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INDICATIONS AND USAGE
PROLENSA® (bromfenac ophthalmic solution) 0.07% is a nonsteroidal anti-inflammatory drug (NSAID) indicated
for the treatment of postoperative inflammation and reduction of ocular pain in patients who have undergone
cataract surgery.

IMPORTANT SAFETY INFORMATION ABOUT PROLENSA®
• PROLENSA® contains sodium sulfite, a sulfite that may cause allergic type reactions including anaphylactic symptoms
and life-threatening or less severe asthmatic episodes in certain susceptible people. The overall prevalence of sulfite
sensitivity in the general population is unknown and probably low. Sulfite sensitivity is seen more frequently
in asthmatic than in nonasthmatic people.
Please see additional Important Safety Information throughout.
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GOALS OF THE ROUNDTABLE
• Identify best practices for appropriate ophthalmic NSAID use
• Review the various clinical and commercial factors that influence ophthalmic NSAID selection & utilization
By defining pull-through protocols for ophthalmic NSAIDs and identifying best practices to ensure that patients
receive their treatments as prescribed, cataract surgeons can help ensure successful post-cataract surgery
outcomes. When it comes to PROLENSA® there are important characteristics to consider which drive prescribing
habits. — William Trattler, MD

OPHTHALMIC NSAIDs—WHY THEY MATTER
WILLIAM TRATTLER, MD: You’re all familiar with the
cascade of events associated with anterior segment
inflammation after cataract surgery. Inflammation begins
at the time we start our surgical procedure and continues
afterwards, and NSAIDs play a key role in helping us
manage this inflammation.1 It may be hard to believe,
but there was a time when cataract surgeons didn’t use
ophthalmic NSAIDs to manage postoperative inflammation
and pain. Do you recall that time?
CYNTHIA MATOSSIAN, MD: I remember that time clearly.
The arrival of ophthalmic NSAIDs was an important
therapeutic advance.
WILLIAM TRATTLER, MD: Adoption of ophthalmic NSAIDs
was not instantaneous. Although it took a long time for
cataract surgeons to adopt NSAIDs as a part of their
post-cataract surgery treatment protocol, now it feels
like the clear majority of cataract surgeons use NSAIDs.

c omplications. However, as more ophthalmic NSAIDs,
including PROLENSA®, entered the market, we saw clinical
utility in their use and became more comfortable with their
use. My understanding is that cataract surgeons typically
use both ophthalmic NSAIDs and corticosteroids to manage
postoperative inflammation.1
CYNTHIA MATOSSIAN, MD: NSAIDs are an essential part
of my armamentarium after cataract surgery. Utilization of
an NSAID helps ensure good surgical outcomes for
my patients.
RAJESH RAJPAL, MD: We have an obligation to prescribe
NSAID eye drops to our patients when such drops
are needed.

“

PARAG MAJMUDAR, MD: There was a brief period when it
was believed that NSAIDs were associated with many

The arrival of ophthalmic NSAIDs
was an important therapeutic
advance. – cynthia matossian, md

”

WHAT’S THE PROTOCOL? MANAGING TREATMENT PULL-THROUGH
KARL STONECIPHER, MD: Post-cataract surgery outcomes
have become progressively better over time—in fact,
cataract surgery is now viewed to be as routine as LASIK.
I believe that is partly due to appropriate perioperative
NSAID use and consistent pull-through of NSAID
treatment protocols.

WILLIAM TRATTLER, MD: What do you do if
you think appropriate NSAID treatment protocols
are not being followed?
RAJESH RAJPAL, MD: Sometimes, I will have a patient
who calls my office the day before cataract surgery and

