November 12, 1998

Office of Special Nutritionals

Center for Food Safety and Applied Nutrition
Food and Drug Administration

200 “C” Street, S W.

HFS-455

Washington, D.C. 20204

Dear Sirs/Madames:

This letter is written with regard to our previous correspondence of October 4, 1996 whereby we
notified the agency of statements of nutritional support being made for Vitex and Fema-Gen
made by Rainbow Light Nutritional Systems. We have since identified an error in the text of
these statements. We now confirm the correct text as follows:

1) Vitex (Chaste Tree) is an herb used in traditional European herbalism. Vitex regulates
promotes hormonal balance, supporting a healthy female cycle.

2) Fema-Gen is an herbal system featuring Vitex (Chaste Tree), an herb used in traditional
European herbalism. Vitex regulates promotes hormonal balance, supporting a healthy
female cycle.

We do not believe this is a material change that affects the regulatory status of these claims;
however, we wish to inform the agency, having identified the error.

Sincerely,

~.

gl

Margaret Johnson
Executive Administrator
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