contained in this.notice is complete and accurate-and that Enzymatic The:apy, Inc.
has substantiation that the statements are truthful and not rmslaadmg

pueid

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

Date: 7 /?/OS

By:

If you have any questions, plcase contact Robert Doster, Senior Vice President of Scwn’aﬁc Affairs, at
(920) 406-3608.

Sincerely,
chhael P. Devereux
Chief Financial Officer




TINTEGRATIVE THERAPEUTICS INC.™ L ENZYMATIC THERAPY'
NF Formulas ¢ PhytoPharmica &

. Tyler Encapsulations « Vitaline Formuias* < PHYTOPHARMICA®
o . 9755'sw Cpmmerce Circle, Suite B2 825 Chauenger Drive, Green Bay, Wi 5431 1~8328
ENZYMATIC THERAPY i Wilsonville, OR 97070 | P192046901313 « F: 888.570.6460 (Enzymatic)
INCORPORATE D ' P:503.582.8386 + F:503.582.0467 ~  P:920.469.9099 < F:920.469.4418 (Phyto)

what Betier feels like”
September 10, 2005

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

Center for Food Safety and Applied Nutm:mn
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE:  Label Claims/Disclaimers

5

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. Enzymatlc Therapy, Inc. wishes to
take advantage of the exemptlon 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 ma;rkct or plan to market in the immediate future, and
may be exploratory in nature.

OsteoPrime®* Through heaithy support of collagen, copper = | Copper (as copper gluconate)
may support mineral bone density over time.*

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.

. el

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

Date: 9//0 los

If you have any questions, please contact Robert Doster, Senior che Presxdent of’ Sclentlﬁc Affairs, at
(920) 406-3608,

Sincerely, !i :

Mlchael P. Devereux
Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.” .. ENZYMATIC THERAPY®

NF Formulas « PhytoPharmica * - &
. Tyler Encapsukatrons & Vctalme Farmulas, ' . PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 - 825 Chaﬂenger Dnve, Green Bay, wi 5431 1 8328
ENZYMATIC THERAPY ; Wilsonvitle, OR 97070 \ P: 920.469.1313 o F: 888.570.6460 (Enzymatic)
MO O PO RATE D ’ P: 503.582.8386 + F: 503.582.0467 ' P 920.489.9099 « F: 920.469.4418 (Phyto)

What Better feels tike™
September 10, 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 fallowmg 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 exemptlon to section 201{g)(1)}(C) of the act and comply with section 403(r)(6) of the act.
These claims are not necessarlly for a product we currently ma:rket or plan to market in the immediate future, and
may be exploratory in nature.

In clinical research, women taking supplemental *Copper (as copper gluconate)

copper eXperxenccd beneficial effects on bone
denmty *,

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

o gl

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

Date: ?// o /O_S

If you have any quesnons please contact Robert Doster, Semog Vice Prea-;ldent of Scientific Affairs, at
(920) 406-3608.

‘

Sincerely,

Michael P. Devereux
Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.™ " ENZYMATIC THERAPY®

J NE Formulas « PhytoPharmica L &
' Tyler Encapsulations « Vitaline Formulas o . PHYTOPHARMICA®
] 9755 SW Comrmerce Circle, Suite B2 825 Chalf;enger Drive, Green Bay, Wl 54311-8328
ENZYMATIC THEBAPY ( Wilsonville, OR 97070 P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
I NOORPORATED , P: 503.582.8386 « F:503.582.0467 P 920.469.9099 « F: 920.469.4418 (Phyto)

Woar Better feis ike”
September 10, 2005

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

Center for Food Safety and Apphed 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 Paoked 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 neoessanly for a product we currently market or plan to market in the immediate future, and
may be exploratory in nature

Ostcoane@* Several trace elements, including manganese, are | Manganese (as manganese aspartate)
essential in bone metabolism as cofactors 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 statement% are truthful and not nnslea&ng

L puead

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

Date: ?//O/OS

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

Sincerely,

Jobd P

Michael P. Devereux
Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.” ’ ENZYMATIC THERAPY®

NF Formulas -« PhytoPharmma &
Tyler Encapsu{atians + Vitaline’ Farmuias : : PHYTOPHARMICA®
: B 9755 SW Commerce Circle, Suite B2 o 825 Chaﬂenger Dnve Green Bay, wi 54311 8328
ENZYMATIC TH ERADY ’ Wilsanville, OR 97070 P: 920.469.1313 + F: 888.570.6460 (Enzymatic)

INCORBORATED | . P:503.582.8B386 « F:503.582.0467 ° P:920.469.9099 « F: 920.469.4418 (Phyto)
what Better feels like :
aA—————

September 10, 2005 Z

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

Center for Food Safety and Apphed Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE:  Label Ciaims/Disclainﬁers

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(x)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to
take advantage of the exemption to section 20 Kg)(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@* Boron 1s an essenﬁal nutment fer

Boron (as boron Kres cyle cheles)
healthy bones and Jomts * :

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

pLgedd

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

By:

Date:  2/10/6S

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

Sincerely, !E '

Michael P. Devereux
Chief Financial Officer




IﬁT»EG{RATIVE} THERAPEUTICS INC.™ ) ) EHZYMATIC THERAPY®

NF Formulas » PhytoPharmica = & .
Tyler Encapsulations « Vitaline Formutas - PHYTOPHARMICA
. 9755 SW Commerce Circle, Suite BZ i 825 Chaﬂenger Drwe Green Bay, Wi 54311-8328
ENZYMATIC THERAPY . .wilsonville, OR 97070 . P:920.469.1313 « F: 888.570.6460 (Enzymatic)
NEEB REPORATED P: 503.582.8386 « F:503.582,0467 P: 920.469.9099 « F: 920.469.4418 (Phyto)

waat Better feels like”
September 12, 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.