IMPORTANT SAFETY INFORMATION ABOUT PROLENSA® (CONT.)
• All topical nonsteroidal anti-inflammatory drugs (NSAIDs), including bromfenac, may slow or delay healing. Concomitant
use of topical NSAIDs and topical steroids may increase the potential for healing problems.
Please see additional Important Safety Information throughout.
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states that they didn’t take their NSAID eye drops. They
ask me, “How important is it, doctor? You told me to use
these drops on the day before surgery, but I didn’t. Should
we cancel the surgery?” In my practice, I don’t cancel the
surgery, but, rather, I ensure that the patient receives their
eye drops on the day of surgery and then continues the
medication post operatively.
CYNTHIA MATOSSIAN, MD: I take additional precautions in
these types of patients, because they have volunteered that
they have not been compliant. This is a major red flag for
me. For these patients, I am doubly careful to ensure that
they take their prescribed ophthalmic drops.
PARAG MAJMUDAR, MD: With that in mind, do you think
it is appropriate to query the patient, instead of waiting for
them to volunteer that information?
CYNTHIA MATOSSIAN, MD: I don’t personally query them,
but the nurses do. This is an important part of our protocol.
The nurses will ask the patient, “Have you been using your
drops?” If the answer is no, the nurses will know to enforce
treatment protocol more strictly.
KARL STONECIPHER, MD: In my experience, it’s very
rare for a patient to volunteer that they did not take their
drops. Therefore, I believe that it is better to have a single,
consistent protocol that I apply to all patients. This includes
proper preoperative preparation, as well as use of an
appropriate postoperative anti-inflammatory medication.
CYNTHIA MATOSSIAN, MD: One of the ways I enforce
treatment protocols is by discussing the possibility of
pain after cataract surgery. Patients often fear pain.
As surgeons, we do everything we can to help alleviate
patients’ fear of pain. If I tell them, “This medicine will help
with the pain,” then the patient has buy-in to help make the
post-cataract surgery process as painless as possible.
PARAG MAJMUDAR, MD: I think that having a protocol
that we use on all patients is a good strategy. Proper
preparation and using the prescribed medication are very
important because it is difficult to know which patients are
using their medication and in what regimen.
WILLIAM TRATTLER, MD: Educating the staff is critical.
It’s important that my staff knows how to check refraction,
check visual acuity, and assess patient history. One of
the most important parts of being a physician is having
a well-trained staff to help handle our patients.

CYNTHIA MATOSSIAN, MD: The key is to have all
stakeholders on the same page. Education starts with the
physician and filters down to the surgical coordinators,
technicians, and even the front desk receptionists.
Educating the team takes time and effort, but it is a core
physician responsibility.

PROLENSA® DELIVERS A CONSISTENT
DOSE WITH NO SHAKING REQUIRED
DOSAGE: 1 drop 1 day prior to surgery, continued
on the day of surgery, and through the first 14 days
post-surgery.

KARL STONECIPHER, MD: Messaging also must be
consistent throughout the practice. What the physician says
must be the same as what the front office staff says, which
must be the same as what the technicians and patient
care coordinators say. This helps enforce consistent NSAID
pull-through. This constant repetition helps the patient
understand the cataract surgery procedure and the NSAID
use instructions.
RAJESH RAJPAL, MD: Ultimately, a good treatment
protocol boils down to having a well-trained staff that
knows how to manage the patient before and during
the post-cataract surgery recovery process. I have
multiple touch points with all my patients—this helps
decrease the number of phone calls and improve
compliance in my practice. I also use surgical counselors,
who sit down with patients and explain appropriate NSAID
use protocols, with the goal of explaining why we prescribe
this specific medication.
PARAG MAJMUDAR, MD: Patient comfort is closely
tied to NSAID treatment protocol adherence. It’s our
responsibility as surgeons for our practices to enforce
NSAID pull-through. I meet with my patients, review the
NSAID administration instructions, and explain how the
NSAID is used at the correct dosing frequency. During
follow-up examinations, I assess for the presence of any
side effects.
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“

RAJESH RAJPAL, MD: My priority is ensuring that the
entire post-cataract surgery experience is as favorable
as possible. This includes ensuring that my patient uses
their medication without difficulties and instills their
drops as prescribed. These are all elements of my
treatment protocol.

Ultimately, a good treatment
protocol boils down to having
a well-trained staff that knows
how to manage the patient before
and during the post-cataract surgery
recovery process. – rajesh rajpal, md

”

IMPORTANT FACTORS TO CONSIDER WHEN
SELECTING AN APPROPRIATE OPHTHALMIC NSAID
WILLIAM TRATTLER, MD: This conversation brings up a
relevant topic—the debate around the relative merits and
drawbacks of various types of eye drops.
RAJESH RAJPAL, MD: I prefer to prescribe branded drops.
I prefer to use a branded bromfenac-containing drop
such as PROLENSA®. I’m partial to PROLENSA® because
halogenation with bromine has been demonstrated to
increase corneal penetration.1 However, if my patients can’t
procure my recommended eye drops for some reason, or
if they want to use a generic drop, I am willing to discuss
that with them. Regardless, it is important to me to ensure
that my patients have an appropriate ophthalmic drop for
their needs.
WILLIAM TRATTLER, MD: Many generic options are
available—bromfenac, diclofenac, flurbiprofen,
ketorolac, and nepafenac. What are your experiences
with these products?
CYNTHIA MATOSSIAN, MD: With the availability of generic
medications, including ophthalmic NSAIDs, available for
patients at the pharmacy, I believe that it is important to
educate patients on why I prescribe a branded ophthalmic
NSAID when a generic equivalent is not available.
RAJESH RAJPAL, MD: Patients may be confused about the
dosing instructions for their ophthalmic NSAID, regardless
of whether it is a branded or generic NSAID. I don’t want
any patient to use an NSAID inappropriately—for example,

