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Pubfic Health Service 

Food and Drug Administration 
College Park, MD 20740. 

F. Kerr Dow, Fh.D. 
Vice President Nutrition and Technical Affairs 
H. J. Heinz Company 
P.0. Box 57 
Pittsburgh, PA 15230-0057 

RE: Qualified Health Claim Petition -Tomato Products, which Contain Lycopene, 
andReduced Risk of Prostate Cancer 

Dear F. Kerr Dow: 

This letter acknowledges receipt on May 17,2004 by the Food and Drug Administration 
(FDA) of your petition submitted oti behalf of the Lycopene Health Claim Coalition 
pursuant to Section 403(r)(4) or 403(r)(5)@) of the Federal Food, Drug and Cosmetic 
Act (FFD&C Act) (21 U.S.C. $8 343(r)(4) or 343(r)@)(D)). You requested that the FDA 
allow a qualified health claim concerning the relati&&ip between consumption of 
tomato products, which contain lycopene, and reduced the risk of prostate cancer. 

Your petitic?n is undergoing initial FDA review and the agency will follow the interim 
procedures for qnalified health cktim petitions @ described in the FDA publication entitled 
“Consumer Health Information for Better Nutrition Initiative” Task Force Final Report 
@ttn://www.cfsan.fda.rrov/-dms/ ttftoc.html). As such the petition will be filed no later 
than 45 days after the petition hG&n received and will be available for comment for 60 
days at h~://www.accessdata.fda.gov/scrirrts/oc/doekets/comments/comment. 
FDA will issue a final decision concerning the petition no latter than 270 days afbzr the 
petition has been received. We have calculated the filing date, which is the date the petition 
will be available for comment, to be no later than July 1,2004. 
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If you have any questions concerning this petition, please f‘eel fke to contact me at 301- 
436-1450. 

Sincerely yours, 

Jillonne Kevala, Ph.D. 
Nutrition Programs and Labeling Staff 
C&ice of Nutritional Products, Labeling 

and Dietary Supplements 
Center for Food Sstfety 

and Applied Nutrition 


