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ABSTRACT

Introduction: This small pilot study is the first
direct comparison of the currently marketed
formulations of bromfenac (0.07% solution)
and nepafenac (0.3% suspension) using identi-
cal dosing regimens and including an extra pre-
surgical ‘‘pulse’’ dose in patients undergoing
cataract surgery.
Methods: Adults scheduled for unilateral pha-
coemulsification with intraocular lens implan-
tation were randomly assigned to bromfenac
0.07% or nepafenac 0.3%, each given once-daily
1 day prior to surgery, on the day of surgery plus
an extra dose 1 h before surgery, and for 14 days
after surgery. Assessments included summed
ocular inflammation score (SOIS), visual acuity
(VA), and retinal thickness measured via optical
coherence tomography.
Results: The study population included 49
patients (bromfenac, n = 24; nepafenac, n = 25).
The percentage of patients with a SOIS = 0 (no
cells or flare) at post-surgical day 15 (primary
efficacy endpoint) was statistically similar
between the bromfenac (57.1%) and nepafenac
(50.0%) treatment groups (intent-to-treat with

last observation carried forward) (P = 0.6318).
The proportions of patients with an SOIS of 0 at
days 3 and 8 were significantly (P\ 0.05) higher
in the bromfenac group (23.8 and 52.4%,
respectively) versus the nepafenac group (0.0
and 20.8%, respectively). Visual acuity was
similar between groups at each study visit, as
were mean retinal thickness and change from
baseline in retinal thickness. Rescue medication
(typically difluprednate) was given on or before
day 15 to 13 patients in each treatment group
(bromfenac, 54.2%; nepafenac, 52.0%). There
were no adverse events considered to be related
to either treatment.
Conclusions: The results of this small pilot
study suggest that once-daily bromfenac 0.07%
produces similar benefits with regard to post-
surgical inflammation, VA, and retinal thick-
ness as once-daily nepafenac 0.3%, and possibly
has a faster onset of anti-inflammatory action,
when compared using identical dosing
regimens.
Funding: Bausch & Lomb Incorporated.
Trial Registration: NCT03886779.
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INTRODUCTION

Ocular inflammation is common after cataract
surgery and, when untreated, may result in
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complications such as pain, photophobia, cor-
neal edema, cystoid macular edema (CME),
posterior capsule opacification, and increased
intraocular pressure (IOP) [1, 2]. Management of
post-operative inflammation with nonsteroidal
anti-inflammatory drugs (NSAIDs) is considered
of value to decrease the risk of long-term com-
plications such as CME and mitigate post-sur-
gical pain [1, 3–5]. The administration of topical
NSAIDs prior to and after surgery has been
shown to be beneficial to facilitate analgesia,
CME prevention, and resolution of inflamma-
tion [1, 3]. Topical NSAIDs penetrate ocular
tissues and elicit anti-inflammatory benefits by
inhibiting the formation of cyclooxygenase-1
(COX-1) and cyclooxygenase-2 (COX-2),
thereby blocking the synthesis of pros-
taglandins, the most important mediators of
inflammation [4, 6, 7].

Two of the most widely prescribed topical
NSAIDs for the reduction of pain and inflam-
mation post-cataract surgery are bromfenac and
nepafenac. Bromfenac was originally approved
by the Food and Drug Administration (FDA) in
1997 and has been marketed as a variety of
formulations with varying concentrations and
dosing recommendations over the years. It is
currently marketed as a once-daily 0.07% oph-
thalmic solution (Prolensa�; Bausch & Lomb
Incorporated, Rochester, NY, USA), indicated
for the treatment of post-operative inflamma-
tion and reduction of pain after cataract surgery
[8]. The approved dosing regimen is once daily,
beginning 1 day prior to surgery, continued on
the day of surgery and through the first 14 days
after surgery [8].

Nepafenac was initially approved by the FDA
in 2005 as a 0.1% suspension for administration
three times daily. The most recent formulation,
a once-daily, 0.3% ophthalmic suspension
(Ilevro�, Alcon Laboratories, Inc., Fort Worth,
TX, USA), was approved by the FDA in 2012 for
the treatment of pain and inflammation asso-
ciated with cataract surgery [9]. The recom-
mended dosing of nepafenac 0.3% is similar to
that for bromfenac 0.07% (once daily, begin-
ning 1 day prior to cataract surgery, continued
on the day of surgery and through the first
2 weeks of the post-operative period), but with
an additional dose 30–120 min prior to surgery.

