
9 
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Food and Drug Administration
+*-a 

College Park. MD 20740 

APR - 3 2007 

Ms. Darcy Manning 	 - .  

DHC USA, Inc. 
450 Townsend 
San Francisco, California 94 107- 1510 

Dear Ms. Manning: 

This is in response to your letter of March 20,2007 to the Food and Drug Administration 
(FDA) 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 DHC USA, Inc. is making the 
following claims, among others, for the following products: 

DHC Vitamin C Hard Capsules 
"[B]oosts immunity to help fight infections." 

DHC Vitamin E 
"[Hlelp protect cells from free readicals, which can contribute to chronic conditions, 

including heart disease, high cholesterol ...certain cancers." 

DHC Echinacea (with Vitamin E) 
"[Hlelp stave off cold and flu symptoms ...." 
"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 you are making for these products suggest that they are 
intended to treat, prevent, or mitigate diseases. These claims do not meet the requirements of 
21 U.S.C. 343(r)(6). These claims suggest that these products are intended for use as drugs 
within the meaning of 2 1 U.S.C. 321 (g)(l)(B), and that they are 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 11, 1 1919 Rockville Pike, Rockville, Maryland 
20852. 
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