 sing an NSAID four times per day when it is intended to
u
be used once or twice per day. For this reason, I take extra
steps to educate my patients on how to properly dose and
administer their NSAIDs, and my practice always tries to
review a patient’s status in advance of cataract surgery. Our
surgical counselors are aware of which products the patient
is using, how to best prepare the patient for surgery, and
how to coach the patient on proper postoperative drop use.
PARAG MAJMUDAR, MD: We’ve made tremendous
advances in cataract surgery in terms of technology and
giving patients an optimal clinical outcome. If I have a
patient paying thousands of dollars out of pocket for
a premium intraocular lens (IOL) implant, I think it’s
appropriate to give that patient a branded NSAID when a
generic equivalent is not available. I think our office staffs
need to be educated on the risk-benefit profiles of NSAIDs,
regardless of whether a branded or generic NSAID is
prescribed. Our office staffs also need to be educated on
the importance of not switching to a formulation different
from the one prescribed.
CYNTHIA MATOSSIAN, MD: I believe that a key factor in
creating a positive patient journey is minimizing the dosing
burden. If my patient is receiving an advanced-technology
IOL implant, I prefer that they use an NSAID with once per
day dosing. I also like an ophthalmic NSAID that provides
dose uniformity without the need to shake the bottle. These
are all elements of the white-glove experience that my
cataract surgery patients expect.

IMPORTANT SAFETY INFORMATION ABOUT PROLENSA® (CONT.)
• There is the potential for cross-sensitivity to acetylsalicylic acid, phenylacetic acid derivatives, and other NSAIDs,
including bromfenac. Use with caution in patients who have previously exhibited sensitivities to these drugs.
Please see additional Important Safety Information throughout.
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WILLIAM TRATTLER, MD: A number of biochemical factors
can also drive NSAID selection, as these can influence drug
penetration, efficacy, and safety. I’ve observed that drug
development has focused on increasing the effective dose,
evolving the molecular design, and enhancing lipophilicity
and solubility. Clinical development has focused on
improving efficacy and tolerability profiles. The confluence
of these factors has made modern NSAIDs an integral part
of the treatment paradigm.
PARAG MAJMUDAR, MD: Considerable effort has gone
into the development of ophthalmic NSAID formulations.
As physicians, we must help educate patients, pharmacies,
and insurance companies on formulation attributes as well
as clinical efficacy and safety outcomes.
WILLIAM TRATTLER, MD: It’s important to recognize
that pharmacies may take the choice of NSAID out of the
physician’s hands. Cost-conscious patients may request
less expensive NSAID options. This is why patient education
about the NSAIDs we prescribe is so important.
KARL STONECIPHER, MD: I’ve had instances where
I recommend that my patients visit a local pharmacy
that my practice has already communicated my
post-treatment preferences. At such pharmacies,
I know that the prescription will be filled as written.

When my patients choose to visit a different pharmacy
instead, their prescriptions are sometimes switched.
RAJESH RAJPAL, MD: In this regard, coupons have been
assets to my post-cataract surgery patients. Coupons are
a good complement to NSAID education for cost-conscious
patients. A patient needs to be educated in advance of going
to the pharmacy in order to ensure that their ophthalmic
NSAID prescription isn’t switched against their wishes. The
patient should be empowered to ensure that their NSAID is
dispensed as written.
WILLIAM TRATTLER, MD: I do have the occasional patients
who truly cannot afford branded NSAIDs. I provide samples
of branded NSAIDs when I encounter these patients. I also
inform these patients that Bausch + Lomb offers co-pay
coupons as well as patient assistant programs, if they
are eligible.

“

As physicians, we must help educate
patients, pharmacies, and insurance
companies on formulation attributes
as well as clinical efficacy and safety
– parag majmudar, md
outcomes.

