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Fo.,r- s To evaluate ﬂ'e efﬁca:y and safety of Iow-concem:raban,
medified bromfenac solution dosed QD for cataract surgery.

tu: Subjects received either bromfenac (n=222) or placsbo
(n-2lﬂ) QD. Dosing began 1 day before cataract surgery and
continued daily through post-surgen/ Day 14, Primary efficacy
endpoint was no ocular by Day 15; y efficacy
endpoint was no ocular pain at Day 1

Hun Bromfenac was superior to placebe for primary and
secondary efficacy endpoints (P<0.0001). Compared to placebo,
bromfenac had a bwer incidence of ocular adverse events
(P=0.0001)

facoien Lo~ dified bi fe solution dased

QD is safe and effective to treat tha infl, and pain
with cataract surgery.

Irgroeduntion

s Bre is a anti v drug (NSAID) with
an extensive history of clxncal _efficacy; it acts by blocking
synthesis by cye g land 2 in

the arachidanic acid pathway !

~ The bromine moiety in and
facili ion th hout ocular tissues 23

~ Bronuck® ( sodium op i ) 0.1% was
initially approved in Japan in July 2000 and was subsequently
approved for the treatment of blepharitis, conjunctivitis, sclaritis
(including episcleritis) and post-operatwve inflammation®

« Xibrom™ (bromfenac ophthalmic solution) 0.0%%, admlmstered

Integrated Phase III Clinical Trials of Low-Concentration, Modifi
Bromfenac Ophthalmic Solution Dosed Once Daily for Cataract Sur

J.A. Gow,! D.F. Goldberg,? J.H. Peace,® T.R. Walters,* 1.P. Gira,* S.M. Klier,* T.R. McNamar

for the Low Concentration Bromfenac Ophthailmic Solution Once Daily Study Group
'Bausch & Lomb Inc., Irvine, CA; “Wolstan Eye Asscciates, Torrance, CA; “United Medical Research Institute, Inglewood, CA; “Texan Eye, Austin, TX; “Ophthalmolo

et Ranimetn

< Phase 3, placebc-controlled, randomized, double-masked. multi-
canter study

°

440 subjects randomized (222 in the bromfenac group, 218 in the
placebo group)at 39 clinical sites

©

Elgble suhjecls were scheduled for a unilateral cataract surgery
or ) with PCIOL implantatien

( Screening Phase: Days -8 to-1 ™
Subjects were assigned to recelve either bromfenac sodium
ophthalmic solution or placebo dosed QO

Supbjects must have met inclusion and exclusion criteria to be .
eligible far clinical trinl

Bn-nary efficacy endpoint 4 wag clearance nf ocular .

0] by day 15 ]
s y efficacy - it was

free at day 1
£
s

Treatment Phase: Day -1 to Day 15

Subjects began dosing on Day -1 (~ 24 hours before surgery)
~Subjects returned to the office on Day 1 for evaluation of safety
and efficacy

Subjects returned to the office on Day 31 for evaluation of
safety and efficacy

*Subjects returned to the office on Day 81 for evaluation of
saf-iy and efficacy.

test agent on day 14 and subjects returned to the

twice daily, was approved by the Foed and Drug
{FDA) on March 24, 2005 for the treatment of patients with post-
cataract ocular inflammation, and in January 2006 for the
treatment of ocular pain following cataract surgery*

¥ Bromday™ ( 0.09%
ance dallv, was apprvved by the FoA on Octcmer 16, 2010 for (he
jon of ocular

pain in patlents who have undergone cataract extraction!

“ Based on extensive post-marketing experience and data from
a

clinical trials, soluticn has
favorable safety profie
@ The dified formulation of f facilitates intraocular

penetration, thereby alowing a lower medication load while
maintaining clinical efficacy with ance daily dosing

Porpns

o To evzluate the efficacy and safety of low-concentration, modified

bromfenac sodium ophthalmic solution dosed once daily for the

of ocular ion and ocular pain associated with

cataract surgery in subjects who have undergone cataract
extraction with posterior chamber intraocular lens implantation

k&omu on Day 15%1 for avaluation of safety and efficacy

<

Follow-up Phase : Day 22+3 or 7+3 Days After Final Dose

» Subjects returited to the office on Day 2243 or 7+3 days after
discontinuation of test agent for termination evaluation

Age (Years)
Mean 1201 68.4(10.70)
Saw
am e 145 (83.30) 15 (67.0%)
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