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1Bausch & Lomb Inc.,

Puypase: To evaluate the efficacy and safety of low-concentration,
modified bromfenas solution dosed QD for cataract surgery.

Hathots. Subj ed either bromf: (n=222) or placebo
(n=218) QD. Dosing began 1 day before cataract surgery and
continued daily through post-surgery Day 14. Primary efficacy
endpoint was no ecular i by Day 15; y efficacy
endpoint was no ocular pain at Day 1

Husuiiz Bromfenac was superior to placebo for primary and
secondary efficacy endpoints (P<0.0001). Compared t placebo,
bromfenac had a Jlower incidence of occular adverse events
(P=0.0001).
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Bronuck® (bromfenac sodium ophthalmic solution) ©0.1% was
initially approved in Japan in July 2000 and was subsequently
apq:m\md for the treatment of blepharitis, conjunctivitis, scleritis
( ) and pest-cp

Yibrom™ (bromf g,
twice dauly. was approved by the Food and Drug
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Integrated Phase III Clinical Trials of Low-Concentration, Modified &
Bromfenac Ophthalmic Solution Dosed Once Daily for Cataract Surgery

J.A. Gow,! D.F. Goldberg,? J.H. Peace,® T.R. Walters,? 1.P. Gira,5 S.M. Klier,* T.R. McNamara*

for the Low Concentration Bromfenac Ophthalmic Solution Once Daily Study Group
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Phase 3, placebo-c . doubl ked, malti-
center study

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

a

Eligible sub)er_lx were scheduled for a unilateral cataract surgery
{phac: or '} with PCIOL implantation
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. 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 safaly
. and afficacy
- +Subjects returned to the office on Day 31 for evaluation of
safaty and afficacy
*Subjects returned to the office on Day 841 for evaluation of
safaty and efficacy

(FDA) on March 24, 2005 for the treatment of patients with post-
cataract ocular inflammation, and in Jsnuary 2006 for the
treatment of ocular pain following cataract surgery*

v Bromday™ ( 0.00%
once dan!\f. was approved by me FDA on October 16, 2010 for me
jon and reduction of ocular

pain in patlents who have undergone cataract extraction'

* Based on post-marketing rience and data frum
clinical trials, solubion has
favorabie safety prufile

= The dified f I of  bromf facil intraccutar

penetration, thereby allowing a lower medication load while
maintaining clinical efficacy with ance dally dosing
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& To evaluate the efficacy and safety of low-concentration, modified
bromfenac sodium ophthalmic solution dosed once daily for the
of ocular infl jon and ocular pain associated with
cataract surgery In subjects who have undergone cataract
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test agent on day 14 and subjects returned to the
office on Day 15£1 for evaluation of safety and efficacy
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Follow-up Phase : Day 22+3 or 7+3 Days After Final Dose

» Subjects returned to the office an Day 2243 or 7+3 days after
discontinuation of tast agent for termination evaluation

Age (Years)
Mean) 15D E3.4:410.70)
Sex
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Early Discontinuations

Subjects who discontinued

Test sgent eary 34 (15.3%) 96 (44.0%)
e to lack of efficacy 7{3.2%%) 52(23.9%)
18 Campllance = 100 x numbsr o & T

Bromfenac Placebo
e Brent (a=212)  (n=204)
;"::::;:;.“?;‘gﬂ‘:: :‘5‘;"“ B 1aqeem) 43 (211%)
Eye Pain & (2.8%) 16 (7.8%)
Anterior chamber inflammation 5 (2:4%) 11 (5.4%)
Conjunctival hyperemia 2 (0.9%) 8(3.9%)
Phatophobia 1 (0.5%) 8(3.9%)
Corneal edema 1/(0.5%) 5 (2.5%)
Lacrimation increased 1 (0.5%) 5 (2.5%)
Foreign body sensation 4] 51{2.5%)
Ccular hyperemia ] 4 {2.0%)

Copgrans wanutey Bafaaih {4 2
% The incidence of CME/ME was 0.5% (1/212) in the bromfenac
group compared with 2.0% (4/204) in the placebo group,

i ing

Low-concentration, modified bromienac solution dosed QD
is safe and eftective to treat the inllammation and pain
associated with cataract surgery.
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