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5100 Paint Branch Parkway et

College Park, MD 20740
RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter 1s to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy.
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a labe] that contains a statement provided by section
403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the
exemption to section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are not
necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory in nature.

PRODUCT NAME STATEMENTS INGREDIENT(S) TO WHICH THE
CLAIM REFERS
Core Agility™ ‘ Glucosamine sulfate and chondroitin Chloride (from glucosamine sulfate),
sulfate provide building blocks for cartilage | Sodium, Glucosamine Sulfate |
formation.” (stabilized), Chondroitin sulfate .
[ ? (from marine source) !

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.

L Auedd

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: 5 /\S/O"f

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

Sincerely,

Jebd Pl o SHOT 7

Michael P. Devereux 975 01 62 L

Chief Financial Officer
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ENZYMATIC THERAPY Wilsonville, OR 97070 P: 920.469.1313 F: 888.570.6460 (Enzymatic)
P: 503.582.8386 F: 503.582.0467 P: 920.469 9099 F: 920.469.4418 (Phyto)
Whar Better feels ike™
a————
May 6, 2004

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/D1§cla1mel's
Dear Sir or Madam:

Ths 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 1n nature.

PRODUCT NAME STATEMENTS INGREDIENT(S) TO WHICH THE
CLAIM REFERS
Core Agility™ In laboratory studies, a combination of GS | Chloride (from glucosamine sulfate),
| and CS produced other effects also Sodium, Glucosamine Sulfate
[ suppartive of joint health.” (stabilized), Chondroitin sulfate
| ( (from marine source)

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

o pud

Robert Doster .
Title: Senior Vice President of Scientific Affairs

Date: 6/&) /O“{

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

Sincerely,

Michael P. Devereux

Chief Financial Officer
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what Better feels e
p———
May 6, 2004

Office of Nutritional Products, Labeling &
Dietary Supplements, HES §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:

Thas letter 1s to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy,
Inc. at 823 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.

z PRODUCT NAME STATEMENTS INGREDIENT(S) TO WHICH THE
‘ CLAIM REFERS
| Core Agility™* . | Core Agility for increased support of joints | Chloride (from glucosamine sulfate),
’ and prolonged flexibility.” Sodium, Glucosamine Sulfate
(stabilized), Chondroitin sulfate
(from marine source)

[ 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.

RLg0dA.

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: 5/@ /OL/

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

Michael P. Devereux
Chief Financial Ofticer

Core Agility 6e
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ENZYMATIC THERAPY Wilsonviile, OR 97070 P:920.469.1313 F: 888.570.6460 (Enzymatic)
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What Belter feets like”
————

May 7, 2004

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

Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740
RE: Label Claims/Disclaimers
Dear Sir or Madam:

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy,
Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided by section
403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the
exemption to section 201(g)(1)(C) of the act and comply with section 403(r)(6) of the act. These claims are not
necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory in nature.

PRODUCT NAME STATEMENTS : INGREDIENT(S) TO WHICH THE
L CLAIM REFERS
Core Agility ™* .| Core Agility ensures that those beneficial Chloride (from glucosamine sulfate),
compounds reach your joints at full Sodium, Glucosamine Sulfate
potency.” (stabilized), Chondroitin sulfate |
(from marine source) i

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

Lodd.

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: 5/7/0‘*{ ‘

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

(920) 406-36058.

chhael P. Devereux
Chief Financial Officer

By:

Smcerely
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Tyler Encapsulations » Vitaline Formulas PHYTOPHARMICA®
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What Better feets tive”
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t
May 7, 2004

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/Discléimers
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.

PRODUGT NAME | K WHIC E |
/ 5 ) “2 ? ’ | “ MU S S8 : pa s LA AT ________________________R R@s i ,}\ .
Core Agility™* :Studies have found that a combination of | Chloride (from glucosamine sulfate),
'Glucosamine Sulfate and Chondroitin | Sodium, Glucosamine Sulfate
.Sulfate provide superior joint support to (stabilized), Chondroitin sulfate
reither used alone.* (from marine source)

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(’w‘{

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: 5/ 7 /Dl/

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

Sincerely,

ichael P. Deve@ux Z

Chief Financial Officer




