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7 INTBGItATD BVlIW 01' SARTY

7.1 M aadl1adlllp

htdt.fJ:.....

nur.tion oftxpolUN 10 SCUlly mldicatioM is IUINRIriud in TII* 2•. The _ 4un&ioA of
.,..'NIlsH~........ the 1 up..fled ill the JIIOIOCOl: 7.3 days for ciplOfloucift
.... '.6.ys fer PNH. In the O'iproSoueiJIp.lUp, 1he itJ (SI%) ., ...
JIlI6dcm for 7 days u speeihI in die pI'OtoGOl, but minoJity (31%) it for •
.,.. In PNH p*pt ..JMjority of""'" (64%>'" stUdy~ far ...
I'U)' be to"~y ...·tor PNH, WIy..... it is HUly ....ay
"...... ill.. day. Very few UIOdstudyJlll6dcm for 7
days.
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1ftlUI-. On die day, 30 5"""'"2004, die ".u..t was noted. haVtllt1dcty
diIa _~ ... he..ttt"" with cloMn,. ....~.Her
Jut..ofIIIMIy mt4ieation WU 011 04 0ct0tJcr 2004. On r. _., the ,....
was.... to 1he psych__..._fer a""'" bipoJ.r diIOftIcr crisis. She
~ fiom tho study..to this cwnt, which was GOIIIidlNd serious _lUte it b(6)
requidd hoIpitaIiDtion. She,...,...10 hlMp".' lor
psychiIIric evaluad4im. On :.-- I the was COMicIINd resolved Iftd the
,..wascI~1"ht,..wu COftl-.cI to obtain IddicionaI infcmnaIien hut
wu UllWillifta to 4iIcuss thI ..ent. 11le WpoluctiIOIdIr crisis was .M••ed II severe IIId
not ..had. stutIy medieatioA.

1.1.3.1 ov...... pIOfite ofdlopouts

or who withdrew he.~tht study, the pt'OpOJIioII wen lost to
ft)llew 'I'hJ.-"" wi bee of...tv......
COllI_was widIdrawJI" 1 ill the .ftoucin~_' ill tho PNH 1ftNP.
l'Iwt..... in the cipdoXMiia-ptup_1 in the PNH poupI W4ft widMhwn....of
lr'I"." faiIuR.

,.....,...'.....htf' widtdrawn , Inthl
ciprofloxacila...,.. OM w ofoeids eloped a
...... 011 the inWnaI ofthl , ..was"" follow.." and_....3
...thIIapy developed otitis was withchWil from the study. fa the PNH_two
.......elopld odtis....., ODe ofthl tympMjc......, ...OM JIMitat
developed Mllulitis ofthl..· w~ ...,.

?J').3 00- sipifieIat ft"
NIM....W .....1'IAIs:) (0.9%)..... in 1M ciplefklxaciftpoup" 6 (l.w.)........~........ _ ..nn .
1...c~ I3S..W.ICY..., I.tNI6W ...
..........crisis. 10f.0004 OE iadlt,.....( )
dIIit lid to cIiICClaIiII __of"" ..ti All or.........WCN 81 noc ....
tostudy .........
SewN TEAEa itt the PHIl iachMW"""""'" ill,....... 11M12... J3s.G01..
......... los.oM.,.. 1JJ.;OOJ·WMY ,. in 1M riatd-
(_ _). PatiMt 134-OOl ,.·fonIivn oI1h1rilht ....
oIida wIIiclh "'10 01.-, ..,lIiG AlI., wtN M••1SI1d
.........10 1!0002 cellulitiS of APtarM..
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1I1••••d..~ rc.... &0~ IMdiGItion _that led to~ ofsaudy
mcdioatioJI.

1.JA oo.·kucb StrateaIa

NlA

BrioISunInwy ofMY EYeIItI

MY in this ad)' Ire~ ill TaWt %1. A4ftnI mratI WIN.....

fer 92 (29%)'" ift ... cipofloucin pwp MId 96 (31%) ia .... PNH Mostof1hac
AIs ........ lNiltJMnt..rc1aW4 _were not SIY.. s.iouI tv" were
........ lot 2· (0.6%) JIIIIia* ia the~in and ..,.. iathe PNH pvup. 1'heIw
w-. no....V.,., few"" (S (1.6%] in the ciplofloutin..."''' (l~] in the PNH
....) hidAlb. UUMd 4is1oatiisu.... ofsaudy med.....