Independent clinical trials evaluating brom-
fenac and nepafenac have demonstrated that
each formulation is highly effective and safe for
managing post-surgical pain and inflammation
[10–19]. However, there are little data directly
comparing these two NSAIDs in head-to-head
fashion, particularly with the currently mar-
keted formulations (bromfenac 0.07% and
nepafenac 0.3%). This small pilot study is the
first direct comparison of bromfenac 0.07% and
nepafenac 0.3% using an identical dosing
schedule beginning 1 day prior to surgery along
with an extra ‘‘pulse’’ dose 1 h before surgery in
patients undergoing planned cataract extrac-
tion with posterior chamber intraocular lens
implantation.

METHODS

Study Design

This was a single-center, randomized, investiga-
tor-masked, parallel group, active-comparator
controlled pilot study (ClinicalTrials.gov Identi-
fier: NCT03886779). The study was performed in
accordance with the International Conference
on Harmonization Consolidated Good Clinical
Practice Guidelines and with the ethical princi-
ples of the Helsinki Declaration of 1964 and its
later amendments. The study protocol was
approved byQuorum Institutional Review Board
prior to the screening of subjects. All subjects
provided written informed consent before
undergoing any study-specific procedures.

Patients

Male or female adult patients (C 18 years of age)
scheduled for unilateral cataract surgery by
phacoemulsification with posterior chamber
intraocular lens implantation without other
ophthalmic surgical procedures were eligible for
inclusion. Other inclusion criteria included a
best corrected visual acuity (VA) of 20/200 or
better in either eye, IOP in the study eye of
between 5 and 22 mmHg, and no other plan-
ned ocular surgical procedures in the study or
fellow (non-study) eye prior to initiation of
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study medication use through to the end of the
study. Major exclusion criteria included the
following: known hypersensitivity to bromfe-
nac, nepafenac, salicylates, or other NSAIDs;
evidence of ocular inflammation in the study
eye on slit lamp examination at screening (any
cell or flare in the anterior chamber [AC]); prior
use of tamsulosin (Flomax); use of ocular, topi-
cal, or systemic NSAIDs, or cyclosporine oph-
thalmic emulsion, or other immunomodulators
within 7 days; use of any ocular prostaglandin
within 30 days prior to initiation of study
medication or during the study; use of topical,
ocular, inhaled, or systemic corticosteroids
within 14 days prior to screening; corneal
transplantation or corneal refractive surgery in
the study eye within the last 2 years; active
(non-stable or greater than mild in severity)
corneal pathology in the study eye at screening;
and other medical conditions that might con-
found the study.

Study Treatments and Masking

Eligible patients were assigned sequentially
according to a computer-generated randomiza-
tion list to receive either bromfenac 0.07% or
nepafenac 0.3% in a 1:1 ratio. Both medications
were to be administered as one drop once daily
at the same time each day (preferably in the
morning), beginning 1 day prior to surgery (day
1) and continuing on the day of surgery (day 0)
and for about 14 days after surgery. On the day
of surgery, study personnel instilled 1 addi-
tional drop of the assigned study drug into each
patient’s study eye 1 h prior to surgery. All
surgeries were performed by the lead investiga-
tor, and all post-operative assessments were
performed by a single sub-investigator, both of
whom were masked to the study treatment.
Patients were instructed not to instill any other
ocular medications within 15 min before or
after instilling the study medication dose. They
were also advised to use gentle eyelid closure for
at least 1 min after instilling the dose into the
study eye and then to repeat instillation of a
single drop of the study medication if there was
uncertainty as to whether successful instillation
occurred. Treatment compliance was verbally

confirmed with patients and documented at
each study visit.

Study medications were provided as com-
mercially available formulations of bromfenac
0.07% (Prolensa) and nepafenac 0.3% (Ilevro),
packaged inside of plain white study kit boxes
labeled according to the randomization sched-
ule. Patients were to keep the medication inside
of the study kit boxes when attending study
visits so as not to unmask the investigator. The
investigator and sub-investigator were both
masked to study treatment for the duration of
the study, unless unmasking was required.

In addition to study medication, patients
administered besifloxacin 0.6% suspension
three times daily (TID) for 2 days prior to sur-
gery, every 2 h while awake on the day of sur-
gery, and TID each day after surgery until the
bottle was finished. Pain management, which
was not to include NSAIDs or corticosteroids,
was to be determined at the discretion of the
investigator.