OstedPrime* limcal research showed boron * | Boron (as boron Kr cycle cheiates
supplementation supported healthy ’
bone mmeral density.”

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

puged]

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

Date: ?//D//DS

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

By:

Sincerely,

Michael P. Devereux
Chief Financial Officer

Mnnew



INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY®

; NE Formulas « PhytoPharmita \ , &
‘ Tyler Encapsuiatlons Vrtahne Formulas - PHYTOPHARMICA®
B | 9755 SW Commerce Circle, Suite B2 825, Chanenger Drive, Green Bay, Wl 54311-8328
ENZYMATIC THERAPY ‘ Wilsonvifle, OR (97070 ' P:920.469.1313 o F: 888.570.6460 (Enzymatic)
NE SR E G RATED P: 503.582.8386 « F: 503.582.0467 P: 920.469.9099 o F: 920.469.4418 (Phyto)

Whar Better feeis like®
September 12, 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 & label that contains a statement
provided by section 403(r)(6) of the Federal Food, Drug and Cosmeti¢ Act. Enzymatic Therapy, Inc. wishes to
take advantage of the exemption to'section 20 1(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.

t)stePri’me@* )

| Tt is thought that this beneficial support is related to | Boron (as boron Krebs cycle
interactions between boron and calcium, magnesium | chelates)
and vitamin D, especially the ﬁndmg that -
supplemental boron reduced urinary calcium
excretlon,

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

has substantiation me siiitcnts are truthfui and not mlsleadmg

By:

Robert C. Doster
Title: Senior Vice President of Scwntxﬁc Affaxrs

Date: (?//..L/DS

!

If you have any questlons, please contact Robert Doster, Senior Vice President of 801ent1ﬁc Affairs, at
(920) 406-3608.

B b

Michael P. Devereux
Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.™ V T ENZYMATIC THERAPY"®
NF Formulas » PhytoPharmica

Tyler Encapsiilgtions » Vitaiine\ For’r’nu]és \ ,P"YTQPHARM’CA'
9755 SW Commerce C]rcle, Suite B2 . 825 Chalfenger Drive, Green Bay, W\ 54311-8328
ENZYMATIC THER APY 4 Wilsonville, OR 97070 P: 920.469.1313 « ‘F: 888.570.6460 (Enzymatic)

ML RECRATED P:503.582.8386 « F: 503.582,0467 P: 920.469.9099 « F:920.469.4418 (Phyto)
Whar Better eels i ‘ '
p—————

September 12, 2005

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

Center for Food Safety and Apphed Nautrition .
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 pmduct is Manufacmred Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, WlSCOHSlﬂ 54311 has a- 1abel that contains a statement
provided by section 403(r)(6) of the Federal Food, Drug and- Cosmetic Act. Enzymatlc 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.

Recent st;udms of strontmm demonstratc& itisa ' Strontium (as strontium chlon)

bone supportwe rmneral *

Osteoane@

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 mlsleadmg

L fuedd

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

Date: ?//;L/D,S

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

Smcerely, P &‘d ﬁ

Michael P. Devereux
Chief Financial Officer




INTEGRATIVE THERAPEUTICS: INC.™ ENZYMATIC THERAPY®
' NF Formulas « PhytoPharmica ' &

Tyler Encapsulations « Vitaline Formulas PHYTOPHARMICA®
9755 SW Commerce Ca rcle, Suite B2 825 Challenger Drive, Green Bay, Wl 5431 1-8328
ENZYMATIC THEBADY .~ Wilsonville, OR 87070° -~ P:920.469.1313 « F: 888.570.6460 (Enzymatic)
INCORECRATED ) P: 503.582.8386 + F: 503.582.0467 © P 920;469.9099 s F: 920.469.4418 (Phyto)

Whar Better feels live”
September 12, 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 P&cked and/or Dlsmbuted by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has alabel 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 exemptmn 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 ma:rket or plan to market in the immediate future, and
may be exploratory n nature.

“OsteoPrime®*

A review of strontium research shows strontium \ Strontlum (as strontlum chlonde)

supports healthy bone remodehng, healthy
mineralization of bone tissue, and supports healthy
dxstnbutmn of bone nnngrahzatwn.*

I certify that the 1nformat1on contamed in this notice is complete and accurate and that Enzymatw Therapy, Inc.
has substantiation fat the iﬁiﬁeﬂm are truthful and not mlsleadmg

By:

Robert C. Doster
Title: Senior Vice President of Scwn‘aﬁc Affaxrs

Date: ?//.2/0-5

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

Sincerely,

Jbd P

Michael P. Devereux
Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY®

NF Formutas.« PhytoPharmica ’ - , i
‘ Tyler Encapsulations « vitaline’ Farmulas PHYTOPHARMICA®
9755, SW Commerce erde, Suete BZ 825 Chai!enger Dnve, Green Bay, Wi 5431 1-8328
TNZYMATIC TH‘ERAI‘)Y ‘ Wiisonyilie, OR $7070 - P: 920.469.1313 » F: 888,570.6460 (Enzymatic)
I NCORPORATED P: 503.582.83856 + F:503.582.0467 P: 920.469.9099 « F: 920.469.4418 (Phyto)
Woat Bettey feels like™
p————

September 12, 2005

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

Center for Food Safety and Applied Nutntlon
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 necessanly for a product we currently market or plan tc; market in the immediate future, and
may be exploratory in nature.