”

WHY WE CHOOSE PROLENSA®, AN OPHTHALMIC NSAID HALOGENATED WITH BROMINE
WILLIAM TRATTLER, MD: Everyone here recognizes that
the dosing frequency of anti-inflammatory eye drops is an
important consideration after cataract surgery. Notably,
PROLENSA® only needs to be administered once per day
during the perioperative and postoperative periods.2 One
drop of PROLENSA® should be applied to the affected
eye once daily beginning 1 day prior to cataract surgery,
continued on the day of surgery, and through the first 14
days of the postoperative period.2
CYNTHIA MATOSSIAN, MD: An important feature of an
ophthalmic formulation is its pH, which can affect corneal
penetration. The pH of PROLENSA® is 7.8—a slightly basic
pH that may enhance corneal penetration.2,3 By comparison,
the pH of Bausch + Lomb’s previous bromfenac formulation
is 8.3.4 The pH of Bausch + Lomb’s bromfenac formulation

has evolved over time as part of Bausch + Lomb’s
long-term formulation optimization efforts.
RAJESH RAJPAL, MD: I would also add that bromfenac
is a bioactive compound and not a prodrug.5 This is
important because I cannot always anticipate the status
of the patient’s ocular surface and when the conversion
from prodrug to active drug will occur. I find myself asking,
“Will the appropriate enzymes that regulate the absorption,
metabolism, and pharmacokinetics of a prodrug NSAID
be present on the ocular surface?” With PROLENSA®,
I don’t have this concern.
WILLIAM TRATTLER, MD: Let’s consider the clinical trial
data. Many of us have been involved in clinical trials for
ophthalmic NSAIDs, and we have strong perspectives
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on the meaning of these outcomes. The data from the
2 PROLENSA® phase 3 clinical trials were pooled, and it
was found that the proportion of subjects who achieved
complete clearance of ocular inflammation (summed
ocular inflammation score [SOIS] of 0) by Day 15, was
significantly higher in the PROLENSA® group than in the
vehicle group (Figure 1).6 It’s impressive that nearly half
of patients receiving PROLENSA® had an SOIS of 0 at Day
15.6 I can usually find a sporadic inflammatory cell when
examining a patient—it’s not especially challenging.
For this reason, I find the PROLENSA® clinical data to
be powerful.

WILLIAM TRATTLER, MD: What is your perception of the
adverse event profile of PROLENSA®?
CYNTHIA MATOSSIAN, MD: The clinical trial data show
that the overall incidence of adverse events affecting the
study eye was significantly lower in the PROLENSA® group
than in the placebo group (Figure 3).6 The incidences of
specific ocular adverse events appear low and similar when
comparing PROLENSA® and vehicle.6 The most commonly
reported adverse reactions in 3% to 8% of patients were
anterior chamber inflammation, foreign body sensation,
eye pain, photophobia, and blurred vision.
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Figure 1. The proportion of subjects in the PROLENSA® and vehicle groups who achieved
complete clearance of ocular inflammation (summed ocular inflammation score [SOIS] of 0)
by postsurgical Day 15 in the pooled analysis of the PROLENSA® phase 3 clinical trials.6

Figure 3. The incidence of adverse events affecting the study eye in the PROLENSA®
and vehicle groups in the pooled analysis of the PROLENSA® phase 3 clinical trials.6

KARL STONECIPHER, MD: Another important observation
is that a significantly greater proportion of subjects
were pain free in the PROLENSA® group than in the
vehicle group at Day 1 (Figure 2), and this continued
through the remaining follow-up visits.6 To me, the
proportion of pain-free patients in the PROLENSA®
group is clinically important.

PARAG MAJMUDAR, MD: Adverse events are always a
concern, but I pay more attention to adverse events that
consistently occur either more or less frequently when a
specific product is used.

RAJESH RAJPAL, MD: PROLENSA® is effective for
post-cataract surgery use because it decreases ocular
inflammation and has an acceptable tolerability profile,
while meeting my patients’ ocular comfort needs.
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WILLIAM TRATTLER, MD: Based on these perspectives,
how would you summarize your overall impression
of PROLENSA®?

n/N=175/222

n/N=108/218

PROLENSA®

Vehicle

0%

Figure 2. The proportion of subjects in the PROLENSA® and vehicle groups who were
pain free at postsurgical Day 1 in the pooled analysis of the PROLENSA® phase 3
clinical trials.6

PARAG MAJMUDAR, MD: I feel confident in PROLENSA®
because the bromfenac molecule has been in ophthalmic
use for a long time, and because PROLENSA® has a track
record of a demonstrated efficacy and tolerability profile.
I take the time to educate my patients about this.
CYNTHIA MATOSSIAN, MD: To me, PROLENSA® is a potent
ophthalmic formulation that penetrates well and helps
control inflammation and pain following cataract surgery.
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KARL STONECIPHER, MD: I like that PROLENSA® has
uniform dosing in every drop administered. My patients
note ocular comfort using PROLENSA®, which makes it
a good treatment option.

