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PEDIATRIC PAGE
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Indication(s) previously approved

‘Pediateic information In labsling of approved indicatinnls} is adequate ___ inadequate __ . . ) .
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FOR SUPPLEMENTS, ANSWER THE FOLLOWING QUESTIONS IN RELATION TO THE PROPOSED INDIGATION, . L Co

IS THE DRUG NEEDED IN ANY PEDIATRIC AGE GROUPS?  Yes (Continue with questions) —_No {Sign and return the form} - -

el

WHAT PEDIATRIC AGE GROUPS IS THE DRUG NEEDED? (Check all that apply} o
. Neanates {Birth- imonth) .Infants {fmonth-2yrs) Children {2-12y1s) Adolecants(12.16yrs) = . :

— 1. PEDIATRIC LABELING IS ADEQUATE FOR ALL PEDIATRIC AGE GROUPS. Appraptiateinformation has been submitted i tds ot prasigus )
applicationis and has been adequately summarized in the Iabeling to permit satisfactory labeling for sl pediatric age groups. Furthe information is not .
required. . ] T

—2. PEDIATRIC LABELING IS ADEQUATE FOR CERTAIN RGE GROUPS. Appropriate information has been submittaq i this er previous applications and
has been sdequately summarized in the labeling to permit satisfactory labeling for certain pediatric age groups le.g., infants, children; and adelescents
- but not neonates), Fyrther information is not required. o ’

_ 3. PEDIATRIC STUDIES ARE NEEDED. There is potential for uss in chitdren, and furthar informaticn is required to permit adequate labefing for this yse, -
S 'a.: Anew dosing formutation is needed, and applicant has apreed to pravide the apprnpriate'fhri;:&latioh. ,:, _—
b Anew dosing formulation is needed, however the sponsor is gither not willing to provide it of is in negotiations withi FDA."j' ) o
¢ The épp’lii:ant has committed 1o doing such studies as will be required,
.= {1} Studies are ongoing,
(2] Protocols wera submitted and approved.

: (3] Protocols wers submitted and are under review, »
—— {4} no protocot has been submitted, attach memo desenibing status of discussions.

' d. 1f the sponser is not willing 10 do pediatric studies, attach copies of FDA’S written request tha_l such studies be done and of the sponser's
written response to that faquest. ‘ L

th. PEDIATRIC STUDIES ARE NOT NEEDED. The dmg!bioicgic_pmducl has Gttls potential for uss in pedfatric :pétient's.'-mt'ath memo explaining ﬁhy
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— 5. it nane of the above apply, attach an explanation, as necessary, o /S/ F L
ARE THERE ANY PEDIATRIC PHASE 1V COMMITMENTS IN THE ACTIONLETTER? _ Yes _uAflo ; ' BT ’ 5_] 7¢
 ATTACH AN EXPLANATION FOR ANY OF THE FOREGOING ITEMS, AS NECESSARY: : 4T
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