GRONEK & ARMSTRONG

ATTORNEYS AT [4W, .

98TH FLOOR - SEARS TOWER
233 SOUTH WACKER DRIVE

II:OB’B‘”RTIS M. GRONEK CHICAGO, ILLINOIS 60606 TEL: (312) 655-1800
ERT E. ARMSTRONG
PAUL J. WISNIEWSKI FAX: (312) 655-1808

DEBORAH L. RUSS

JACQUELINE P. KULER

s s g [,

January 15, 2004

Office of Nutritional Products, Labeling

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

Re: Notification for Statements on Dietary Supplement Labels

Dear Sir/Madam:

This firm represents Nature’s Sunshine Products, Inc., Provo, Utah, a manufacturer and
distributor of dietary supplement products (hereinafter "Nature’s Sunshine"). Nature’s
Sunshine has requested that we notify your Agency on its behalf of the inclusion of
statements of nutritional support on a dietary supplement product label.

Pursuant to the requirements of Section 6 of the Dietary Supplement Health and
Education Act of 1994, 21 U.S.C. §343(r)(6), and in accordance with the authorized
provisions of 21 CFR §101.93(a), your Agency is hereby notified that Nature’s Sunshine has
made statements of "nutritional support", as described in 21 U.S.C. §343(r)(6)(A), for a
dietary supplement as follows:

Product Name Label Statement

Utfia De Gato Cats Claw Combination Immune enhancing properties, supports the
structural system, immune system support,
Ufia de Gato/Cats Claw herb grows in the
rain forests in Peru where the inner bark
containing the beneficial factors is gathered
without destroying the plant, maintaining
the fragile ecological balance of the rain
forest. Native Ashaninka Indians have
relied on its benefits for centuries for a
wide variety of health concerns. Current
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