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September 26, 2002 A UGB

Office of Special Nutritionals (HFS-450)
Center for Food Safety and Applied Nutrition
U.S. Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740-3835

RE: Label Claims/Disclaimers

Dear Sir/Madam:

This letter is to notify you that Enzymatic Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin
54311 is a distributor 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.

Enzymatic Therapy has
combined its clinically studied
7-KETO (a metabolite of
DHEA) with seven other natural

7-KETO
Naturalean™

Enzymatic
Therapy, Inc.

lodine, Copper,
Manganese (as chelated
(Krebs) with citrate,
fumarate, malate,

succinate, & alpha-
ketoglutarate), 7-keto
dehydroepiandrosterone,
L-Tyrosine, Asparagus

Rhizome Extract, Choline

Bitartrate, Inositol

compounds such as L-
Tyrosine, asparagus root and
choline to support thyroid
function, adjust your body
weight set point, and increase
metabolic rate to promote
weight loss.*

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 rmsleadmg

oy FL00U.

Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: 7/&6 / [~

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

(920) 406-3608.

Sincerely,

e

1u-f§7

Michael P. Devereux
Chief Financial Officer
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September 27, 2002

Office of Special Nutritionals (HFS-450)
Center for Food Safety and Applied Nutrition
U.S. Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740-3835

RE:  Label Claims/Disclaimers
Dear Sir/Madam:
This letter is to notify you that Enzymatic ‘Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin

54311 is a distributor 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.

§ 7-KETO odine, Copper, n a cllmcal study, partlmpants
Therapy, Inc. Naturalean™ Manganese (as chelated who combined 7-KETO™ with
(Krebs) with citrate, a sensible diet and exercise
fumarate, malate, lost an average of almost three
succinate, & alpha- times as much weight as those
ketoglutarate), 7-keto taking a placebo.*

dehydroepiandrosterone

Rhizome Extract Choline
Bitartrate, Inositol

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 U0

“Robert Doster
Title: Senior Vice President of Scientific Affairs

Date: ?A?'Z /021

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

(920) 406-3608.
Sincerely, !i
825 Challenger Drive P M‘jp
Green Bay, W] 54311-8328 Michael P. Devereux
Chief Financial Officer

Ph: 920-469-1313

Fax: 888-570-6460
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