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Dear Mr. England: 

This is in response to your letter of March 23,2007 to the Food and Drug Administration 
(FDA), on behalf of your client Lativio, LLP, pursuant to 21 U.S.C. 343(r)(6) (section 
403(r)(6) of the Federal Food, Drug, and Cosmetic Act (the Act)). Your submission states 
that Lativio LLP is making the following claims, among others, for the product ProactolTM 

"Helps reduce Blood Cholesterol." 

"Lowering Cholesterol." 


21 U.S.C. 343(r)(6) makes clear that a statement included 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 statements that your client is making for this product suggest that it is 
intended to treat, prevent, or mitigate diseases (i.e., hypercholesterolemia). These claims do 
not meet the requirements of 2 1 U.S.C. 343(r)(6). These claims suggest that this product is 
intended for use as a drug within the meaning of 21 U.S.C. 321(g)(l)(B), and that it is 
subject to regulation under the drug provisions of the Act. If your client intends to make 
claims of this nature, they should contact FDA's Center for Drug Evaluation and Research 
(CDER), Office of Compliance, HFD-3 10, Montrose Metro IT, 1 191 9 Rockville Pike, 
Rockville, Maryland 20852. 
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