“

The pH of Bausch + Lomb’s bromfenac
formulation has evolved over time as
part of Bausch + Lomb’s long-term
formulation optimization efforts.
– cynthia matossian, md

”

WHY PROLENSA®?
• The only branded formulation of bromfenac approved for once-daily use2
• Convenient once-daily dosing with no shaking required2
• Halogenated with bromine and pH of 7.8 to increase potency and penetration1-3
• Established efficacy and safety profile6
• Bausch + Lomb is committed to providing access to PROLENSA® for your eligible patients
whether they are eligible insured, eligible uninsured, or on Medicare Part D*
• Manufactured in an FDA-approved facility that helps ensure stringent safety and quality control
• No generic equivalent available
Terms and conditions apply. Please see www.bauschaccessprogram.com or www.prolensapartdcoupon.com for eligibility criteria and terms and conditions.

*

IMPORTANT SAFETY INFORMATION ABOUT PROLENSA® (CONT.)
• There have been reports that ocularly applied NSAIDs may cause increased bleeding of ocular tissues (including
hyphemas) in conjunction with ocular surgery. Use with caution in patients with known bleeding tendencies or who are
receiving other medications which may prolong bleeding time.
• Use of topical NSAIDs may result in keratitis. Patients with evidence of corneal epithelial breakdown should immediately
discontinue use of topical NSAIDs, including bromfenac, and should be closely monitored for corneal health. Patients
with complicated ocular surgeries, corneal denervation, corneal epithelial defects, diabetes mellitus, ocular surface
diseases (e.g., dry eye syndrome), rheumatoid arthritis, or repeat ocular surgeries within a short period of time may be
at increased risk for corneal adverse events which may become sight threatening. Topical NSAIDs should be used with
caution in these patients. Post-marketing experience with topical NSAIDs suggests that use more than 24 hours prior
to surgery or use beyond 14 days post-surgery may increase patient risk for the occurrence and severity of corneal
adverse events.
• PROLENSA® should not be instilled while wearing contact lenses. The preservative in PROLENSA®, benzalkonium
chloride, may be absorbed by soft contact lenses. Lenses may be reinserted after 10 minutes following administration
of PROLENSA®.
• The most commonly reported adverse reactions in 3%-8% of patients were anterior chamber inflammation, foreign body
sensation, eye pain, photophobia, and blurred vision.
Please see additional Important Safety Information throughout. Please see full Prescribing Information on page 8.
References: 1. Dua HS, Attre D. Treatment of post-operative inflammation following cataract surgery—a review. Eur Ophthalmic Rev. 2012;6(2):98-103. 2. PROLENSA
[package insert]. Bridgewater, NJ: Bausch & Lomb Incorporated; 2017. 3. Ahuja M, Dhake AS, Sharma SK, Majumdar DK. Topical ocular delivery of NSAIDs. AAPS J.
2008;10(2):229-241. 4. Bromday [package insert]. Tampa, FL: Bausch & Lomb Incorporated; 2010. 5. Cho H, Wolf KJ, Wolf EJ. Management of ocular inflammation and
pain following cataract surgery: focus on bromfenac ophthalmic solution. Clin Ophthalmol. 2009;3:199-210. 6. Walters TR, Goldberg DF, Peace JH, Gow JA. Bromfenac
ophthalmic solution 0.07% dosed once daily for cataract surgery: results of 2 randomized controlled trials. Ophthalmology. 2014;121(1):25-33.

PROLENSA is a trademark of Bausch & Lomb Incorporated or its affiliates.
© 2020 Bausch & Lomb Incorporated or its affiliates. All rights reserved.
Printed in USA. PRA.0032.USA.20
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-------------------------------- CONTRAINDICATIONS -------------------------------None (4)

HIGHLIGHTS OF PRESCRIBING INFORMATION
These highlights do not include all the information needed to use PROLENSA®
(bromfenac ophthalmic solution) 0.07% safely and effectively. See full
prescribing information for PROLENSA ophthalmic solution.
PROLENSA (bromfenac ophthalmic solution) 0.07%
Initial U.S. Approval: 1997
------------------------------ INDICATIONS AND USAGE -----------------------------PROLENSA is a nonsteroidal anti-inflammatory drug (NSAID) indicated for the treatment
of postoperative inflammation and reduction of ocular pain in patients who have
undergone cataract surgery. (1)
--------------------------- DOSAGE AND ADMINISTRATION --------------------------Instill one drop into the affected eye once daily beginning 1 day prior to surgery,
continued on the day of surgery, and through the first 14 days postsurgery. (2.1)

