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July 22, 2003

Office of Nutritional Products,

Labeling and Dietary Supplements (HFS-810)
Center for Food Safety and Applied Nutrition )
Food and Drug Administration Y
5100 Paint Branch Pkwy. T
College Park, MD 20740

Re:  Notification of Structure/Function Claims
For Dietary Supplement (Stacker 2)

Dear Sir/Madam:

Notice is hereby given pursuant to the requirements of section 403(r)(6) (21 U.S.C. 343(r)(6)) of the
Federal Food, Drug, and Cosmetic Act, and in accordance with the requirements of 21 CFR 101.93, that
NVE Pharmaceuticals has included the following statement(s) on the label and/or in the labeling of the

above referenced dietary supplement product that NVE manufactures and markets:

e The name and address of the manufacturer is:

NVE Pharmaceuticals, Inc., 33 Newton-Sparta Road, Newton, New Jersey 07860

o The text of the statement(s) that is (are) being made:
(1) WORLD’S STRONGEST FAT BURNER!

(2) Feel the Effect in Just 45 Minutes!

e The name of the dietary ingredient or supplement that is the subject of the statement (if not

given above):

(1) Ephedra Extract Proprietary Blend, Caffeine, Tri-GuggLyptoid Complex.

e The name of the dietary supplement (including brand name) on whose label, or in whose

labeling, the statement appears (if not given above):
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The undersigned certifies that the information contained in this notice is complete and accurate and that
NVE Pharmaceuticals has substantiation that the statement is truthful and not misleading.

Very truly yours,

Walter Orcutt
Vice President



