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Integrated Phase III Clinical Trials of Low-Concentration, Modified
Bromfenac Ophthalmlc Solutlon Dosed Once Daily for Cataract Surgery ;
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for the Low Concentration Bromfenac Ophthalmic Solution Once Daily Study Group
1Bausch & Lomb Inc., Irvine, CA; *Wolstan Eye Associates, Torrance, CA; *United Medical Research Institute, Inglewood, CA; “Texan Eye, Austin, TX; *Ophthalimology Consultants, Ltd, St. Louis, MO
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#ernaese: To evaluate the efficacy and safety of low-concentration,
modified bromfenac solution dosed QD for cataract surgery.

favorable safety profile aggociated with cataract surgery;

»

The modified formulation of bromfenac facilitates intraccular
penetration, thereby allowing a lower medication [oad while
maintaining clinical efficacy with once daily dosing
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-l HMarkots: Subjects received either bromfenac (n=222) or placebo center siugy & 50 Percent Compliance Bromfenac Placebo
0] {n _18) QD._ Dosing began 1 day before cataract surgery and o1 Mear: 91.21% 75.88%
5j continued daily through post-surgery Day 14. Primary efficacy 2 440 subjects randomizad (222 in the bromfenac group, 218 in the Bs0 " N <
= endpoint was no ccular inflammation by Day 15; secondary efficacy placebo group)at 39 clinical sites = Early Discontinuations
~ endpoint was no ocular pain at Day 1 1 : " :
) P P Y = Eligible subjects were scheduled for a unilateral cataract surgery i Y Subjects who discantiriued 34 (15.5%) S5 (44.0%)
9_‘;_ fuoniw Bromfenac was superior to placebe for primary and (phacoemulsification or extracapsular) with PCIOL implantation + test agent garly
) ;econfdary eglcdacy elndpolntg {§<0,0001f), Colmparedd to placebz:, g-. 20 Due to lack of efficacy 7(3.2%) 52:(23.9%)
a (;orggggcl) ad @ lower Incidence of ocular adverse events SRR 2 —
=00, . “Screening Phase; Days:+ o-f' Rt v nCe = 100 % LT s recaivad /
o o ) __ ] R R R B Al by Dot st i
o Lunstusivr Low-concentration, modified bromfenac solution dosed 2 - Slaned to. agp et sediam 2 }
c QD is safe and effective to treat the inflammation and pain associated B st Bava et i RO ion criteria tobe ey K . \n P <0.000L
:r with cataract surgery, gliglble far chmcal tnal PR " i Day 1 Day 3 Day 8 Day1s
e wa ¢ H ocuiar::
o Antroduciion A lcincac';( IHEWas proportio of subj Adverse Event B(mm'en:)c (P'aceb")
9 freestdayi L : Ee n=21 n < 204
C = Bromfenac is a non-steroidal anti inflammatory drug {(NSAID) with 5 Ervv— reporting an AE L4 (6.6%) S 011
an extensive history of clinical sfficacy; it acts by blocking . < 0. the study. ave of both aves E 1%,
% prostagiandin synthesis by inhibiting cyclooxygenase 1 and 2 in B8 Bromfenac E:! Placebo v y ¥
5 the arachidenic acid pathway ! e S Eye Pain € (2:8%) 16(7.8%)
8’ % The bromine moiety in bromfenac enhances lipophilicity and Anterior chamber inflammation 5(2:4%) 11 (5i4%)
facilitates penetration throughout ocular tissues 22 1 Treatment Phase:: Day -1 to Day 15 % 3 Conjungtival hy perenia 2(0:9%) 8{3.9%)
+ - Subjects began dosing on Day ~1 (~ 24 hours before surgery) gl 2
§, « Bronuck® {(bromfenac sodium ophthalmic solution) 0.1% was ‘Subjects returned to the office on Day 1 for evaluation of safety : Photophubia 1:(0: 5% 8(3,9%)
— initially approved in Japan in July 2000 and was subsequently and efficacy Y Cornesl-edema 17(0:5%) 5{2:5%)
0 approved for the treatment of blepharitis, conjunctivitis, scleritis ‘Bubjects returnad ¥o the office on Day 341 for evaluation of g ; H o
o (including episcleritis} and post-operative inflammation+ safaty and efficacy e Lacrimatian incraased 110, 5%); 5 (2.5%%
cC *Subjects returned to the office on Day 811 for evaluation of 3 . . o
— % Xibrom™ (bromfenac ophthalmic solution) 0.0%%, admlmstered safaty and efficacy. g Foreign:body sensation ) 5:(2.5%)
twice daily, was approved by the Food and Drug ion d teést agent on day 14 and subjects returned to the Ociilar hypsremia o} 4 (2‘0%)
E (FDA) on March 24, 2005 for the treatment of patients with post- Offlce on Day 1541 for evaluation of safety and efficacy P o
Q cataract ocular inflammation, and in Jahuary 2006 for the A 1
g treatment of ocular pain following cataract surgery* - « The incidence of CME/ME was 0.5% (1/212) in the I:romfenac
= # Bromday™ (bromfenac ophthalmic solution) 0.09% administered e g group compared with 2.0% (4/204) in the placebo group.
3 once daily, was approved by the FDA on October 16, 2010 for the
treatroent of postoperative inflammation and reduction of ccular . B -
9: pain in patients who have undergone cataract extraction! Follow-up Phase : Day 2243 or 7+3 Days After Final Dose 100 e
> Subjects returnied to the offi Day 2243 or 7+3 d; ft s o :
2  Based on exenive postmarieting spetence and doa from | Siiets uredte heafice on by 22,0 0f 719 doye Low-concenteaton, madiiad bronfenac soution dossd QD
clinical trials, bromfenac ophthalmic solution has demonstrated a i o i sate and effective to treat the inflammation and pain
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= To evaluate the efficacy and safety of low-concentration, modified wamBromfenac  «o-Placeho A ECO‘; s Gh,_Farterson HM, Song G, et al. J Qculsr Phermacsl Therapeutics
bromfenac sodium ophthalmic solution dosed once daily for the Age (Years) s * P <0.0001 4 Henderson BA, Gayton 3, Chandier 5P et al. Uphthalmoiogy. 2011; 118:2120-7
treatment of ocular inflammation and ocular pain associated with Mean (8D} 34 (10.70) 68.5:{2:68) = S Domnenfeid ED, Donnenfeid A Int Ophhaimct Clin. 2006;46:21-40
cataract surgery in subjects who have undergone cataract Day £ Day 3 Day & Day 15
- . N . - : Sex Firanciel support: Bausch & Lomb Inc., Irvine, GA, US4
extraction with posterior chamber intraccular lens implantation - - Financial disciosures ,«u Gow and TV \cmmara are loyees of Bausch & Lomb, Ine. K
Famale 141 (63.5.) 146 (67.0%) Kiisr is & former employes of & Lomb, Ine. OF Goldberg, I Prace, and J7 Gira are
Consoltonts for Sach & Lomb 1
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