825 Challenger Drive
Green Bay, W1 54311-8328
Ph: 920-469-1313

Fax: 888-570-6460

www.enzy.com
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Mr. Robert Moore L14y u03 !1

Office of Nutritional Products, Labeling & By

Dietary Supplements, HFS 811 T

Food and Drug Administration I

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers

Dear Mr. Moore:

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin
54311 is a manufacturer and has included statements provided for by section 403(r)(6) of the Food, Drug,
and Cosmetic Act on the labels of the following product. 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

wLypi'inol is clmlcall
to support joint health.*

Enzymatic
Therapy, Inc.

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: QLQMJ

Roﬁert Doster
Title: Senior Vice President of Scientific Affairs

Date: ! ! e lo3

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

Sincerely,
WP&*’ 975 0162 LE]

Michael P. Devereux

Chief Financial Officer /&07 ﬁ % ; O %3

Lyprinol 2e



EnzymaticTherapyE@

NATURAL MEDICINES™

July 7, 2003

Mr. Robert Moore
Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 811

od . e
Food and Drug Administration

5100 Paint Branch Parkway
College Park, MD 20740

RE: Label Claims/Disclaimers

Dear Mr. Moore:

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin
54311 is a manufacturer and has included statements provided for by section 403(r)(6) of the Food, Drug,
and Cosmetic Act on the labels of the following product. 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

N
Lyprinol®

E‘niyfnatic
Therapy, Inc.

Reduces pain and stiffness
due to occasional overuse.”

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

o PLA004

Robeft Doster
Title: Senior Vice President of Scientific Affairs

Date: '/ / n / 03

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

(920) 406-3608.
Sincerely,
825 Challenger Drive -~ P .
Green Bay, Wi 54311-8328 ichael P. Devereux
Ph: 920-469-1313 Chief Financial Officer

Fax: 888-570-6460
Lyprinol 3¢
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NATURAL MEDICINES™

July 8, 2003

Mr. Robert Moore

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 811

Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers

Dear Mr. Moore:

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin
54311 is a manufacturer and has included statements provided for by section 403(r)(6) of the Food, Drug,
and Cosmetic Act on the labels of the following product. 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

Enzymatic
Therapy, Inc.

Protects the integrity of
cartilage.”

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: a
Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: 7 /3’/03

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

Sincerely,

ichael P. Dex@eux 1

Chief Financial Officer

Lyprinol 4¢



825 Challenger Drive
Green Bay, W 54311-8328
Ph: 920-469-1313

Fax: 888-570-6460

WWW.enzy.com

Enzymaticl herapy @

NATURAL MEDICINES™

July 9, 2003

Mr. Robert Moore

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 811

Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE: Label Claims/Disclaimers

Dear Mr. Moore:

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin
54311 is a manufacturer and has included statements provided for by section 403(r)(6) of the Food, Drug,
and Cosmetic Act on the labels of the following product. 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

Marine Lipid Extract
Therapy, Inc.

Green-lipped mussel contains a
unique combination of omega-3
polyunsaturated fatty acids
(including EPA and DHA), plus
marine lipids. Studies have
found that these fatty acids are
effective in inhibiting the 5°-
lipoxygenase (LOX) and cyclo-
oxygenase (COX) pathways in
the body.*

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.

b P00

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: 'l M /03

Lyprinol 5¢



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




825 Challenger Drive
Green Bay, W] 54311-8328
Ph: 920-469-1313

Fax: 888-570-6460

EnzymaticTherapyg@

NATURAL MEDICINES™

July 10, 2003

Mr. Robert Moore

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 811

Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

RE:  Label Claims/Disclaimers

Dear Mr. Moore:

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wiscons
54311 is a manufacturer and has included statements provided for by section 403(r)(6) of the Food, D1
and Cosmetic Act on the labels of the following product. These claims are not necessarily for a produc
we currently market or plan to market in the immediate future, and may be exploratory in nature

PN I 3 4 B g
Enzymatic Lyprinol® Marine Lipid Extract | A recent clinical study of 56
Therapy, Inc. people examined the effect of
taking Lyprinol for 8 weeks.
Participants took 100 mg twice a
day for eight weeks. Atthe
conclusion of the study, 80% of
the individuals taking Lyprinol
reported support of joint health.”

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

Lugodd.

Robert Doster
Title: Senior Vice President of Scientific Affairs

By:

pate: 1 110/03




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

Sincerely,

Lt P foup?

Michael P. Devereux
Chief Financial Officer



825 Challenger Drive
Green Bay, Wl 54311-8328
Ph: 920-469-1313

Fay: RRR-570-A4A0

Enzymaticl herapy®

NATURAL MEDICINES™

Tuly 11, 2003

Mr. Robert Moore

Office of Nutritional Products, Labeling &
Dietary Supplements, HFS 811

Food and Drug Administration

5100 Paint Branch Parkway

M Tl RATY ANTAN
Lolege rark, M Zu/4v

RE: Label Claims/Disclaimers

Dear Mr. Moore:

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsi
54311 is a manufacturer and has included statements provided for by section 403(r)(6) of the Food, Dr
and Cosmetic Act on the labels of the following product. These claims are not necessarily for a produc
we currently market or plan to market in the immediate future, and may be exploratory in nature

Enzymatic Marine Lip A randomized, double blind trial
Therapy, Inc. found Lyprinol to be a significant
benefit in supporting healthy joint
function.* More than 70% of
participants in this six-month
study experienced significant joint
health support.* Beneficial
effects were noted after one
month of use.*

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 puaod

Robert Doster
Title: Senior Vice President of Scientific Affairs

s

Date: 7//’/05




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

Toit p Loy

Michael P. Devereux
Chief Financial Officer

Taxmrinnl e