' OsteoPrime®* Strontium is thought to both support both healthy = | Stroatium (as strontium chIode)
osteoclasts and healthy osteoblasts 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. truthfu} and not mlsleadmg

o PO

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

Date: C?//él/D.S

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

Sincerely, 8 L

Michael P. Devereux
Chief Financial Officer

,-%&Kﬁ%ﬂ




| INTEGRATIVE THERAPEUTICS INC." ENZYMATIC THERAPY®

NF Formulas « PhytoPharmica o \ &
) * Tyler Encapsulations « Vitaline Formulas PHYTOPHARMICA®
o 9755 SW Commerce C»rc!e, Suite B2 825 Challenger Drive, Green Bay, Wl 54311 8328
ENZYMATIC THE RADY ~ Wilsonville, OR 97070 k 'iP 920.469.1313 « F: 888.570.6460 (Enzymatic)
INEOREORATED P: 503.582.8386 « F: 503.582.0467 P:920.469.9099 « F: 920.469.4418 (Phyto)

what Beller feels tike”
September 12, 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 Manufactur&d Packed, and/ur Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 hasa 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 necessanly for a product we currently rmarket or plan to market in the immediate future, and
may be exploratory in nature.

OsteoPrime®* | Important in small amounts for bone health, silicon - | Silicon (as magnesium trisilicate)
has recently been recognized as an essential ’
nutrient.*

1

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

. et

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

Date: 9// :L/DS

If you have any questions, please contact Robert Dostar Semor Vice Presxient of Scientific Affairs, at
(920) 406-3608. :

Sincerely, &»)

ichael P. Devereux
Chief Financial Officer

T —



INTEGR:‘ATIVEU'THE’R,APEUT!CS Iﬂ(."‘ ' CENZYMATIC THERAPY®

NF Formulas « PhytoPharmica ’ &
Tyler Encapsulations « Vitaline Formulas’ . 3 PHYTOPHARMICA®
9755 SW Commerce Circle, Suite B2 825 Cha!fenger Drrive, Creen Bay, Wi 5431 1 -8328
ENZYMATIC THEBAPY wilsonville, OR 97070 . . P: 920.469.1313 « F: 888.570.6460 (Enzymatic)

NOORPORATED L  P:503.582.8386 « F:503.582.0467 P:920.469.9099 « F: 920.469.4418 (Phyto) -
What Better feets tive™ ‘
a————_

September 12, 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 Cesmetic ‘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 {0 markf:t in the immediate foture, and
may be exploratory in nature.

TA recent study of ‘over 2800 1nd1v1duals found that Silicon (as magnesium trisilicte) '
hlgher dietary silicon intake in men and younger
women supports skeletal health, espemaﬂy the health

of cortical bonc (deﬁse ccmpact bone in adults) X

Osteoane@*

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: _ wa&{

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

Date: 7//1/05

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

Michael P. Devereux
Chief Financial Officer




: INTEGRAT!VE THERAPEUT]CS INC. - ) - /ﬁ&Z~VMATIC THERAPY*

NF Formulas « PhytoPharmxca &
Tyter Encapsuiat;ons s Vltahne meuias ) PHYTOPHARMICA®
] T 9755-3W Conimerce Circle, Su;te B2 825 Chalfanger Dr:ve, Green Bay, Wi 5431 1—8328
ENZYMATIC THE RAPY . Wilsonville, OR 97070 - P 9200 469 1313 « F: 888.570.6460 (Enzymatic)
OO RENBATE D ' P: 503.582.8386 « Fr 503.582.0467 P: 920 469 8099 <« F: 920.469.4418 (Phyto)

woar Better feis ive®
September 12, 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/Di‘sclainijersi
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, WisconsiniS4311 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®* Phosphoru& provides nutrltlonal support of \ Phcspi:@os (from tricalcium phosphate)
healthy bones.*

I certify that the information. contained in thls notlce is complete and accurate and that Enzymatic Therapy, Inc.
has substantiation that the statements are truthful and not mlsleadmg

RLgodd

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

By:

Date: Cf’//.l/ oS

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

Sincerely,

Jbt P

Michael P. Devereux
Chief Financial Officer




¥ INTEG,RAT“}'E THERAPEUTICS e : ENZYMATIC THERAPY®
' NF Formulas ¢ PhytoPharmica &
¢ Tyler Encapsulations « Vitaline Formulas PHYTOPHARMICA®
: 9758 SW Commerce Circle, Suite B2 825 Chaiieﬁger Dnve, Green Bay, Wi 54311-8328
ENZYMATIC THERADY Wilsonville, OR 97070 © P:920.469.1313 » F: 888.570.6460 (Enzymatic)
MO DRPORATED P: 503.582.8386 + F: 503.582:0467 P:920.468.9099 « F:920.469.4418 (Phyto)

Wwoar Better feels like™
ammn—
September 12, 2005

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

Center for Food Safety and Apphed 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 Fedcral Food, Drug and Cosmetic Act Enzymatic Therapy, Inc. wishes to
take advantage of the exemption to section 201(g)(1){(’3) of the act and comply with section 403(r)(6) of the act.
These claims are not necessarily for a product we currently markct or plan to maxket in the immediate future, and
may be exploratory in nature.