• ". :";" ..•.• •.•• • 1 .•. · of

..~"")~~, •.• ""'1t.JIrI""

""'.1'''' ..CJ'_'''' .. ~. . .~ .._........ .··.ca., .H(jil)

Ti •• .-.JlIIH........... l'(.~f) l1().I)

. ........... 3(U) '(1."
............ 2(O-') 0.. ..
U I1". Stu) 4(13)

• ~ n .......-• .." "pcI .........
TI ·tJiat·OGCUIfId ia It 2.CMoI in'" tNa1mcmt
.., in T8Je 26. tEAa.were
IDIettilillll_ iIr..LabyriftdI D N..-S~DiIoI*n, .-
o.ratDiIor_._~ $ita ConcIitianI.
..... iMidlll., oIlIIfN intIw~ (I"') in
... J'NH...,(lO%). The TEAEwu ift S.6%
oI ~ia..., 1'" ia the PNH f 1iAEsclusifiod
....._ ofO£ , ...
..........OI.the cOllll'l'bt.nI "I1iIN..GIlly ' ...
.................ofotitil in-tlw d, ., were
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,..... NuoplIIrynIitil ocewNcl ill~ 2% ofpMilnts iaCMla1lUtJMnt JIO"P.
0tiIit (oeom)'GOlis)~""''''''in.. c..ftoxadn (2.$%) .
1hM ia PNH IftMIP (0.3%)... acWitioft. I plIIiInt. the ci,..UGin..,..no ia
.... ftOI..., cxperiaMd otitis (~). All ,..._of 0

0IDJIlyCeIiS NMIvcd, 101M aftIr with media&ioa _101M without
.....MIU.
EIr _ LabyriathDiso*s~. men oftea ill the PNH IftMIP (9%) tMa in the
cipref10xaGiII poup (S%). The _ TEAEs ill this pipw..ear JII'Uritus IIId ear
..... botb ofwhieh wae .... c the'""..., than iD1he cipmftoucillpoup.
....... Nervous Systaft DiIorden h••...,wu IlION comrnoa in .... cipmfloxr.cin IfCMIP
(3~1%) thin in the PHil IIWP (1.9%), While diai,. was JDON COnMII ia the PNH poup
(23%) thin in ... ciprotloxacin..,(0.3%). Ia ...0cnaaI Disordan and AdIItinistntion $".
Conditions, p)'l'ftia wu.... co••• ill1M PNH..., (2.3%) tban ....c"'f1oucin poup
(0.9%). .
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. TIAEs d-.~ to sbldy .ldiGadea (i••., tvcnts II ....,. JII'OhIbIY. or
poaiblJ study medication or with .......11It missias) ia YUle 21. In
bodl_nlllt ""., _ JMjority ofTEAEs wae_~.n. TEAEs JIlOSt0'"
.1.11Id otitis f'unpI and -r dodds
........, in , in the ciproftoucin arouP. and otitis
--.CI8IICIi* OGGUINCI in 1JII*ient in the ciprof1oucin poup; tJoIh 0'__TEAf.a lie typas
ofotom)'COlil. T -m.t.t otoIft)'C8Sis 6t not occur in the PNH....,. T......t-nt......
.....- ia 3 pat'" in tIie eiJll'OfloxMiR INUP" 1..... in..PNH poup.

