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One Ledgemont Center
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Lexington, MA 02173
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March 22, 1996

Office of Special
Nutritionals (HFS-456)
Center for Food Safety and
Applied Nutrition

Food and Drug Administration
200 C Street, S.W.

Washington, D.C. 20204
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NOTIFICATION OF
STATEMENT OF NUTRITIONAL SUPPORT

Pursuant to section 6 of the Dietary Supplement Health and Education Act of 1994, 21
U.S.C. § 343 (r) (6), this is to notify FDA that our company is including in the labeling of

its PMS Escape™ Dietary Supplement statements to the effect that the product contains
a special formulation of carbohydrates specifically designed to increase serotonin levels
and that certain PMS disturbances are, at least in part, the result of deficiencies in

serotonin — a substance that occurs naturally in the body, which is believed to help control
mood, appetite and the ability to concentrate.

Sincerely,

i

Lewis D. Lepene
President and CEO
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