Outcome Measures

Efficacy
The primary efficacy endpoint was the propor-
tion of patients with an absence of AC ocular
inflammation on slit-lamp biomicroscopy at the
day 15 visit, as defined by a summed ocular
inflammation score (SOIS) of grade 0 (no cells or
flare). For each assessment, AC cell grade was
measured twice and averaged for determination
of the visit score; AC flare grade was determined
using the grading scale shown in Table 1. The
SOIS was calculated by adding the subject’s AC
cells and flare grades, with the minimum score
of 0 indicating the absence of inflammation and
a maximum score of 8 (AC cells[50 and flare
grade 4 [intense]). The SOIS has been used as the
primary endpoint variable in numerous studies
of bromfenac, including those used for the basis
of FDA approval [10, 11, 17, 19–21], as well in
studies of other ocular NSAIDs, including
ketorolac [22] and diclofenac [23].

Secondary efficacy endpoints included the
proportion of patients with SOIS of 0 at each
study visit; Early Treatment Diabetic Retinopa-
thy Study (ETDRS) Logarithm of the Minimum
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Angle of Resolution (logMAR) VA at day 15 and
change from baseline (screening) to day 15; VA
and change from baseline at each study visit;
and measurements of retinal thickness and
volume at day 42 as measured by optical
coherence tomography (OCT) performed using
a Zeiss OCT Stratus 3000 scanner (Carl Zeiss
Meditec, Inc., Dublin, CA, USA).

Patients with an increase in SOIS compared
with the previous post-surgical visit, those with
an SOIS that was unchanged for two consecu-
tive visits after surgery, or patients who had any
sign or symptom of inflammation sufficiently
severe as to require alternative anti-inflamma-
tory treatment could be prematurely discon-
tinued from study treatment at the
investigator’s discretion.

Safety
Safety endpoints included the incidence and
frequency of treatment-emergent ocular and
non-ocular adverse events (AEs), as well as
findings from ophthalmological evaluations
(including slit-lamp biomicroscopy [each study
visit], funduscopic evaluation [days 15 and 42]
and IOP measurements [each study visit]).

Statistical Analysis

The study was not powered for statistical supe-
riority since it was considered to be a pilot study
of clinical outcomes for a small group of sub-
jects. All efficacy analyses were conducted on
the intent-to-treat (ITT) population, defined as
all randomized subjects who received at least
one dose of study medication and underwent
protocol-defined surgery.

The primary efficacy analysis tested the dif-
ference between treatment groups in the pro-
portion of subjects with an SOIS of 0 in the
study eye at day 15 using the Pearson Chi-
squared test with a two-sided alpha = 0.05. For
each treatment group, 95% asymptotic normal
confidence intervals were computed.

Two analyses of efficacy were performed: one
based on data with last observation carried for-
ward (LOCF) and one based on data as observed.
Two types of missing values were anticipated in
the LOCF data analysis: (1) from subjects who
were not responding to test treatment (based on
assessment of ocular inflammation) and who
may have required alternative medical man-
agement (i.e., rescue therapy) and (2) from
subjects who missed scheduled evaluations. For
the LOCF analysis for the first type of missing
data, regarding subjects who received a rescue
medication prior to day 15, the efficacy

Table 1 Use of grading scales for scoring anterior cham-
ber ocular inflammation (cells and flare)

Anterior chamber
cellsa

Anterior chamber flareb

Grade Cell count Grade Flare count

0 0 0 Complete absence

0.5 1–5 cells

(trace)

– –

1 6–15 1 Very slight (barely

detectable)

2 16–25 2 Moderate (iris and lens

clear)

3 26–50 3 Marked (iris and lens

hazy)

4 [ 50 4 Intense (fibrin clot)

The summed ocular inflammation score (SOIS) was cal-
culated by adding the subject’s anterior chamber cells and
flare grades (minimum score = 0, indicating the absence of
inflammation; maximum score = 8)
a Evaluated using the following methods: slit-lamp
biomicroscope, 916 magnification; 0.3 9 1-mm oblique,
high-intensity beam; aim central cornea in pupillary axis;
focus in anterior aqueous humor; at plane of focus, per-
form first count of cells; do not focus on multiple planes;
move focus to central cornea; refocus in anterior aqueous
humor; at plane of focus, perform second count of cells;
convert each cell count to a grade (see grading scale above;
sum the two grades, divide by 2 to determine the average
final cell score); try to score white blood cells only
b Evaluated using the following methods: slit-lamp
biomicroscope, 916 magnification; 0.3 9 1-mm oblique,
high-intensity beam; aim central cornea in pupillary axis;
focus in anterior aqueous humor; single determination;
convert flare analysis to grade (see grading scale above)
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response nearest (on or before) the date of
receiving rescue medication was carried forward
and used in the determination of the outcome.
For the LOCF analysis for the second type of
missing data, regarding subjects who missed
scheduled evaluations, the efficacy response
from the last visit at which it was measured was
carried forward and used in the determination
of the outcome.