--------------------------- WARNINGS AND PRECAUTIONS --------------------------• Sulfite Allergic Reactions (5.1)
• Slow or Delayed Healing (5.2)
• Potential for Cross-Sensitivity (5.3)
• Increased Bleeding Time (5.4)
• Keratitis and Corneal Reactions (5.5)
• Contact Lens Wear (5.6)
-------------------------------- ADVERSE REACTIONS -------------------------------The most commonly reported adverse reactions in 3 to 8% of patients were anterior
chamber inflammation, foreign body sensation, eye pain, photophobia, and vision blurred.
(6.1).
To report SUSPECTED ADVERSE REACTIONS, contact Bausch + Lomb, a division
of Valeant Pharmaceuticals North America LLC, at 1-800-321-4576 or FDA at
1-800-FDA-1088 or www.fda.gov/medwatch.
See 17 for PATIENT COUNSELING INFORMATION.
Revised: 05/2017

--------------------------DOSAGE FORMS AND STRENGTHS-------------------------Topical ophthalmic solution: bromfenac 0.07% (3)
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FULL PRESCRIBING INFORMATION
1
INDICATIONS AND USAGE
PROLENSA (bromfenac ophthalmic solution) 0.07% is indicated for the treatment of
postoperative inflammation and reduction of ocular pain in patients who have undergone
cataract surgery.
2
DOSAGE AND ADMINISTRATION
2.1 Recommended Dosing
One drop of PROLENSA ophthalmic solution should be applied to the affected eye once
daily beginning 1 day prior to cataract surgery, continued on the day of surgery, and
through the first 14 days of the postoperative period.
2.2 Use with Other Topical Ophthalmic Medications
PROLENSA ophthalmic solution may be administered in conjunction with other topical
ophthalmic medications such as alpha-agonists, beta-blockers, carbonic anhydrase
inhibitors, cycloplegics, and mydriatics. Drops should be administered at least 5
minutes apart.
3
DOSAGE FORMS AND STRENGTHS
Topical ophthalmic solution: bromfenac 0.07%
4
CONTRAINDICATIONS
None
5
WARNINGS AND PRECAUTIONS
5.1 Sulfite Allergic Reactions
PROLENSA ophthalmic solution contains sodium sulfite, a sulfite that may cause
allergic-type reactions including anaphylactic symptoms and life-threatening or less
severe asthmatic episodes in certain susceptible people. The overall prevalence of sulfite
sensitivity in the general population is unknown and probably low. Sulfite sensitivity is
seen more frequently in asthmatic than in non-asthmatic people.
5.2 Slow or Delayed Healing
All topical nonsteroidal anti-inflammatory drugs (NSAIDs), including bromfenac, may
slow or delay healing. Topical corticosteroids are also known to slow or delay healing.
Concomitant use of topical NSAIDs and topical steroids may increase the potential for
healing problems.
5.3 Potential for Cross-Sensitivity
There is the potential for cross-sensitivity to acetylsalicylic acid, phenylacetic acid
derivatives, and other NSAIDs, including bromfenac. Therefore, caution should be used
when treating individuals who have previously exhibited sensitivities to these drugs.

5.4 Increased Bleeding Time
With some NSAIDs, including bromfenac, there exists the potential for increased bleeding
time due to interference with platelet aggregation. There have been reports that ocularly
applied NSAIDs may cause increased bleeding of ocular tissues (including hyphemas) in
conjunction with ocular surgery.
It is recommended that PROLENSA ophthalmic solution be used with caution in patients
with known bleeding tendencies or who are receiving other medications which may
prolong bleeding time.
5.5 Keratitis and Corneal Reactions
Use of topical NSAIDs may result in keratitis. In some susceptible patients, continued use
of topical NSAIDs may result in epithelial breakdown, corneal thinning, corneal erosion,
corneal ulceration or corneal perforation. These events may be sight threatening. Patients
with evidence of corneal epithelial breakdown should immediately discontinue use of
topical NSAIDs, including bromfenac, and should be closely monitored for corneal health.
Postmarketing experience with topical NSAIDs suggests that patients with complicated
ocular surgeries, corneal denervation, corneal epithelial defects, diabetes mellitus, ocular
surface diseases (e.g., dry eye syndrome), rheumatoid arthritis, or repeat ocular surgeries
within a short period of time may be at increased risk for corneal adverse events which may
become sight threatening. Topical NSAIDs should be used with caution in these patients.
Postmarketing experience with topical NSAIDs also suggests that use more than 24 hours
prior to surgery or use beyond 14 days postsurgery may increase patient risk for the
occurrence and severity of corneal adverse events.
5.6 Contact Lens Wear
PROLENSA should not be instilled while wearing contact lenses. Remove contact lenses
prior to instillation of PROLENSA. The preservative in PROLENSA, benzalkonium chloride,
may be absorbed by soft contact lenses. Lenses may be reinserted after 10 minutes
following administration of PROLENSA.
6
ADVERSE REACTIONS
6.1 Clinical Trials Experience
Because clinical trials are conducted under widely varying conditions, adverse reaction
rates observed in the clinical trials of a drug cannot be directly compared to rates in the
clinical trials of another drug and may not reflect the rates observed in clinical practice.
The most commonly reported adverse reactions following use of PROLENSA following
cataract surgery include: anterior chamber inflammation, foreign body sensation, eye pain,
photophobia, and vision blurred. These reactions were reported in 3 to 8% of patients.

