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ONE WEEK OF LEVOFLOXACIN PLUS DEXAMETHASONE EYE DROPS
FOR CATARACT SURGERY: AN INNOVATIVE AND RATIONAL
THERAPEUTIC STRATEGY
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lasunidnisidonkeoaarsiadiun1saniausou (Anti-inflammatory)
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(Fixed dose combination) AdY" Levofloxacin 5
mg/mL + Dexamethasone 1 mg/mL 10uidan 7 3u la:0NUAd88IGYD Dexamethasone 1 mg/mL ¢i2dn 7 Ju
37lidoun3 (Non-inferiority) MssSnuuiasmunidenkeoaastiawauiien Tobramycin 3 mg/mL + Dexa-
methasone 1 mg/mL 10uDa1 14 Ju Kavn1sWIAdadoNs:oN
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Dosage: One drop 4 times a day

N=395 : :
Levofloxacin (5 mg/mL) + . Dexamethasone .
Dexamethasone (1 mg/mL) FDC : (1 mg/mL) '

Tobramycin (3 mg/mL) + Dexamethasone (1 mg/mL) FDC

(Standard small-incision
cataract surgery)
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(Senile or Presenile FDC: Fixed-d binati
uncomplicated cataract) pecrdose combma |on= 7 dagsl 14 days |
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Rando- mized, Blinded-assessor, Parallel-group (Anterlor chamber inflammation) TaaidAN Cells 1a: Flares score

Clinical Study Comparing Eye Drops of Combined IMAU 0 KALNSSNUT 14 SU

LEvofloxAcin + DExamethasone foR 7 Days Followed
by Dexamethasone Alone for an Additional 7 Days waawsnoanu

vs. Tobramycin + Dexamethasone for 14 Days for aOS‘lmSInomschUaTuanm (Endophthalmitis)
the Prevention and Treatment of Inflammation and - dadourUoeRludomssniauaigovkinkuan (Anterior chamber
Prevention of Infection Associated With Cataract inflammation) Kabn1ssSnu 3 11a: 7 Ju

surgery in Adults - dadourUasAliino=doaAvludoya (Conjunctival hyperemia)
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Levofloxacin +
Dexamethasone (N = 395)
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Tobramycin +
Dexamethasone (N = 393)
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96.71% liwu
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@ Tuidouan (%) . 3.56% Iantoy
' ) 0.25% Uunaio
AdDIWAUANAaN aAldsunisWida 15.16 + 2.48 mmHg annldsunisinda 15.12 + 2.41 mmHg
(mean + SD) anAljldsumsnida 14.95 + 2.45 mmHg aflilasumsmida 14.90 + 2.35 mmHg

s:AUNISWOYIRU
(mean + SD)
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anAldsunswida

0.41 + 0.23 decimal
anflldsumskida 0.74 + 0.26 decimal

aAldsunsWida  0.41 + 0.26 decimal
anflldsumskida 0.72 + 0.24 decimal

e KALNNSSNUBY 14 JU @L‘Jasr‘ﬁz}ml«aaomuaowauﬁ'ﬁm Levofloxacin 5 mg/mL + Dexamethasone 1 mg/mL 1Juidan
7 3U lla:anuadge110gd Dexamethasone 1 mg/mL codn 7 Ju
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. Levofloxacin + Dexamethasone
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Levofloxacin+ Tobramycin+
Dexamethasone Dexamethasone Non-inferior margin
Type of analysis n/m (%) n/m (%) Difference, 95% ClI
FAS - LOCF 376/395 (95.2) 373/393 (94.9) 0.0028 (-0.0275-0.0331) ——
FAS - Worst case 375/395 (94.9)  372/393 (94.7) 0.0028 (-0.0282-0.0338) ——
FAS - Stratified - LOCF 376/395 (95.2)  373/393 (94.9) 0.0051 (-0.0202-0.0305) —
FAS - Stratified - Worst case 375/395 (94.9)  372/393 (94.7) 0.0050 (-0.0213-0.0312) —-—
PP - LOCF 366/384 (95.3)  359/378 (95.0) 0.0034 (-0.0271-0.0339) —n
PP - Worst case 365/384 (95.1)  358/378 (94.7) 0.0034 (-0.0279-0.0347) —n
PP - Stratified - LOCF 366/384 (95.3)  359/378 (95.0) 0.0051 (-0.0205-0.0308) —
PP - Stratified - Worst case  365/384 (95.1)  358/378 (94.7) 0.0048 (-0.0219-0.0315) ——
LOCF: Last observation carried forward
Worst case: Dropout patients are considered as ‘failures’.
Stratified: Pooled centers with <10 patients
. Tobradex better—|— Levo/Dexa bette
FAS: Full analysis set
. r 01 " T 1
PP: Per protocol 015 % 505 © o005
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WodugundwuniBatio nsAnuldidavna Sensitivity analysis 310ANUEDaAdoLAUTUNN
sUIluuN1s3IAs1K Ao dadourUouRliiionnsaniauaiusinauEovKiIuKaVNISSNL
14 3u (WadwsugunD) iAo unandvAunL 2 ngunisAnul

Levofloxacin + Tobramycin +
Dexamethasone (N = 395) Dexamethasone (N = 393)

90.89% NAUQAN 1 91.86% NAUQKN 1
91.26% NaUaKn 2 89.74% NFUQKA 2
Anwusoubolumsiden
o mslWoUs:avAonnssnun (TEAE)  14.18% onmsluwWvuUs:avAoInnIssnun (TEAE)  12.98%
onmisluwvUs:avAvINNssSnu (TEAE) 1.01% 1M sluWvUs:avAINMISSNL (TEAE) 0.76%
ArfRkganissnu DL ArfRkean1ssnw -1o%
onsTiwous:avd NS:9NANUDU (Corneal oedema) 3.29% NS:NANUDU (Corneal oedema) 4.83%

TEAE: Treatment-emergent adverse events
Corneal oedema UningddovunsiIdauInn3buwaingn ‘
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Tagsouanmisliwvus:avAna:aousoudalunmssnuindiAgvAuny 2 ngunissnun sounvUdedaAouNudosladny 2 ngu
N1SSNU

asu o NNSIBeNKeDQMNBTANWaURTEN Levofloxacin 5 mg/mL + Dexamethasone 1 mg/mL 10uidan 7 3u
2 " — ] - — N — - - -
la:0uG28811082 Dexamethasone 1 mg/mL cadn 7 Ju DUs:@ansnmwlunisUoviunisaaidoias
auisnAduAuNsaniaufuyusenlasumsnidadons:onadsulkeyld

« MsAnutIaavikiRusinisaaawainisyUaskavnisnidalu 7 3u kiausunissnunanuidaynnaidudon
$u0u nuliWeaansidaidesosdnlusubu tovonyUssdiulkajkigonnia:aniaunadd (85%) lla:n1sisen
dunadwlus:u:au 7 3u AGUs:ansnwlunislovAunisdaidokavnisnidadons:onAludnid:insndau
(Uncomplicated cataract surgery) 5ﬂn:\)|l“JumsUaoﬁumsﬁamua\)Igaqaﬁwﬁﬂdaﬂ
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