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July 8,2002 

Da MI&a~aat Bran& (HFA-305) 
Food and Dnig Adnknistration 
m, Fishers Lane, Room 1061 
Roclwille, MD 20852 

(via e-mail to: f~do&ets@oc.fda.gov) 

Re: ANPRM Obtainhg Timely Pediatric Studies of an Adequate Pediatric Labeling 
for Hwplan Drugs and Bidogics 
(Dock& No. 02N-0152,4-24-02) 

Jb Whomit May Concern: 

Thb tZ%ihd& AdIdsent Bipolar Foundatm (CBF) is a not-for-profit organization 
of over 5,500 f&es raising chil&m diagnosed with, or at risk for, early onset 
bipolrs (manie~ess). Medi~ticms used to treat our ckrildren 
are generally used off-label and hav6’not been tested in &i&-en for this in&cati~ if 
atall. 

CABFbe%ves tbat,the v~tiryprotisions for pedi@ic ex~hsivity and the NM 
fimding mechanism to contract for needed studies, as provided in the Best 
PIhibma&& fk c%i&wr~A)~ are insuBi& to eosure that drugs usedt 
for children will be studied in children. We urge that the Pediatric Rule remain in 
face so t&t-&e FDA k&y recpxire ped&ric testing of drugs in appropriate cases that 
fall outside these mechanisms. 

CABl?supports maint~~atric ex&sitity incentives, but urges the FDA to 
.reqire amendment of drug iabeling to include additional safkty data generated by 
studies dme under the peditic ex&sivity provis@n,~even ifthe drug is fornrdnot 
effective against placebo for ttze indication. There is such a tremendous need for 
more vti artdlt is wasteful 3x& to capture infon3@.ion generated f&n 
studies under the pediatric exclusive provision and integrate that information into the 
existing label for the drug. 

Inadditkq*&*BPCAti~orptititi~. Intheorpharz~ 
Act, qbildren are refkrred to as t’th&rapeutic.orphans.” Medications desisted to 
treat orph& conditia @a& ~s_pediatric mar&) shckld be accepted for inclusian on 
the Pediatric List and be eligible for NIH tiding in a manner similar to generic 
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