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Rockville, MD  20852 

Dear Sir: 

I attended the 1 l/l 6/04 public m eeting on radioactive drug research com m ittees. I am 
writing to express my  concern over the January 16,2005 deadline for com m ents on the 
RDRC m eeting on “Radioactive Drugs for Certain Research Uses”. It cam e to light at the 
Novem ber 16 public m eeting that the Food and Drug Administration (FDA) expects to 
issue a “Screening IND Guidance Draft” within that sam e tim efram e. Since (as was 
pointed out at the RDRC session) that Guidance docum ent could m aterially affect the 
RDRC issues under discussion, it is imperative the January 16 deadline be extended. A  
prudent extension would probably be 6 weeks to 2 m onths after the Guidance docum ent 
is issued. 

The RDRC pathway has provided a very valuable, safe and cost-effective m echanism  to 
carry out early studies of radiopharm aceuticals. 

Sincerely, 

Henry D. Royal, M .D. 

cc: Dr. George M ills 
US Food and Drug Administration 
Center for Drug Evaluation and Research (CDER) 
Division of M edical Imaging (HFD-160) 
5600 Fishers Lane 
Rockville, MD  20852 
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