OsteoPrime®* | Recent research has shown phosphorus and Phosphorus (from trlcalomm phosphate)
calcium work together to support healthy
mineralization of bones.* Additional studies
have shown the 1mportance of healthy
calcium/phosphorus ratios in bone health

support.*

I certify that the information contained in thxs na’uce is complete and accurate and that Enzymatxc Therapy, Inc.
has substantiation that the statements are truthful and not misleading.

LL044

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

By:

Date: 7%’.,7%9 S




If you have any questions, pleése contact Robert Doster, Senior Vice President,o£~8qicntiﬁc Affairs, at
(920) 406-3608. ' /

Sincerely, 8 o B

ichael P. Devereux
Chief Financial Officer

OsteoPrime 46¢



:INTEGRATIVE THERAPEUTICS INC.™ ENZYMATIC THERAPY*

NF Formuias « PhytoPharmica ' o & .
| Tyler Encapsula’hmns « Vitaline Formulas. PHYTOPHARMICA®
S . 9755 SW Commerce Circle, Sulte BZ ' 825 Chalfenger Drive, Green Bay, Wi 54311-8328
ENZYMATIC THERAPY A Wilsonville, OR 97070 \ P:920.469.1313 « F: 888.570.6460 (Enzymatic)
INECRPORATE D . . P: 503.582.8386 « F: 503.582.0467 P: 920.469.9099 « F: 920.469.4418 (Phyto)

What Better feels live”
fd-atidd

September 12, 2005

Office of Nutritional Products, Labeling &

Dietary Supplements, HFS 810

Center for Food Safety and’ Apphed 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/nr Distributed by Enzymatic Therapy,

Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statément 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)(1XC) of the act and comply with section 403(r)(6) of the act. These claims are not necessanly for a product we

currently market or plan to market in the 1mmed1ate future and may be exploratory in nature

OsteoPrime®*

A research review of over 600 subjects demonstrated Phosphorus (fmm mcalclum phosphate)
that phosphems supplementation (with calcium)
supported healthy bone formation, healthy utilization -
of vitamin D, and provides nutritional support of
healthy bones.* L

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

-

Robert C. Doster
Title: Senior Vice President of Scxentzﬁc Affa1rs

Date: ?//.Z/ (253

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

Sincerely,

Skt P

Michae] P. Devereux
Chief Financial Officer




; INTEGRATIVE THERAPEUTICS INC.™ CENZYMATIC THERAPY®
NF Formulas « PhytoPharmica . &
Tyler Encapsulanons v Vltahne F ulas - P"VTOPHA“M'CA'

\, 9755 SW Commerce C;rcte Su:te BZ . 825 Chal{enger Druve, Green Bay, WI 5431 1-8328
ENZYMATIC THBBAPY Wilsonville, OR 97070 ° P 920.468.1313 « F: 888.570.6460 (Enzymatic)

MDD R e R AT e P: 503.582.8386 o F: 503.582.0467 P: 920.469.9099 « F: 920.469.4418 (Phyto)
What Better feeis like” ‘
p——————r—

September 13, 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 pmduct is Manufactured Packed, and/or Dlstnbuted 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 exemptlon to section 201(g)(1)(C) of the act and comply with section 403(x)(6) of the act.
These claims are not necessanly fora product we currently market or plan to.market in the immediate future, and
may be exploratory in nature.

OsteoPrime®* | The results of two studies suggest that taking - | Vitamin B6 (as pyrldoxme HCl), Folic
folic acid, Vltamm B6, and vitamin B12 may | Acid, Vitamin B12 (as cyanocobalamin)
support bone mineral den&W by reductionof
homocysteme levels.*

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

o P

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

Date: '7/13 /0 <

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

Sincerely, &A’
chael P. evﬁux E

Chief Financial Officer




INTEQRATI,\{E}THELRAI"EUTI(S LT ENZYMATIC THERAPY®

. NF Formulas « PhytoPharmica &
. Tyler Encapsu{ahons Vltahne Formulas L . PHYTOPHARMICA®
t 9755 sW Cammerce Clrde, Suite B2 \ 825 Chalk&nger Dnve, Green Bay, WI 5431 1-8328
ENZYMATIC THEBAPY _ Wilsonville, OR 97070 - . /P a20. 46? 1313 « F: 888.570.6460 (Enzymatic)
CNEOREORATED ' ' . P: 503.582.8386 « F: 503.582.0467 . P: 920,@{69‘90997 « F:920.469.4418 (Phyto)

Waat Betler feels itke”
September 13, 2005

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

Center for Food Safety and Applied Nutrl’cmn
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 Manufmnued 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 ZOI(g)( 1)(C) of the act and comply with section 403(r)(6) of the act.
These claims are not necessarily fora produc:t we currently ma:rket or plan to market in the immediate future, and
may be exploratory in nature.

