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.lune 12, 2003 

- ., _ , . ,, 

Mr. Philip L. Chao 
Oflice of‘Polic;y, Planning md Legislalion (HF-23) 
Food and Drug AcllllitliStril~ion 
5600 Fishers Lanr 
Rockville, MD 20857 

Dwar Mr. Chai,: 

The American Acrtdemy oFPedisltrics is eager to submit public comments lo ibe 
proposed rule: l&w Cock Lnbal Re~~uirement For Humun Drug Product,s md 
Blood (,Doclcci No. 02N-0204). We believe it is critical for the Food and Drug 
hdminislrutian to consider the impact 01‘ these regulnlions OII the pediatric 
population. LlnlSx~~~n~tely, competing deadlines have prevented AAP t+om 
completing ihe con3nlents pr.i.or to the June 12, 2003 deadline. 

A AP is requestjrlg RI) cxtensim ol’the deudlillt: until .lnl y 3, 2003. This three- 
week. time period will allo~v AAP to circulate OLLI’ comments to pediatric experts 
in order to provide u Ihorougb pcrspcctive on how these importiint regulations 
impact infant,s, ch.ilcircn md adolescents. 

Sincerely, 

LXwld T Taylw. Jr, MD, FAAP Director 
Goldsboro. NC Dcpartmenc of Federal, AlTairs 
Dlatrtct V  
fllan 8uetk. MO. ME& FAAP 
Oxlotd, OH 

Otslrlcl VI 
QIIIIC~IJ klall Ntchol. MO. FAAt 
Madison. Wt 

Dli3trlcl VII 
Gary 4 Peck. MD, FAAP 
New Ortaana. LA 
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