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Fleminger, Inc. 
Office of Sin Hang tie, M.D., 

160 Hawley Lme, Suite 205, ‘ihmbdl CT 06611 
Tel. 203 385-3836 Fax 203 385-3532 

Mr. Sheldon T. Bradshaw 

April 26,2005 

FDA Chief Counsel 
c/o Mr. Vincent de &zrus 

Food and Drug Administration (HI%-330) 
5 100 Paint Branch Parkway3 
College Park, MD 20740-3835 Via F& 3014362639 

t 
Re: Docket No. 2004Q-0083; DtiIy consmption af40omces of typical green tea containing 
7 1 OpghnL natural (-)-epigatiocatechin gall,+ @GCG) may mduce &he risk of certain forms of 
cancer.,.. 

Dear Mr. Bradshaw: 

This letter summaries our teliephone conversation this morning in which the FDA requested my 
agreement to further extend the review p&d an the above refaenced qualified health claim 
application for your of&e to complete its scientific review. You xecognize~ that this is the 4th 
FDA postponement of its committed de&ties for its decisionon this a~~l~cat~o~ in six months 
although it is, the fist req9ep afkr you took office as the Chief Cow& at the Agency. Sime my 
disagreement to agree will [cad to autamatic:rejectian by the FDA of ttrc! a~~~i~t~on, 1 have 
reluctantly agreed to your request fur this deadline extension, As a he&h care professional 
specializing in cancer pathology, it is to my interest to see that, the PA aRow this science-based 
green tea health claim. as pa@ of its public e@cational programs to implment the DS?XEA 
{ 1994) passed by the U,, S. Congress. If you need any add~~~ona~ d&a to complete your scientific 
review process, please contact me as soon as possibly. 

You indicated that you wauld make your decision on this applicatjpn by June 1’7,2005. 
However, I respectfully request that you or your office publish- in tbhe FDA docket a firmly set 
deadline date that the FDA can genuinely honor to restore the credibility of the Agen.cy. 

cc. Dr. Lester Crawford, Acting Commissianer of the FDA 
U.S. Senator Ckis Dodd, Member of thq Senate HELF Comr@$ee (DC an& CT offices) 
U.S. Senator Mike En& Chainnan of the Senate E!ELp Co~~~~e [DC office) 
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