VOsteoane@* Study resu ts show folic acid supports- healthy - | Folic Acid
homocysteine levels*

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

Lugogd

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

By:

Date: 7//3 /OS

If you have any quesnons please contact Robert Doster, Semor Vme Pres1dent of Sclennﬁc Affairs, at
(920) 406-3608.

Sincerely,



"INTEGRATIVE THERAPEUTICS INC.® . ENZYMATIC THERAPY®

NF Formulas « PhytoPharmica &
: Ty!er Encapsufatrons ® Vltahne FOrmu!{,«xs ' PHYTOPHARMICA®
9755 Sw Commerce C:rcle, Sua?:e B2 . 825 Chaﬂenger Dnve, Green Bay, Wt 5431 1~8328
ENZYMATIC THERAPY Wllsanwlle OR 97070 P:920.469. 1313 = F: 888.570.6460 (Enzymatic)

MR PR A | P:503.582.8386 - F: 503.582.0467 " P 920.469.9099 « F:920.469.4418 (Phyto)
Whar Better foeis tike™ ’ ’
————cn—.

September 13, 2005

Office of Nutritional Products, Labeling &

Dietary Supplements, HFS 810

Center for Food Safety and Applied Nutrmon

Food and Drug Administration ’

5100 Paint Branch Parkway - . : o
College Park, MD 20740 ‘ :

RE:  Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that' the foﬂawmg product is Manufactured Packed and/or Distributed by Enzymatic

Therapy, Inc. at 825 Challenger Drive, Green Bay, WISCOHSH’I 54311 has a label that contains a statement

provided by section 403(r)(6) of the Federal Food, Drug and Cosmetic Am: Enzymatxc Therapy, Inc. wishes to

take advantage of the exemption to section 201(g)(1)(C) of the act and c&mpiy with section 403(r)(6) of the act.

These claims are not neoessanly fora product ‘we currently market or plan 1o market in the immediate future, and
" may be exploratory in nature.

Osteoane@* Vitamin B6 may help vitamin K activity iri bone | Vitamin'B6 (as pyndoxme HCY),

metabohsrp.* \ L VztaxmnK (as phytonadione)

I certify that the information contamed in this hotice is complete and accurate and that Enzymatic Therapy, Inc.
has substantiation that the statemen‘cs are tmthful and not rmsleadmg

7YY

Robert C. Doster
Title: Senior Vice President of Sc1ent1ﬁc Affmrs

Date: /13 /DS

If you have any questions, piease contact Robert Doster, Senior Vice Premdﬁnt of Scientific Affairs, at

(920) 406-3608.

ichael P. Devereux
Chief Financial Officer

Singerely,




ENZYMATIC THEBADPY

[

 NF Formulas * PhytoPharmica

Tuler Encamciilnbinme fim e e

lyl!:l Lﬁlba}.}buldtlu'lb s Vila'l”c PR

; 9755 SW Commerce Cu'cle, Suite BZ
Wt!sonville, COR 97070
FmERARATE D P: 503.582.8386 « F: 503.582.0467

woat Better feels tive
——

September 13, 2005 f

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810 a
Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway ‘

College Park, MD 20740 1

RE: Label Claims/Disclaimet%s

Dear Sir or Madam:

| INTEGRATIVE THERAPEUTICS INC."

"ENZYMATIC THERAPY®
&
PH YTOPHARMICA®

825 Cha!ienger Dnve, Green Bay, WI 5431 1-8328
P: 920.469.1313 . F: 888.570.6460 (Enzyrmatic)
P: 920.469. 9099 = F: 920.469.4418 (Phyto)

This letter is to notify you that the follawmg produ;:t 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(2)(I1)(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 1mmed1ate future, and may be exp}oratcry in nature,

Osteoane@*

In a double-blind, randomized, placebo controlled
trial, vitamin B12 combined with folate reduced
homecysteine levels and supported bone health in
both men and women.

Vitamin B12 (s :yanocobalamiﬁ),

I certify that the information contained in this notxce is complete and accurata and that Ermymanc Therapy, Inc. has

substantiation that the statements are truthﬁtl and not misleading.

puted

Robert C. Doster
Title: Senior Vice Presldent of Scxenuﬁc Affalrs /

By:

Date: ?//3 /OS

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

(920) 406-3608.

Sincerely,

Mﬂ

Michael P. Devereux
Chief Financial Officer

~< 5 ,,,;M , ;v;:
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;lNT'EGRATIV,EIT:HER«A?EBTICZS 13 L ' -ERZYMATIC THERAPY®

‘ NF Formulas « PhytoPharmica ' &
Tyler Encapsufatmns + Vitaline Formulas . PHYTOPHARMICA®
9755 SwW Con}m\erce dee, Smte 82 325 Chahenger Dnve Green Bay, Wi 54311-8328
ENZYMATIC THEBRAPY g  Wilsonvilie, OR 97070 P;920.469.1313 « F: 888.570.6460 (Enzymatic)
e REmmATE P: 503.582.8386 « F: 503.582.0467 P: 920.469.9099 & F: 920.469.4418 (Phyto)