POST-CATARACT SURGERY TREATMENT PULL-THROUGH PROTOCOLS AND OUTCOMES
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USE IN SPECIFIC POPULATIONS
8.1
Pregnancy
Treatment of rats at oral doses up to 0.9 mg/kg/day (systemic exposure 90 times the
systemic exposure predicted from the recommended human ophthalmic dose [RHOD]
assuming the human systemic concentration is at the limit of quantification) and rabbits
at oral doses up to 7.5 mg/kg/day (150 times the predicted human systemic exposure)
produced no treatment-related malformations in reproduction studies. However, embryofetal
lethality and maternal toxicity were produced in rats and rabbits at 0.9 mg/kg/day and
7.5 mg/kg/day, respectively. In rats, bromfenac treatment caused delayed parturition at
0.3 mg/kg/day (30 times the predicted human exposure), and caused dystocia, increased
neonatal mortality, and reduced postnatal growth at 0.9 mg/kg/day.
There are no adequate and well-controlled studies in pregnant women. Because animal
reproduction studies are not always predictive of human response, this drug should be
used during pregnancy only if the potential benefit justifies the potential risk to the fetus.
Because of the known effects of prostaglandin biosynthesis-inhibiting drugs on the fetal
cardiovascular system (closure of ductus arteriosus), the use of PROLENSA ophthalmic
solution during late pregnancy should be avoided.
8.3
Nursing Mothers
Caution should be exercised when PROLENSA ophthalmic solution is administered to a
nursing woman.
8.4
Pediatric Use
Safety and efficacy in pediatric patients below the age of 18 years have not been
established.
8.5
Geriatric Use
There is no evidence that the efficacy or safety profiles for PROLENSA differ in patients
70 years of age and older compared to younger adult patients.
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DESCRIPTION
PROLENSA (bromfenac ophthalmic solution) 0.07% is a sterile, topical, nonsteroidal antiinflammatory drug (NSAID) for ophthalmic use. Each mL of PROLENSA contains 0.805 mg
bromfenac sodium sesquihydrate (equivalent to 0.7 mg bromfenac free acid). The USAN
name for bromfenac sodium sesquihydrate is bromfenac sodium. Bromfenac sodium
is designated chemically as sodium [2-amino-3-(4-bromobenzoyl) phenyl] acetate
sesquihydrate, with an empirical formula of C15H11BrNNaO3• 1½H2O. The chemical
structure for bromfenac sodium sesquihydrate is:

