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PEDIATRIC PAGE . 
6Cornplete for all original appGcsGons and aft efficacy wppfemeetsl . . : . : : . ~ . . 'TE.-' A new Pediatric Page must be completed at the time Of each action even though one 

was 
piepaeed acthe time of the last ae . ndAiBLA A o- . . . . , Uon. . .' . : . . Supplement d.-___ Circle one: SEi S~ SE3 SE4 SE5.

.
SEB - . : . 

rCL1lC i' t F"`G'~47rtlY~1't ' ~L~ 
. H~QTrade and generic namesJdosaQe form : Act ion. 'AP AE NA 

AAFUcant ',-012Q ~ Therapeuuc Class ~.J . . . . 

Indcetiop{s) previously approved 
-Pediatric information in labeling of approved indicatinnis} is adequateinadequate_ Proposed Indication irtthis application 4o/io.*4 

I"oS~`?sS~VC, c~or''+v,+LaS~+~ Ole t;s5'~c rs.`{ FOR SUPPLEMENTS, ANSWER THE FOLLOWING QUESTIONS IN RELATION TO THE PROPOSED INDICATION. . !S THE DRUG NEEDED IN ANY PEDIATRIC AGE GROUPS? -_Yes {Continue with questions) Na (Sign and ref um the farn~ -WHAT PEDIATRIC AGE GROUPS IS THE DRUG NEEDED? ICheck a!1 that apply} ~Neonates (Birth .imonthp ~Infants llmonth~2yrs' 
�_Children 

(2-12Yea) `Adalerents(12" 16yrs) . . 
- 1. PEDIATRIC: LABELING IS ADEQUATE FOR AU PEDIATRIC AGE GROUPS. Appraptiate infatmatian has been submitted in this orptey;a*Us apAlicatioris and has been adequately summarized in the labeling to permit satisfactory labeling for an padatric ',pe groups. Further information is not 

required, 

- 2. PEDIATRIC LABELING 1S ADEQUATE FOR 0RTAIIY AGE GROUPS . Appropriate information has been submitted in th ;s~or previous a Tcati . PP ons and 
has been adequately summarized in the labeling to permit satisfactory labeling for certain pediatric age groups (e .g ., infants, children ; and adolescents 

: but not neonates), Further information is not required. . 
~ 3. PEDIATRIC STUDIES ARE NEEDED . There is potential for use in children, and further information is teqtr'sred tc peeir~it adequate labeling for'this use. . �r a. b new dosing formulation is needed, and applicant has agreed to provide the apPropriate famitrlatien . : . ' 

.r, b. A new dosing formulation is needed, however the sponsor is gift not willing to provide it 'of is in negotiations 'With FDA. ` 
- c. The apPlicant has committed to doing such studies as will be required . ' . ._., {1E Studies are ongoing, 

t21 Protocols were submitted and approved . 
_ ~ (3) Protocols were submitted and are under review, 

., . (4) !f no protocol has been submitted, attach memo describing statps of dscussions : - 
._, d. [! the sponsor is not wilfing to do Pediatric studies, attach copies of FDA's written request that-such studies 6e done and 'of the sponsor's writien response to that request. , 

,~.4 . PEDIATRIC STUDIES ARE NOT NEEDED. The druptbiologic producl has fill is potential far use in edatrie a i . pediatric studies ate not needed. ~,~ ~ ~ , ,, p p t ents. Attach memo ezplaining why 

~ 5, If none of the above apply, attach an explanation, as necessary. " 

ARE THERE ANY PEDIATRIC PHASE IV COMMITMENTS IN THE ACTION LETTER? Yes vilo. ATTACH AN EXPLANATION FDA ANY OF THE FOREGOING ITEMS, AS NECESSARY. . 
This paee was eom Ved based on information from 

' (e .g . medical review; m~dic officer, team leader) 

r nature o Preparer anditle ~ 
nate lr' 

o~Q r~dareia a ~~~f 3 / / 
Hb iv ~ile ~ ! ~~J 
NOAlBLA Action Package . ; / 
HFU06t KRabens -

(revised 1ot2Dlg)1 FOR QUESTIONS ON COMPLETING THIS FORM CONTACT, KNYATi ROBERTS, HFD-S iROBERTSi(I 