Woat Betler feets tive”
September 13, 2005

Office of Nutritional Products, Labehng &
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 pmduct is Manufactured, Packed, and/or Distributed by Enzymatlc
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement
provided by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Bnzymatic 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 i in the immediate future, and
may be exploratory in nature. C

Vltamm C supports the healthy fomxanon of Vitamin C (ascorbic acid)
procollagen (a precursor to collagen),
supports collagen synthems, and stimulates
healthy bone formation. *

OsteoPrime®*

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

Robert C. Doster . J
Title: Senior Vice President of Scientific Affa%ts

By:

Date: 7/73 /05

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

Sincerely,




 INTEGRATIVE THERAPEUTICS INC." ENZYMATIC THERAPY®

NE Formulas « PhytoPharmica ‘ . E &
) Tyier Encapsu)ations 5 VJtalme Formuias ' . PHYTOPHARMICA®
9755 SW Cornmerce Clrcle, Su:,te Bz 825 Cha!lenger Dnve, Green Bay, wi 5431 1-8328
EN YMATIC 1 HEBAPY ‘ Wilsonville, OR 97070 - P: 920.469.1313 « F: 888.570.6460 (Enzymatic)
MO m RSO EATE D © P:503.582.8386 o F:503.582.0467 | P:920.469.9099 ¢ F: 920.469.4418 (Phyto)

Woat Better fecis like”
September 13, 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/Di'sclaixnfers
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®* | Research has demonstrated supplementation with Vitamhin D (as cholecalmferol)
- vitamin D3'and caleium may be especially 1mp0rtant ¢
during the winter months.*

I certify that the mformatlon contained in this notice is complete and accurate and that Enzyma’clc Therapy, Inc.
has substantiation that the staTents are truthful and not misleading. -

By:

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

Date: 7/73/pS

If you have any questions, please contact Robert Doster, Senior Vwe Presldent of Solentxﬁc Affairs, at
(920) 406-3608

Sincerely, &l"

Michael P. Devereux
Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.™ £szmxr|c THERAPY®
NF Formulas @ PhytoPharm:ca

{ Tyler Encapsulatmns + Vitaline Formulas o P“YTOP"A“M'CA‘
9755 SwW Commerce Circle, Smte B2 825 E;halléhger Drive, Green Bay, Wl 54311-8328
ENZYMATIC THEBAPY \ Wilsornwiile, OR 97070 . - © P 920:469.1313 « F: 888.570.6460 (Enzymatic)
MO RPORATED P: 503.582.8386 « F: 503.582.0467 . P 920.469.9099 = F: 920.469.4418 (Phyto)

woar Belter feels tike”
September 13, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810 .
Center for Food Safety and Apphed Nutnnon
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 thiat 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 exemp’aon 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®* | Vitamin K influences osteocalcin, a protein in bone, to | Vitamin K (as phytonadione)
attract calcium and support bone mineralization.* -

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

P

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

Date; 7%'3 /8

If you have any questions, please contact Robert Doster, Semor Vice Presxdent of Scxen’uﬁc Affairs, at
(920) 406-3608

Sincerely,

it p-

Michael P. Devereux
Chief Financial Officer




(INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY®

NE Formuias = PhytoPharmlca . &
Tvier Encapsulations v erreiilng PHYTOPHARMICA®
y|!:( x..vr\.qp)ulauurw & VKLGIIIIC FUI ul >
o 9755 SW Commerce Circle, Suite B 825 Challenger Drive, Green Bay, Wi 54311-8328
ENZYMATIC THB‘RAPY Wilsonville, OR 97070 P; 920 469 1313 « F: 888.570.6460 (Enzymatic)

RNEBRPORATED ' ' P:503.582.8386 ‘F 503.582.0467 ' P:920.469.9099 + F: 920.469.4418 (Phyto)
Woar Better feels lixe” ’ )
—————

September 13, 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 f

RE:  Label Claims/Disclaimzers
Dear Sir or Madam:;

This letter is to notify you that the followmg product is Manufactured, Packed a&d/er 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, Enzymatw Therapy, Inc. wishes to
take advantage of the exemption to section 20 X(g)(l)(C) of the-act and comply with section 403(r)(6) of the act.
These claims are not necessarily for a product we currently market or plan to market in the immediate future, and
may be exploratory in nature.

ek = 2 ity - N et iy R o
OsteoPrime®* | A 3-year, double-blind, placebo-controlled - Vitamin K (as phytonadione)

intervention study of 155 women found that vitamin
K1 may substantially support bone density.*

I certify that the information contained in this notice is complete and accuratc and that Enzymanc Therapy, Inc.
&it eiments are truthful and not mlsleadmg

Wi L4

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

Date: 9 /13/0S

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

Sincerely, &J"

Michael P. Devereux
Chief Financial Officer




INTEQ‘EA’T(VE THERAPEUTICS INC.” ENZYMATIC THERAPY®
NF Formulas + PhytoPharmica &
! Tyler Encapsulations » Vitaline Fm‘mutas PHYTOPHARMICA®

et o s b o St SNERS—— o v i . e M i b s o evssns v = st e 7o e oo 8 e

PR

: 9755 SW Commerce Circle, Sutte B2 825 Chaﬂenger Dnve, Green Bay, Wi 54311 -8328
ENZYMATIC TH EB’APY‘ ’ Wilsonwville, OR 97070 ~ . " P:920:469.1313 « F: 888.570.6460 (Enzymatic)
 NCOPREORATED : © P:503.582.8386 = F:503.582:0467 TP 920.469.9099 « F: 920.469.4418 (Phyto)

