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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service 

Food and Drug Administration 
College Park, MD 20740 

APR - 3 21387 

Ms. Joan R. Smith 
President and CEO 
Kura Natural, Inc. 
PO Box 996 
Danville, California 94526 

Dear Ms. Smith: 

This is in response to your letter of March 19,2007 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 Kura Natural, Inc. is making the 
following claim, among others, for the product Kolchisponin: 

"[M.]ay help lower blood pressure ...." 

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 statement that you are making for this product suggests that it is 
intended to treat, prevent, or mitigate diseases (i.e., hypertension or high blood pressure). 
This claim does not meet the requirements of 21 U.S.C. 343(r)(6). This claim suggests 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 you intend to make 
claims of this nature, you should contact FDA's Center for Drug Evaluation and Research 
(CDER), Office of Compliance, HFD-3 10, Montrose Metro 11, 1 191 9 Rockville Pike, 
Rockville, Maryland 20852. 
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