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CJWa,l.....

"'''111" j M.D.
)8A2t-911
et....a__ 0.2% Ode SoIuieUl

1 IDCtJ1'lVl: SUMMARY

1.1 ""-,,datIoa..~ Actio.

u.-ten tho initial JII'lPOMd drulpmduct 1inI.f -- .1'-'vi. 1M.-or b(4)
acbow........... e__ JII'lPOMd ',....peck...........h itselffrom
simiItlr pmcIucts UMd for akanato of lIiInUiIiItntion i.e.~ dispensers;
.....tore, ........ ....,-.whkh could,..1t in scriouI~ IIRM'S, ..
approvUIe IGtioni.~ by........, ,NYicw.,. SALVAT

• . . .. ......L A.- L _... .. --. - -

Baed 0II .... .mewor_tty ._fIicaIoy ............ in"NDA, .. followina
.............lJy_Medial~

CipIot1eucift Ode Sohdion 0.1% is..._ded·ror 8JlPftW8I for" ltJlowinc indieldon
...... the,..1ts ofaM clinical study. _Ji>A's fiedinp orp(cty....., for other
~ eifl')ftoucill otic JII'OCIucts, Ciple uc- ..... CipnMIa·:

c Ode SeJutioIlO.2% is ......,fof.." ........., ....edtia.__ in adult
Mel , mac yar • clue Ie ...epeihIe ...... • r,...rlsJlltJlltll"""'"
-~ .....,.
1.2 ..• ........... P..........AetIe..

1.2.1 RiIk _ Act1vity

om.·prier widte~............_ .... vityis.......
1.2.2 R.q1dnd .... 4 c.........



CIiIIie8I....
,....Mtl r.tb.
NI>A J.l·'lt
a,.....O._Ode Solution

13.1 BriefOYerYIew ofCIbaIaI ,......

1ntII«IIIorr tIItfl~ [)Ui",

The appliuat supportifta1M...,ofdpoftoxaciR otic solu&ioft 0.2% in the
.......of cliffuM otitis ..... A ..... 3 seudy ......... this ilIdicaaioa wu.
~ -blinded~vo·'" claipldto~ tilt bypDlliais 1Mt
~ipIofkJxacira otic seIution 0.2% wu" Joue IIcr 1y dfcc&iYo litho ave 0CIIIIpIIIt0r. 11M
~rj Ntomycin SW__hlJDlyxift B Sulfa HycIIoccmiIoM Ode SoNtion
(PHil) hid~ cftioacy of..diflbse otitis .......chil""
...........Its,..had relevant rap ., approval ira thI U.s.A.

Endpoi1a"~

Fivo POPUlations were dcftMd tor 1his suty: Cliniul Per-Protocol (CPP), ClbtiGlll
~T_(Crrn.Micrebio""''''''''TNIIt(MlTl'). ~"'~I
(MPt). ...Wtty. The err and cmpopu....WCN 1M,....,."... for ctl1cacy"')Iia"~ also for IUIysis ottMlICOndIry cliniul dIiaey Analysis ofthc......, ~...oi..was~ MPP..MITT
........ AJlIdny..aysa weN,."..... .... the Woty,..... .
J;//ktIq.- ' ' ..Ics cliniG.a,~""1IId ctillial + rn~loaicai
outGei'IM.I WON T W9$%...... inlaY_ (CIS) ..... fIiIfeNaec betw....
..........,. indic~of,._Qpuicneifta ..ou&coIM,.. UIOd 18 tat the
hypothesis thatoi,. WIS ......ftrior 10 PNH. Non-iJaICriority c...... if_
eliniGtlly ~ of0.10 (i.o•• 10%) was uppct·limit ofthe 9$%
CI.F~·"'" for ...............Viiit t, Visit 3,"'" Visit procIucecI.

~/S"""""'" WIN pIOdund fer moItb..., ..J*CC...of lJatIMnt•
........tAas, _ ... cvCftlS (SAEs}• ......, -.dAIs"""1 to
~oa..ift ~Visit J with Visit usricIto in
pllyJioaI __" ~ ' vkalli visit_ Visit 1 to
Visit 4.~yo < .., min maximum)
MlePR...· .

13.2 • ...,

.........: ACIIfe....oetda.......

sn.c7·....., atiaaiM4....a rudEl _ ~
01...._._ O.2"wiIh ••11..,. poIyIap.BsuI..I ~

oIiclOhItioit ia .... fr of....·cIiIftIM etiIia ex1aM".........1•••• _ ......
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CliIIicaI·....
N'"Mel M.D.
NIlA2l-ttl
C".,.......-Otic....

Safety , ..IiiIi••*
ClinicIllt'kclto T....' _im.-
Clinical ....,....pe. ::did ...

~......T popul...•
MiclfNiDI._~"""'"

N....... (%)01.........CIJc....... fNII
(N411) 0'f"!'31~

n'(l• .3) - (9t~0)

31. (100.0) 309 (99.0)

24'(77.7) 243 (71.9)

232(13.0) 217(69.6>

.14('U) 174(".1)

.,....
<N--GI)

.(B.1)

621(".J)
490 (1U)
449(11.)

341(".2)

• ••••1.· 1 .,.., ilIll, ,_ Noll: Ole i' JNH.......,
..................i•• Tllilia ., .., 'f ia
- · ., rrtIIlMDiaM ~
• J.ill 1O%-12O%., of....,••h " Vilil·J..V e-a-...
~ a-.., V'_4). r« ., ........
crrr ViIilIIlliJllOIJi )'iAWed 1 a.... .

'CPP ·sVisic 1~ yieIcIAd 1 ' wile " Visit
3 ViIiI4.

~ot• ...,

PriItItJty I'I/ItNIcYEitt/JJoi,;,: Clinklll CIIN til YI.J#t 4 (TOC)

In .... CPP poputItiotI, 214 (16,6%) ,.......c~XMiIIpoup Mel 191 (....1 %) in the
PNH IJ01IP baclCfQaicaI Cure at Visit 4. The 4iffaCilCOl betwwn .......~ ia propodion
of.....withCIiaieaI C\n (i,e•• the ...JIGdioa fer PNH minus 1tlc ,...,.,..tor
e~") -',6% (9S" CI-12.l%, ',9%), The \lfPW limit olthe""Cl, O,9%, \VII
........ the limit of10%;"" cipotloucin wu Jl0ft-Wtriorte PNH in tho CPP
......... Sim""'" weN seen._em JlOJIUIation; 2$9 (81,4%),.... the
..........237 (16.",.) PNH 8ftJUP" CIiaiaI.Cuaat..,.,., ..
.........v••• fI.12 .....,. ill of""with CtmicllC........7 %
(9S%CI-n.l%. 1.6%)..................
IJlthe MPP poputItiotI, 1'.,...in'"•.•._.., hid at Ieut 1......at Visit I.
,....".",..'.....W8I i JUjority of...pdientl (11% ill..
..............in PNJJ...,).~·"",.,WII_ ld 13%
ofplli... ia l"' PNH ~ ..........
......wu _ IS? (90.2%) ,.. 1$2 (",4%)PNH.......
• 1IIC"",I,trIad.. atvisil4 in 1M Mm ;.......
01 _.97(..,9%) ,.eieftta _111 (1)~9%)

PNH MlTT lIvi1i1 ..,