Safety analyses were based on the safety
population, which included all patients who
received at least one dose of study medication.
Safety endpoints were summarized by visit and
treatment group and presented separately for
data obtained before and after a patient received
rescue medication. Treatment-emergent AEs
were summarized by system organ class and
preferred terms for each treatment group; 95%
confidence intervals around the difference
between treatment groups in the incidence were
constructed using asymptotic normal approxi-
mations. Visual acuity, biomicroscopy, and
funduscopic findings were summarized using
discrete summary statistics.

All statistical testing was two-sided and per-
formed at the 0.05 significance level, unless
otherwise noted. All analyses were performed
using SAS� Version 9.2 or higher (SAS Institute,
Cary, NC, USA).

RESULTS

Patient Characteristics and Disposition

A total of 57 patients were screened, 50 of
whom met the eligibility requirements and
were randomized to treatment with bromfenac
(n = 25) or nepafenac (n = 25) (Fig. 1). One
patient randomized to bromfenac withdrew
consent, thus the final safety population inclu-
ded 49 patients (bromfenac, n = 24; nepafenac,
n = 25). The treatment groups had similar
demographic and baseline characteristics with
no clinically relevant differences apparent
between groups (Table 2). Four patients did not
undergo scheduled surgery and were therefore
excluded from the efficacy population (brom-
fenac, n = 3; nepafenac, n = 1). Thus, the ITT

population included 21 bromfenac-treated
patients and 24 nepafenac-treated patients.

Efficacy

The percentage of patients with an SOIS of 0 at
day 15 (primary efficacy endpoint) was statisti-
cally similar between the bromfenac (57.1%)
and nepafenac (50.0%) treatment groups in the
ITT population with LOCF (P = 0.6318) (Fig. 2).
Similar findings were noted in the analysis
using data as observed (57.1 vs. 60.0%;
P = 0.8527).

The percentages of patients with an SOIS of 0
at each study visit (ITT with LOCF) are shown in
Fig. 3. A statistically greater percentage of
patients in the bromfenac group compared to
the nepafenac group had an SOIS of 0 at post-
surgical days 3 (23.8 vs. 0.0%; P = 0.0112) and 8
(52.4 vs. 20.8%; P = 0.0274); for all other visits,
the differences between groups were not statis-
tically significant. Findings were similar in the
analysis based on data as observed: differences
between groups were significant (P\ 0.05) at
days 3 (bromfenac, 5/21 [23.8%]; nepafenac,
0/24 [0.0%]) and 8 (bromfenac, 11/20 [55.0%];
nepafenac, 5/24 [20.8%]), but not significant at
days 15 (bromfenac, 12/21 [57.1%]; nepafenac,
12/20 [60.0%]) or 42 (bromfenac, 10/10
[100.0%]; nepafenac, 8/8 [100.0%]).

Mean ETDRS logMAR assessments at each
study visit and change from baseline are pre-
sented in Table 3. At each study visit, mean
assessments and changes from baseline were
statistically equivalent between treatment
groups. Mean change from baseline at day 42
was - 0.13 with bromfenac and - 0.16 with
nepafenac.

For the ITT population with LOCF at day 42,
there was no difference between the bromfenac
(n = 11) and nepafenac (n = 9) groups with
regard to the mean (± standard deviation [SD])
retinal thickness (275.8 ± 25.5 vs.
261.0 ± 34.5 lm, respectively; P = 0.2838) or
mean change from baseline in retinal thickness
(11.0 ± 20.9 vs. 17.3 ± 16.3 lm; P = 0.4669).
Findings were similar for the analysis of ITT data
as observed (data not shown).
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Rescue medication (typically difluprednate)
was required on or before day 15 by 13 patients
in each treatment group (bromfenac, 54.2%;
nepafenac, 52.0%).

