BY THE
EMORD & AsSOCIATES, P.CoRESEVEr Seeciar

1050 SEVENTEENTH STREET, N.W. NUTRITICRALS. HFS -450
Surte 600
WasHINGTON, D.C. 20036 97 MR 17 P21l 3

TeLEPHONE: (202) 466-6937
TELECOPIER: (202) 466-6938

March 14, 1997

VIA UPS NEXT DAY AIR

Dr. Elizabeth Yetley A - - .
Office of Special Nutritionals (HFS-450) 0055 97 SEP19 P1:34
Center for Food Safety and Applied Nutrition

Food and Drug Administration

200 C Street, S.W.

Washington, D.C. 20204

"“Re: 21 U.S.C. § 343(r)(6) Statement of Nutritional Support Notice
Dear Dr. Yetley:

X-Cell-R8 Partners, LLP, 68 Skyline Drive, Glen Mills, PA 19342, by counsel,
hereby submits an original and two copies of its notice of intent to use the following
statement of nutritional support in accordance with 21 U.S.C. § 343(r)(6) and 61 FR
50771 (September 27, 1996). The following statement of nutritional support is to be

made in labeling materials that will accompany the sale of “X-Cell-R8,” a dietary
supplement comprised of potassium aspartate and magnesium aspartate :

“Helps increase energy and endurance.”
In accordance with 21 U.S.C. § 343(r)(6) the statement will appear with an asterisk
which, in turn, will correspond with the following statement in bold face type: “This
statement has not been evaluated by the Food and Drug Administration. This product is

not intended to diagnose, treat, cure, or prevent any disease.”

Respectfully submitted,
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CERTIFICATION OF RESPONSIBLE INDIVIDUAL:

I, Gregory S. Ellis, Ph.D., hereby certify that I have read the foregoing notice and confirm
that it is true, correct, and complete to the best of my knowledge, information, and belief.

Dr. Grego#f $/Elis, Ph.D.
General Manager

Dated: 3-//— 97