Woat Better fecis liver
September 14, 2005

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 810 ‘
Center for Food Safety and Applied Nutntxorx
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/DiscIaixQers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed and/ or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label’ that contains a statement
provided by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to
take advantage of the exemptlon 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®* | Chromium is an essential trace element ~ | Chromium (as chromium
required to maintain health and 0pt1ma1 - | aspartate) .
physiologic function in bone.* : C o

I certify that the information contained in this notice iscompleie and accurate and that Enzymatic Therapy, Inc.
has substantiation that the statc‘j‘engs are truthful and not misleading.

By:

i

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

Date: 7// 5//05

If you have any questions, please contact Robert -Doster, Semor Vice Presxdent of Sc;entlf.ic Affairs, at
(920) 406-3608 /

Sincerely, &“

Mlchael P. Devereux
Chief Emanmal Officer




INTEGRATIVE THERAPEUTICS INC.T &NzYMATlCATJHERAPY‘
. NF Formuias « PhytePharm;ca &

- Tyler l:"iC&i’}SUlav.iﬁﬁS @ vu.r.ulnt: ruiu éS PHYTOPH MICA”
9755 SW Cpmmerce Circle, Suite B2 825 Cha!ienger Drive, Green Bay, Wl 543’! 1-8328
ENZYMATIC THEBAPY ‘ Wilsonville, OR 97070 | P: 920.469.1313 « F: 888.570.6460 (Enzymatic)

I MCORPORATED . © P: 503.582.8386 © F: 503.582.0467 P:'920.469.9099 « F: 920.469.4418 (Phyto)
Woar Better jeeis tive: \
————

September 14, 2005

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

Center for Food Safety and Applied Nutntlon
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 ang/or stmbuted 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. Enzyrhatic Therapy, Inc. wishes to
take advantage of the exemption to section ZOI(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.

bt
OsteoPrime®* ‘Clinical research has found that chromium Chromiuny (as chromxum
supports healthy urinary calcium excretion. | aspartate)

I certify that the information contamed in this notice is complete and accurate and that Enzymatic Therapy, Inc.
has substantiation that the statements are truthfﬁl and not nnsleadmg

L o

Robert C. Doster
Title: Senior Vice President of Scientiﬁc Affa;i;s

Date: 9 /1e//ps

If you have any questions, please contact Robert Doster, Senior Vice President of- Sc1ent1ﬁc Affairs, at
(920) 406-3608

SmcErely, p &}“ :

Michael P. Devereux
Chief Financial Officer
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woat Better feets tice™ ’
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September 14, 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 nonfy you that the following: product is Manufactured Packed and/c}r Distributed by. Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has alabel that contains a statement
provided by section 403(r)(6) of the Federal Food, Drug and Cosmenc ‘Act. Enzymatic Therapy, Inc. wishes to
take advantage of the cxamptlon to section 20 l(g)(l)(C) of the act and comply with section 403(r)(6) of the act.
These claims are not necessarily for a product we currently market or plan to market in the immediate future, and
may be exploratory in nature. :

OsteoPrime®* Adequate levels of molybdenum are necessary Mciybdenum (as sodium molybdate)
for nutritional support « mf healthy bones-and
teeth.*

I certify that the information contamed in this notice is complete and accuraté and that Enzymatic Therapy, Inc.
has substantiation that the statements are truthful and not mxsleadmg

By: wow'{

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

Date: 7 / / 4// 05

If you have any questions, pleasa contact Robert Doster, Scmor Vice Fre&dent of Scientific. Affairs, at
(920) 406-3608

Sincerely, &""

Michael P. Devereux
Chief Financial Officer




INTEGRATIVE THERAPEUTICS INC.™ \ EMZYMATIC THERAPY"

NF Formulas + PhytoPharmica - ) ‘ , &
. Tyler Encapsulations « Vitaline Formulas - PHYTOPHARMICA®
9755 SW Cpmmerce Circle, Suite B2 825 Chalienger Drwe Green Bay, Wi 54311-8328
ENZYMATIC THERADY : Wilsonville, OR 97070 | P:920.469.1313 .+ F: 888.570.6460 (Enzymatic)

I NEBRESRATE D . P:503.582.8386 + F:503.582.0467 | P:920.469:9099 « F: 920.469.4418 (Phyto)
Waat Better feels tiver o
A ——..

September 14, 2005

Office of Nutritional Products, Labelmg &
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/Disclainiers

i

Dear Sir or Madam:

This letter is to notify you that the followmg pmduct is Manufacturcd Packed, and/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement
provided by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Bnzymatic 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 fora pmduct we currently market or plan to market in the immediate future, and
may be exploratory in nature.