Bromfenac sodium is a yellow to orange crystalline powder. The molecular weight of
bromfenac sodium is 383.17. PROLENSA ophthalmic solution is supplied as a sterile
aqueous 0.07% solution, with a pH of 7.8. The osmolality of PROLENSA ophthalmic
solution is approximately 300 mOsmol/kg.
Each mL of PROLENSA ophthalmic solution contains:
Active: Each mL contains bromfenac sodium sesquihydrate 0.0805%, which is equivalent
to bromfenac free acid 0.07%.
Inactives: boric acid, edetate disodium, povidone, sodium borate, sodium sulfite,
tyloxapol, sodium hydroxide to adjust pH, and water for injection, USP.
Preservative: benzalkonium chloride 0.005%
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CLINICAL PHARMACOLOGY
12.1 Mechanism of Action
Bromfenac is a nonsteroidal anti-inflammatory drug (NSAID) that has anti-inflammatory
activity. The mechanism of its action is thought to be due to its ability to block prostaglandin
synthesis by inhibiting cyclooxygenase (COX) 1 and 2. Prostaglandins have been shown in
many animal models to be mediators of certain kinds of intraocular inflammation. In studies
performed in animal eyes, prostaglandins have been shown to produce disruption of the
blood-aqueous humor barrier, vasodilation, increased vascular permeability, leukocytosis,
and increased intraocular pressure.
12.3 Pharmacokinetics
The plasma concentration of bromfenac following ocular administration of PROLENSA
(bromfenac ophthalmic solution) 0.07% in humans is unknown. Based on the maximum
proposed dose of one drop to each eye (0.035 mg) and PK information from other routes
of administration, the systemic concentration of bromfenac is estimated to be below the
limit of quantification (50 ng/mL) at steady-state in humans.
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NONCLINICAL TOXICOLOGY
13.1 Carcinogenesis, Mutagenesis, Impairment of Fertility
Long-term carcinogenicity studies in rats and mice given oral doses of bromfenac up to
0.6 mg/kg/day (systemic exposure 30 times the systemic exposure predicted from the
recommended human ophthalmic dose [RHOD] assuming the human systemic concentration
is at the limit of quantification) and 5 mg/kg/day (340 times the predicted human systemic
exposure), respectively, revealed no significant increases in tumor incidence.
Bromfenac did not show mutagenic potential in various mutagenicity studies, including
the reverse mutation, chromosomal aberration, and micronucleus tests.
Bromfenac did not impair fertility when administered orally to male and female rats at
doses up to 0.9 mg/kg/day and 0.3 mg/kg/day, respectively (systemic exposure 90 and
30 times the predicted human exposure, respectively).
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CLINICAL STUDIES
14.1 Ocular Inflammation and Pain
Bromfenac 0.07% QD for the treatment of postoperative inflammation and reduction of
ocular pain was evaluated in two multi-center, randomized, double-masked, parallelgroup, and placebo (vehicle)-controlled studies. Patients undergoing cataract surgery
self-administered bromfenac 0.07% or vehicle once daily, beginning 1 day prior to
surgery, continuing on the morning of surgery and for 14 days after surgery. Complete
clearance of ocular inflammation (0 cell and no flare) was assessed on Days 1, 3, 8, and
15 postsurgery using slit lamp biomicroscopy. The pain score was self-reported. The
primary efficacy endpoint was the proportion of subjects who had complete clearance of
ocular inflammation by Day 15. In the intent-to-treat analyses from both assessments,
complete clearance at Day 8 and Day 15, bromfenac 0.07% was superior to vehicle as
shown in the following table.
Proportion of Subjects with Cleared Ocular Inflammation (0 cells and no flare)
Study

Visit

Bromfenac
0.07%

Vehicle

Difference
(%)
(Asymptotic 95% CI)

Study 1

At Day 8

27/112 (24.1%)

7/108 (6.5%)

17.6 (8.4, 26.8)

At Day 15

51/112 (45.5%)

14/108 (13.0%)

32.5 (21.4, 43.8)

At Day 8

33/110 (30.0%)

14/110 (12.7%)

17.3 (6.7, 27.9)

At Day 15

50/110 (45.5%)

30/110 (27.3%)

18.2 (5.7, 30.7)

Study 2

Proportion of Subjects Who Were Pain Free
Study

Visit

Bromfenac
0.07%

Vehicle

Difference
(%)
(Asymptotic 95% CI)

Study 1

At Day 1

91/112 (81.3%)

47/108 (43.5%)

37.7 (25.9, 49.6)

Study 2

At Day 1

84/110 (76.4%)

61/110 (55.5%)

20.9 (8.7, 33.1)
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HOW SUPPLIED/STORAGE AND HANDLING
PROLENSA (bromfenac ophthalmic solution) 0.07% is supplied in a white LDPE plastic
squeeze bottle with a 15 mm LDPE white dropper tip and 15 mm polypropylene gray
cap as follows:
• 1.6 mL in a 7.5 mL container (NDC 24208-602-01)
• 3 mL in a 7.5 mL container (NDC 24208-602-03)
Storage: Store at 15º-25ºC (59º-77ºF).
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PATIENT COUNSELING INFORMATION
Slowed or Delayed Healing
Advise patients of the possibility that slow or delayed healing may occur while using NSAIDs.
Sterility of Dropper Tip
Advise patients to replace bottle cap after using and to not touch dropper tip to any
surface, as this may contaminate the contents.
Advise patients that a single bottle of PROLENSA be used to treat only one eye.
Concomitant Use of Contact Lenses
Advise patients to remove contact lenses prior to instillation of PROLENSA. The preservative
in PROLENSA, benzalkonium chloride, may be absorbed by soft contact lenses. Lenses
may be reinserted after 10 minutes following administration of PROLENSA.
Concomitant Topical Ocular Therapy
If more than one topical ophthalmic medication is being used, the medicines should be
administered at least 5 minutes apart.
Manufactured by:
Bausch + Lomb, a division of Valeant Pharmaceuticals
North America LLC, Bridgewater, NJ 08807 USA
Under License From:
Senju Pharmaceutical Co., Ltd.
Osaka, Japan 541-0046
Prolensa is a trademark of Bausch & Lomb Incorporated or its affiliates.
U.S. Patents 8,129,431; 8,669,290; 8,754,131; 8,871,813; 8,927,606; 9,144,609;
9,517,220; and 9,561,277
©Bausch & Lomb Incorporated
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