APPEARS THIS WAY
tt GifGllAl
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M _. in T.... 2~, only 9 pIticnts Mel sevae TIAEs: 3 (0.9%) ,...... in .... cipretloxaeiJl
IftMIP_6 (1.9%).... ill the PNH pup.
III thocipNfJo'" ..." PIUatt 13,,"*hid. smn injury..,.. 14Ml' WaRY"
bipoIarcli__ criIis. hIic8t 1()4..OM _ ..01 ill the riaM" (1he nerAYIIUINcar)
dIM"'1o~ofltUdy I All of...... evtllls ...11II1_.. _ NIaMd
to ...,meCtioaekin.
Smn TEAls in" PNHpoup inc ......,.aitis ill ....... 116-812 and 135-001 aad .
• paiodoRtaI infeRiea in Patient 105 113-00S had IIYOI'8 ..pain'm tM riPt..
(1M fIOIHV....ar). ,... 134-003 Itad,., of. ri.... .,.,...io.........
otitis 1lIedia, wltielt led ..di~ofstudy11II6:"'.All 0'.... events weN IIHSMd
..........tolltldy IftOdiGlIion. Patient 120-021" MY'" _Witis ofdle riPtar tItat was
......d.......)' Nlated to study mediation.,_·Ied to~·ofs&ucly
~.

AcIY..... E bJ Ale Crop

AcImu"' abo tabulated by • ..,. ThiI.-Jysis \WI pedonnecIf...... 12
yellS old or JOUIiIlf (W not ....... tbeir dtiIteeadi birthday) and cmr 12 yean old
(w......irthi..... hirthday). A4¥.....yeats"'" ace ia at least :Mer ill
...............shown by.. poup ill tll* 21. Fewer TIAEs w-. in tho
)'OUII8tI' in"older group. In hoth • ~·the0\'''' iaciclenoe .fTEAII was
simiIU· IfOUPI.
..........fmost1'EA& was low mbodl......._ both .......... fa bodl •
........ iiIei4eM••fTKAEs mthe~. _lnAItatiOJIS5,..,,..ut.nyotitis..-WUJUPoria..eiproftoueiil.._ill the JIiNH poup. Molt of..AEs..,....
"~"""MW OCCUl'fCllCC$ofOEin dae IIOIHY........~0'.....ev"
WIll siInu.r........poups.
&ruct·LDyrindt DiIofcIen (..,.iaIIy..prwittIs>. Nervous S,*"DiaoIdIn(-1ucIint
......·and 1MuMu1.......COll••Iliv.T....DbonIIrs,..~
DiIofcIen COIIDOJl m the 0WerINUP'" ia 1he yOUllpt pup. 0eMraI DiIeIden
_ ..in Sill CoIMIitioas and....,. Poi _~ Complications WCR

. ift tho. . dIIIift --- n:....:_ and fM..· 0CGlIINd......... ... )'CUIIIl..... . '.. .-r-"'~ . . pun
........ iII ....,..i•• in 1he PNH ......."...occwrW...-oa. ill JCM'Pf
,.ail.. indw PNH..,.
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Tit Alb to disooMin .... ofstu4y treatment ift
T'"29'" b,,.... ia Table 30. SonM ,.ai•• wIIo diHOIUiauedstudy........
wi1hdNw.. tMsaucir. who. 101M saucIy undI the final" visit.
Tr events to OCCUI'NCI in J (1.6%) in
the cipJoftoMoinI'"P"4 (1.3%) patiats ia tile PMH 1ftNP. Most fJl1h8 TIASs Iadin. to
~ lathe cipretloucillpwp. 1lAEs in the PNH..." wae A&
inYoh....ear (dhousb,..- ofAE eodiIIs n not aI' 0' Ala·.... in the
SOC S._~DiIoR*s).ln aI. but J oI shoWII _ T JOf tho at

iftvotvtdwu" evaluUle ... AJse. ill .. c poup, 1]'JIItitnt~aft«
aperitnc fi.III with multiple iftjwica_ 1 4iIc:ontinuId.....of.......
bipo_ dDa the eipofloxMia....." all of TEAEs Ieadi", to diI.DIIIinuItioft
\WN ....II.rI s&ud)'~ In 1M PNH poup. TEAls ........
d~-Mft u poaiWy or""'" to scudy ioation tor2.'''4
..... ,.,... ft.. includld ear""'_ 1 _ to
stucly JMdicIltioft; by cf)'lhlma......... J ,.... T~II ....
aclvcne ev PNH poup chit \WfC11.,."_not Ie"'"to" ....
wae 01 ill I JIII*ient., ..............J*fontioft_otitis...
ill 1pIIi_
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