Safety

Both study drugs were safe and well tolerated,
and there were no AEs that were considered to
be related to either bromfenac or nepafenac. A
total of 14 patients reported at least one AE, of
whom eight were in the bromfenac group (27
AEs) and six were in the nepafenac group (20
AEs). Of the 47 AEs reported, 17 (36.2%) were
ocular; these were generally consistent with a
typical post-surgical state (e.g., pain, photo-
phobia, mattering/eye discharge), and none

were considered related to treatment. There
were no reports of punctate keratitis or toxic
conjunctivitis. There were two serious events
(altered mental state; urinary tract infection),
neither of which was considered related to
treatment. Overall, 81% of AEs were mild in
severity, none were severe, and all were con-
sidered to be unrelated to treatment.

DISCUSSION

This is one of the few clinical trials to directly
compare bromfenac 0.07% against nepafenac
0.3% used according to identical dosing regi-
mens in patients undergoing cataract surgery,
and the only known study to incorporate an
extra pulse dose of medication just prior to

Fig. 1 Flow chart of patient disposition. aScreen failures
included: epiretinal membranes (n = 2); bleeding due to
diabetes (n = 1); macular edema (n = 1); intraocular
pressure[ 22 mmHg (n = 1); severe uncontrolled anemia

(n = 1); best corrected visual acuity worse than 20/200
(n = 1). bPatients received pre-surgical doses of study drug
and were included in safety evaluations. ITT Intent-to-
treat population
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surgery. The two treatment groups had similar
characteristics at baseline. While outcomes were
similar for the primary efficacy endpoint (pro-
portions of patients with an SOIS of 0 at day 15),
bromfenac was significantly better in terms of
the proportion of patients having an SOIS of 0
at earlier timepoints (days 3 and 8), possibly
suggesting a more rapid onset of effectiveness
with regard to the resolution of inflammation.

This was a small pilot study, and the findings
would need to be confirmed by larger trials, but
the speed of onset is certainly a clinical factor
assumed to be of importance to patients. How-
ever, it should be noted that VA, an outcome
which would have a practical impact on
patients, was similar between groups at every
study visit. Retinal thickness increased to a
small and similar extent in each treatment
group.

Rescue medications were given to about half
of patients in each treatment group. As is the
norm in studies evaluating ophthalmic NSAIDs,
the protocol did not permit pre- or post-opera-
tive steroid use. Thus, additional anti-inflam-
matory therapy in some patients was not
unexpected and still lessened overall steroid
exposure in these patients. Most of the rescues
occurred at day 15 (at the end of the study
treatment period), if the patient had persistent
anterior cell and flare or lingering clinical signs
and symptoms. In clinical practice, topical
NSAIDs and corticosteroids are often used con-
comitantly for post-cataract surgery manage-
ment. The purpose of this study was to compare
the two NSAIDS, bromfenac and nepafenac, and
not necessarily to establish the monotherapy
efficacy of either. The ‘‘rescued’’ patients con-
tinued their NSAID—thus ‘‘rescue’’ in this case
should be translated as a need for augmentation
rather than treatment failure. It remains that
about half of patients in each treatment group
did not use any rescue medications and were
satisfactorily managed with a topical NSAID
alone. Further, the criteria for rescue medica-
tion use was somewhat subjective and reflects
the investigators’ threshold for implementing
adjunctive therapy.

Another recent study also compared these
two formulations using identical dosing sched-
ules, but ones that were slightly different than
the regimen used in the current study [20]. In
the prior study, bromfenac 0.07% and nepafe-
nac 0.3% were both dosed once daily for 3 days
prior to cataract surgery, once on the day of
surgery (no extra ‘‘pulse dose’’ prior to surgery as
in the current study), and once daily for 21 days
after surgery. Specific study endpoints were
slightly different, but the findings corroborated
those of the current study, including a similar

Table 2 Baseline characteristics of study population
(safety population)

Baseline
characteristics

Topical drug

Bromfenac
(n = 24)

Nepafenac
(n = 25)

Age, years

Mean (SD) 67.2 (8.43) 65.8 (9.82)

Range 48–79 40–79

Sex, n (%)

Male 9 (37.5) 10 (40.0)

Female 15 (62.5) 15 (60.0)

Race, n (%)

White 23 (95.8) 23 (92.0)

Black or African

American

1 (4.2) 2 (8.0)

Ethnicity, n (%)

Non-Hispanic and

non-Latino

24 (100.0) 25 (100.0)

Iris color, n (%)

Brown 7 (29.2) 10 (40.0)

Blue 9 (37.5) 5 (20.0)

Hazel 5 (20.8) 8 (32.0)

Green 3 (12.5) 2 (8.0)

VA (logMAR) mean

(SD)

0.2242

(0.2486)

0.1952

(0.1662)

Mean retinal thickness,

lm (SD)

250.8 (31.89) 246.2 (33.41)

SD Standard deviation, VA visual acuity
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efficacy between bromfenac 0.07% and nepafe-
nac 0.3% in minimizing post-surgical inflam-
mation and retinal thickening; similar,
significant improvements from baseline in VA;
and no safety concerns with either drug. Mean
SOIS scores were statistically similar between
the treatment groups at each study visit.

