April 7, 2004

CERTIFIED MAIL

APR 21 204
Office of Special Nutritionals (HFS-450) L IR
Center for Food Safety and Applied Nutrition DUIREEES e %

Food and Drug Administration
200 C Street. SW
Washington, DC 20204

Re: Notification of Structure/Function Statement(s) for a Dietary Supplement
Dear Sir or Madam:

This letter is submitted pursuant to §403(r)(6) of the Federal Food, Drug and Cosmetic
Act, 21 U.S.C. §343(r)(6), and 21 CFR §101.93, for the purpose of notifying the agency
of structure/function statements being made in connection with the marketing of a dietary
supplement being distributed by this company.

The dietary supplement is “CRUNK!!! Energy Drink.”

The dietary ingredients contained in CRUNK!!! Energy Drink include: Caffeine, Horny
Goat Weed, Green Tea Leaf, Guarana, Ginkgo Biloba, Ashwaganda, Ginseng, Vitamin
B1, Vitamin B2, Vitamin B3, Vitamin B5, Vitamin B6, Vitamin B12, Vitamin C and
Vitamin E.

The claim which appears on the label is as follows: “Crunk Energy Drink is designed
to deliver both mental and physical vitality strengthening the immune system.”

In addition to the structure/function claim contained on the label of CRUNK!!! Energy
Drink, press releases and advertising materials will utilize the following statements:

e CRUNK Energy Drink is designed to deliver both mental and physical vitality
while supporting the immune system

e Skullcap is believed to help maintain a healthy nervous system
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o CRUNK!!! Energy Drink is designed to deliver both mental and physical vitality
while supporting the immune system

e Horny Goat Weed has long been employed to restore sexual fire, support healthy
erectile function and allay fatigue

e Skullcap is believed to help support a healthy nervous system while serving as a
detoxifier

In conjunction with the above statements, the company is using the following statement:
This statement has not been evaluated by the Food and Drug Administration. This
product is not intended to diagnose, treat, cure or prevent diseases.

In conclusion, I hereby certify that the information contained in this notification is
complete and accurate, and that the above listed company has substantiation that the
statements to be made in the labeling are truthful and not misleading.

Thank you for your consideration




