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February 12,2002 

Office of Special Nutritionals (HFS-450) 
Center for Food Safety and Applied Nutrition 
U.S. Food and Drug Administration 
200 C Street, S.W. 
Washington, D.C. 20204 

Re: Structure/Function Label Claim 

This letter is to notify the Food and Drug Administration that within the past 30 days our 
company has begun to market Saw Palmetto Extract Dietary Supplement, with the following statement 
of nutritional support included on the label and in labeling for the product: 

Flora’s Premium Saw Palmetto Extract (liposterolic extract - 85%-95%) conforms to the 
liposterolic extract used in numerous scientific studies that have demonstrated its remarkable 
effectiveness in maintaining a healthy prostate. Flora’s premiums Saw Palmetto Extract also 
contains the supportive nutrients Zinc Citrate and Vitamin B6. 

The dietary ingredients of the product that are the subject of the above statement are: 
Saw Palmetto 350 mg., Zinc 16 mg, and Vitamin B6 70 mg. 

It is hereby certified that the information in this notification is complete and accurate, and that 
our company has substantiation that the above statement(s) is truthful and not misleading. 

Very truly yours, 

Flora Inc. 

Janet Sperry 
Marketing Assistant 
Labels & Packaging 

Flora, Inc. P.O. Box 73, Lynden, WA 98264 (360) 354-2110 (800) 498-3610 FAX (360) 354-5355 
Eastern Branch: 62 Seaview Blvd., Port Washington, NY 11050 
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