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By Federal Express

March 21,200l

Office of Special Nutritional Products Labeling
Center for Food Safety and Applied Nutrition
U.S. Food and Drug Administration HFS 811
200 c St. SW
Washington, DC 20204

and Dietary Supplements

RE: Notification for Certain types of Statements on Dietary Supplements

Dear Sir or Madam:

As required by Section 403(r)(6)(c) of the Food, Drug and Cosmetic Act, Pharmanex,
LLC, 75 West Center, Provo, Utah 84601, intends to market a dietary supplement
product with the following label and marketing statements of nutritional support:

Product identified as Energy Formula with the following label statements:

l Boosts stamina and vitality
l Increases mental alertness
l These herbs provide adaptogenic properties, which help the body adapt and adjust to

psychological and physical stress, as well as mental and/or physical fatigue.
l The blend supports the body’s ability to reduce mental fatigue, tiredness, increase

alertness and enhance vitality.
0 Proprietary Energy Formula is a standardized blend of three key ingredients known to

increase energy and stamina and reduce fatigue.
a Adaptogens are biologically active compounds that regulate the body’s ability to cope

with daily psychological and physical stresses.
a A dietary supplement for adult men and women who wish to optimize their mental

and physical energy.

I certify that the information contained in this notice is complete and accurate and that
Pharmanex, LLC has substantiation that these statements are truthful and not misleading.

Sincerely,

L&--ji2&-

Win Duers
f!TSr. Director of Global Technical Services


