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Alex Santoso, Ph.D. 
Presider& 
Nutrica, hc. 
16 Baypark Circle 
South San Francisco, Califmnia 94080 

Dear Dr. Santoso: 

. This is in response to your letter of October 29,2001 to the Food and Drtlg 
Ad~~nistrati~~ (FDA) pursuant to 2 1 U.S.C. 343(r)(6) (section 4~?(~)(~) of the Federal 
Food, Drug, and Cosmetic Act (the Act)). Your submission states that Nutrica, he. is 
making the following claim, among others, for the product Venaron SV: 

“Helps protect against swelling by promoting vein circufation.“’ 

2f U.S.C. 343(r)(6) makes clear that a statement inchded in labeling under the authority 
of that section may not claim to diagnose, mitigate, treat, cure, or prevent a specific 
disease or class of diseases. The statement that you are making for this pmduct suggests 
that it is intended to treat, prevent, cure, or mitigate diseases, namely disorders of versus 
circulation, This claim does not meet the requirements of 21 USC. 343(r)(6). This 
claim suggests that this product is intended for use as a dmg within the meanirxg of 21 
U.S.C. 321 (g)(l)(B), and that it is subject to regulation under the drug provisions of the 
A&, Xf you intend to make claims of this nature, you shauld contact FDA’s Center for 
Drug Evaluation and Research (CDER), Office of Campliance, HFD-3 IO,7520 Standish 
Place, Rockvifle, Maryland 20855. 
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Please cmtact us if we may be of further assistance. 

Sinceref y, 

Division af Compliame and Enforcement 
Office of Nutritional Products, Labeling 

and Dietary Supplements 
Center for Food Safety 

and Applied Nuttition 

Copies: 
FDA, Center for Drug Evaluation and Research, Office af Compliance, WFD-300 
FDA, Office of the Associate Commissioner for ReguEatory Affairs, Office of 
Enforcement5 MFC-200 
FDA, San Francisco IXstrict Office, Office of Compfiance, HFR-PA 1 40 
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