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March 13, 2003 T

Mr. Robert Moore ’ ‘ | ‘
Office of Nutritional Products, Labeling & i N
Dietary Supplements, HFS 811 b MAR 19 2003

Food and Drug Administration
5100 Paint Branch Parkway
College Park, MD 20740

RE: Label Claims/Disclaimers

&/

Dear Mr. Moore:
w2
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 thegood, Drug,
and Cosmetic Act on the labels of the following product. These claims are not necessarilyfor a product
we currently market or plan to market in the immediate future, and may be exploratory inSture.

Vitamin E,
Coenzyme Q10

Enzymatic

Vitaline CoQ10, the subjget of more
Therapy, Inc.

than 20 scientific studies\@t
prestigious organizations including
Harvard Medical School, and the
Veterans Administration Health
Care System, has been shown to
cross cell membranes and increase
mitochondria levels of CoQ10.*

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: M[%

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

Date: 5//3 /0 S

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

Sincerely,
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