OsteoPrime®* ) Betaine is linked to healthy homocysteine

levels, a variable in healthy bone
metabolism.*

I certify that the information cantamed in this notice is’ compiete and accurate and that Enzymatic Therapy, Inc.
has substantiation that the statements are truthful and not rmsleadmg

By: wa&{

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

Date:  9/14/0S

LN

If you have any questions, please ccmtact Robert Doster, Semor Vmﬁ Presxient of Smentxﬁc Affairs, at
(920) 406-3608

Sincerely, &“
ichael P. evexé)x ‘




Al

INTEGRATIVE THERAPEUTICS INC.” - ' ENZYMATIC THERAPY®

‘ NF Formulas + PhytoPharm;ca - . &
. Tyler Enuapsuiamons + Vitaline’ Formulas - - PHYTOPHARMICA®
’ o 9755 SW Commerce Circle, Suite B2 825 Chaﬁéng’ar Drive, Green Bay, Wi 54311-8328
ENZYMATIC THERADY : Wilsonville, OR 97070 | Pi920.469.1313 « F: 888.570.6460 (Enzymatic)
I NOCRPORATED L P:503.582.8386 « F: 503.582.0467 ©'P: 920.469:9099 « F: 920.469.4418 (Phyto)

woar Better seeis like”
———

September 14, 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 Manufactuxed Paoked 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 Cosmetlc Act. Enzymanc 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 necessarxly for a product we currently market or: ‘plan to market in the immediate future, and
may be exploratory in nature.

OsteoPrime®* Members of the B vitamin group, | Thiamin (as thiamin HC) (vitamin B1),
pantothenic acid, vitamin B1, and , Riboflavin (vitamin B2), Vitamin B6 (as.
niacinamide support healthy - | pyridoxine HCI), Vitamin B12 (as
homocysteine levels, a factor associated | cyanocobalamin), Pantothenic Acid (as
with support of healthy bone. nnneral ' calcium D-pantothenate), Niacin (as
density.* - | niacinamide)

I certify that the information contamed in thls notice is complete and accurate and that Enzymatic Therapy, Inc.
has substantiation that the statements are truthful and not m1sleadmg

By: M i)
Robert C. Doster ;
Title: Senior Vice President of Sc1ent1ﬁc Affairs

Date: __7/1/08




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

Sincerely,

Lt by

Michael P. Devereux
Chief Financial Officer

QOsteoPrime 61e



INTEGRATRVE THERAPEUT!CS INC.™ \ EMZYMATIC THERAPY*
NF Formulas « PhytoPharmxca &

3 Tyler Encapsulations « Vitaline Formulas © PHYTOPHARMICA®
- : 9755 SW Commercé 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)
MO O RO RATE D . P: 503,582.8388 « F: 503.582,/,0467 . P 920.469.9099 + F: 920.469.4418 {Phyto)

What Belter feets ke
September 14, 2005

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

Center for Food Safety and Applied- Nutrltion
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 Packﬁ:d ang/or Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wlsconsm 54311 has alabel that contains a statement
provided by section 403(r)(6) of the Federal Food, Drug and Cﬂsnwtlc Act. Enzymatic Therapy, Inc. wishes to
take advantage of the exemption to-section 201(g)(1)(C) of the act and oamply with section 403(r)(6) of the act.
These claims are not necessarily for a product we currently market or plan to markct in the immediate future, and
may be exploratory in nature. -

OstoPrime@* T R:boﬂan supports healﬁxy bone cell ' . »Riboﬂa:yiﬁmin BY
functxomng and has antioxidant act1v1ty ko o

I certify that the information contamed in thxs notice is- complete anid aocurate and that Enzymatic Therapy, Inc.
has substantiation that the statemcnta are truthﬁlf and not mxslcadmg “

By: w@&{

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

Date: ?//’-//()S

If you have any questions, please contact Robcrt Doster, Senior Vwe Presxdent of Sczentlfic Affairs, at
(920) 406-3608

p

Michael P. Devereux
Chief Financial Officer

Sincerely,




! I‘NTEQRA‘I'IVE, THERAPEUTICS IN&'..” ENZYMATIC THERAPY®

NE Formulas « PhytoPharm;ca : s &
~ Tyler Encapsula&tmns + Vitaline Formulas ¢ PHYTOPHARMICA®
’ 9755 SW Commerce Circle, Suite 82 o825 Chaﬂenger Drive, Green Bay, Wi 54311-8328
ENZYMATIC THERAPDY : Wilsonvilie, OR 97070 A P:920.469.1313 4 F: 888.570.6460 (Enzymatic)

NCOREORATED | P:503.582:8386 < F: 503.582,0467 | P:920.469.9099 « F: 920.469.4418 (Phyto)
What Better eeis tker ‘ ‘ ‘ ’
————.

September 14, 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 Clairﬁs/DiscIairﬁers

'

Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/ar Distributed by Enzymatic
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 hasa label that contains a statement
provided by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to
take advantage of the exemption to section ZOl(g)(l)(C) of the’act and comply with section 403(r)(6) of the act.
These claims are not necessarily for 2 product we currently market or plan to maﬂeet in the immediate future, and
may be exploratory in nature. :

" OsteoPrime®* T Selemum helps support and maintain - - | Selenium (as sodlum seiemte)
physiologic functian in-bone.* -

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

N 17 1

Robert C. Doster
Title: Senior Vice President of Smennﬁc Affaxrs

Date: ?// i / 0.5

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

Smcerely, ?i

Michael P. Devereux
Chief Financial Officer




