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-;YI.dentify drug product (moiety) 
r3) List of products for which additional pediatric 

info~ation ay provide a ~edth. benefit for 

0 CDER, Pro ssional Groups 

* Future - FDA & 



WDraft WR 
8 Division and/or Sponsor Initiated 
I) Template - issues to address 

product gro 

a PdIT Review - guidance and consistency 
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WPediatric Exclusivity Granted 
0 42 active moieties 
111) 4 simultaneous approvals, adult and pediatric 

ediatric Exclusivity Denied 
e 7 active moieties 
a Did not eet terms of the r+&en request 
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YACCESSING IN ATION 
e Pediatric Exclusivity Granted 

* Posted on website 



WLabeling Changes - 20 
a Safety and/or Efficacy - label to a lower age 
J, Dose and dose adjustments for selected age 

groups 
indication in children 

a AEs in speci~c subgroups 
e AEs related to developmental process in children 
a Safety and 



participation 

WAim for labeling to neonatal age 

WLabeling linked to exclusivi 


