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By Federal Express

November 9, 1999

,-,.

Office of Special Nutritional (HFS-450)
Center for Food Safety and Applied Nutrition
US. Food and-Drug Administration
200c St.Sw
Washington, DC 20204

RE: Notification for Certain Types of Statements on Dietary Supplements

Dear Sir or Madarn:

As required by Section 403 ( r)(6)(c) of the Food, Drug and Cosmetic Act, Pharmanex,
Inc., 2000 Sierra Point Parkway, Brisbane, California 94005, intends to market a dietary
supplement product with the following label statements of nutritional support:

Product identified as Grape Seed with the following label statements:

● Supports the antioxidant defense system.

● Supports the body k naturai antioxidant defense mechanisms.

● Supports venous (vein) integrity throughout the body.

● Grape seedproanthocyanidins promote healthy colloagen structure andfunction
in tissues such as skin, tendons, ligaments and blood vesse!s.

I certi~ that the information cmtained in this notice is complete and accurate and that
Pharmanex, Inc. has substantiation that these statements are truthfhl and not misleading.

Sincerely,

cYL4#-
Carsten Smidt
Director of Nutrition Research
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