Pivotal pre-approval clinical studies for
bromfenac 0.07% [17] used dosing regimens
that were identical to those in the current study,
but without the additional ‘‘pulse dose’’ on the
day of surgery, which is part of official nepafe-
nac 0.3% dosing recommendations [9]. Inter-
estingly, for the outcome of complete

Fig. 2 Percentage of patients with a summed ocular inflammation score (SOIS) of 0 at day 15 (ITT population with last
observation carried forward [LOCF] and based on data as observed)

Fig. 3 Percentage of patients with a SOIS of 0 at each study visit (ITT population with LOCF). Bars reflect 95%
confidence limits. Asterisk indicates P\ 0.05 vs. nepafenac
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resolution of AC cells and flare by post-opera-
tive day 14 or 15, the percentage of patients
using bromfenac 0.07% who achieved this out-
come was higher in the current study (57.1%)
than in a pooled analysis of data from two
pivotal clinical studies which did not include

the pre-surgical pulse dose (48.6%) [17]. The
difference might be attributable, at least in part,
to the extra pre-surgical dose employed in the
current study. For nepafenac, the percentage of
patients achieving complete resolution of AC
cells and flare by post-operative day 14 or 15 in
the current study (60.0%; data as observed) was
slightly lower than that reported in a pivotal
phase 3 study which also included a pre-surgical
pulse dose (68.4%) [16]. The current study did
not include a vehicle control; however, in prior
studies, the percentages of vehicle-treated
patients achieving complete resolution of AC
cells and flare by postoperative day 14 or 15
ranged from 24 to 34% [16, 17].

The strengths of this study included patient
randomization and masking of treatment to the
investigator. Further, all post-operative evalua-
tions were objective in nature and performed by
a single, masked sub-investigator. Patients were
not masked to treatment, but this should not
have impacted the objective measurement of
efficacy outcomes. Subjective measures of pain
were not performed, which might be viewed as
a limitation of the study, given the clinical rel-
evance of this symptom. The small size of the
study population was another limitation. Fur-
ther, the study was conducted at a single center,
thus limiting the generalizability of the
findings.

CONCLUSION

In conclusion, the results of this small pilot
study suggest that identically-dosed, once-daily
regimens of bromfenac 0.07% and nepafenac
0.3%, including an extra ‘‘pulse’’ dose on the
day of surgery, produce similar improvements
in post-cataract-surgery measures of VA and
retinal thickness, but that bromfenac may have
a faster onset of action with regard to resolution
of inflammation. Further, larger studies are
needed to confirm these preliminary findings.
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Table 3 Mean visual acuity and change from baseline by
treatment visit based on intention-to-treat population with
last observation carried forward

Study
visit

Topical drug P value

Bromfenac
(n = 21)

Nepafenac
(n = 24)

Screening 0.18 (0.176) 0.20 (0.166) 0.6840

Day 1

Mean

(SD)

0.19 (0.171) 0.13 (0.138) 0.1876

CFB 0.009 (0.156) - 0.07 (0.189) 0.1199

Day 3

Mean

(SD)

0.11 (0.123) 0.08 (0.127) 0.4803

CFB - 0.07 (0.139) - 0.12 (0.195) 0.3560

Day 8

Mean

(SD)

0.07 (0.126) 0.06 (0.116) 0.7357

CFB - 0.11 (0.131) - 0.14 (0.174) 0.4773

Day 15

Mean

(SD)

0.06 (0.108) 0.04 (0.108) 0.5485

CFB - 0.12 (0.121) - 0.16 (0.177) 0.3817

Day 42

Mean

(SD)

0.05 (0.115) 0.04 (0.096) 0.7348

CFB - 0.13 (0.120) - 0.16 (0.180) 0.4962

Mean visual acuity refers to Early Treatment Diabetic
Retinopathy Study (ETDRS) logMAR visual acuity
All data are shown as the mean with the SD in parenthesis
CFB Change from baseline, ETDRS Early Treatment
Diabetic Retinopathy Study, logMAR Logarithm of the
Minimum Angle of Resolution
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