
cu....MIcnIMtoI)'......... II1IdIoado.

BaeterioIop is SUtlUMrized ill dw pnwicW belDW. In tile Microltiololical Per
Protocol popu (MPP), at both the W-o~1 (lOT) visit.. tIMI T......t-Cln visit,
whieh oceums4 011I \YOlk EOT, the Nc&eriG w. EracIicaIkJft or
Pn:sunted Enldialioa fer the ority of""" in hotIt b poups. At the EOT visit,
96% of,.ients ia the eipIoftoxMin arouP _ 93% ill tile PNH IftlUP had~or
PresuI1lecl~ •...............
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,or inforta CIiiIiaIl Trill enor lUI 03 lA 02, _ the Me••0fIIc0r
Rm.w April1, 2006. "I1Je II• .....,. tvtIIIiI '""otitis.....
(fiIIIIal). ,...., - prurit:is. - la.811&1 WIN lIpOJIeclia
..........,aor...' widl e.tIaul

9. AdYIsor1 Coauaittee MtetiDa



10. PecIlatrics

1'1w safety.. etfecti"J••ofC.... in in.._low OM y..of. have not.... .
.-lishod. The efIlacy ofee.xaa in tNItinI otitis...iIl.pediItrie pMicnts 0Il0 year or
oIcIer hat .,.. d••oastIatod ill a COlI_lied cliaieal trial.

'There is no cvklanee tIIIt tho etic admiDisntioll ofqUtoloMshal.y .6ct0ll weiPt__,
joints, ova dlouah systemic adMiaistratkm ofsome quinolones has bMa shown to __
anhropIdly in~....

11. 0tMr R.levut RepI,tory Jssues

DSI
A Division ofSci.-s.IaYaliptions (DSI) audit WII ,....atcI.
Per 1M OSI review f'obIuIry 1,2006:

1"heRevin Divisioft ·a rwtine data 1U4i.~oftwo study sites_......
study JtrotoeoIICIPROT II fA 02 ... ftom whieh ...wu sulnittW ill support ofNDAftl­
911•.

It

MU ...",.... JlJtIIII~....,.
r;lftAflA A. '.-......,p)flr-'... ' 'Ib_ JlJtIIII......
I'INANCIAL DJSCI.O$1lM .
Theappl Cl its ·~ ......of..sortI..
to all iIW_ ill · equity m u JIfO"icWlay" _ .
....in 21 en."'.2. NoMof. Ii$IId ilWeltiptod 10 .....

11teIe is no ...... to..._tho rauks ofthe·stuclY tty.y a..-...
~

DMaPAlDDMAC
TIle ...., C.......,.iousI)' ftl\'icwtd by DiY Ifi ..
,... AIIIIIYsi1(DMEPA}ia2OM..,.,.., _-.y
oItj JIRIPG.1d ,....., _ 0' _IlM'EPA
..... 1Iat~.,...1U*A.....--... pia,c•••-.
~is..~.. tD IlIi n.,
DMJrA) "'i.dimt .........., C _ .....
A4i1iiJ...II)'~ DDMAC -J-st10" CaIrauI, ....................
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Per_DMEPA review'" ...... 31. ~009:

Tbe Division efModicaUOIlImJr Pfev.mon" AMI)'SiI (DMEI'A) cv the centaiMr
.... arIOft .-...& cMer wr., foil pouch ............ to icIIntify vu ilitia thIt
ceuI4 ... to~ arors. Our Winp incIic.- chit1he_pand tho pI'tlMDt8tiOft ef
inl.lnnation 011 _ Pft'PUIIId. laWs, t.Wina"outer WI'IP WI pouch to tic vulnerlblo
to confilsioft..Cftl4 to enors. Wespectfteal., note the prineipal
display ,...1 is cluUeNd· ·eftoo much iafbnnttioll_ thI diIections for .. in the
inMIt ,....are iMempIeto_may lead to .......,.UII efthis pmduc&. FurIhInnore,
we NIIlain coneemecIahout .... ".1f.IIiA1 ofCeerualift.LOPI yials ucI the petantial thattltis
COftfipratieft.,...cedaIieft IIId _ riSk ofwrona·1OUte of~
enorsauoc" with dIis JRduet. 10 eaaccms, .... Applicant his _bossed the b(4'
weft .-- .OMside of with the umelllCl stNftath. Akho....we 'I
~ UIlSUN of..offeedv of. ttl siaeo iltfonMtion is dim_ to
..011 LDPI....w, DMBPA aHps with the DiyisiolllO allow tho mark...ofthis
pteduct as it is eutronCIy .........

R....tativ....DDMAC _DMl'A weN in ....... at the April U.2OOJ, i-..u
"linallleltins. Thoir .........-..w MIn incorporated _ theNY'" final .....where........

11. L.....

Tho labeIiIll S\IIJnaittedon April!7. 2009._ inc..... ia.... C........Tam Leldlr's
bvic'w was found 10....,.....
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13. _...tory Actio.

deOMMDfDD DCVIATORY ACTION:

NDA 21·tnl is~ fer lfPIi'Wal for the tratnleftt of.... otitis...due to .......
iso"'ofJ'l~~OF~11IIIW/I.

RISK m ASSISIMIHi':
1'he suppaett... safety.. eftic8cy ofc.eraut (Gipro"'. '* sokatioa) 0.2%
fotthe Mntof..otiti&......to~....of~MI'.......,or
.-.~~IIIIIWII. .

Ia",..............ofStuliy CIPltOT 11I/03 IA 02, clinial..wu _icv•.ChI
_ofa7'"__.70% (11312-47) tor ....CITRAXAL-.., __""
(147114J) .,..COIIIfOI ..... .....,. Th,most GOIDMOftIy ,.,.... NMIions ill
CIiItioal Trial Cmlor lilt 03 IA O! iii cipIottox.in ......1IIbjtoas otitis....
(otoMycosis) 3%. OdwC8lMlOll--. in 2% of
c~trtated w.,.~_prurieis,__...

CMC, ........."oxicoIeIJ,Ctiftical~, Biostatistics_ Qualky
MicrGtriotcv, Cliftial~ , Medieal Offiecr IIICiI C..DbeipIiMT_ Lader rniows
support die lfIII'OVal '"Chis .

RIC~TION roaJ!OSl'M.uJClTlftGIUSk MANAG Acrlyrr.
1'heN ionaI Iftt ...........
GO _.NJ'Of'daI of experienecs 1SIOe of -, pRXhact.

Wiley A. a.Mrs, MD
AotinIQUr··..
DiVis..ofAad-..ftetift_~PRMtucts
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