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August §, 2001

Center for Food Safety ané Apphed Numtxon
Food and Drug Administration

200 C. Street S W. .

Washington, DC 20204

Dear Sir/Madam:

This is a notification pursuant to 21 U.S.C. 343(r)(6) that Standard Process Inc., Palmyra,
Wisconsin 53156-0904, is making the following statements:

1. Chaste Tree has been used traditionally in Europe by women for a variety of common female
conditions.

2. Clinical trials support its efficacy in addressing temporary headaches associated with the
onset of menses.

3. The unique activity of Chaste Tree in supporting female hormone balance makes it an
excellent choice before and during the menses. A

These statements are made for a dietary supplement containing a blend of flavonoids (especially
methoxylated flavones), iridoid glycosides (such as aucubin), and sesquiterpenes. Other
ingredients include calcium acid phosphate, cellulose, hypromellose, magnesium stearate, silica,
and sodium starch glycollate. The name of the product.is Chaste Tree.

The information contained herein is accurate and Standard Process Inc. has substantiation that

the statements are truthful and not misleading,

Sincerely yours,

Ann Holden
Standard Process Inc.
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