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ABSTRACT

A placebo controlled, prospective, randomized, clinicl trial was carried out in our hospital to evaluate the efficacy
of bromfenac 0.1% in prevention of macular edema following cataract surgery (Phacoemulsifiction). 120 eyes of
120 patients who underwent cataract surgery with phacoemulsification under topical anesthesia in the
ophthalmology department were collected during the period of six months. A thorough literature survey was done
on the area of the project to review the past work. From this study, we have concluded that bromfenac 0.1% was
found to be effective in prevention of macular edema as none of the patients who were subjected to bromfenac
developed macular edema. It can be considered as safe and no complications developed in patients subjected to
bromfenac following cataract surgery.
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INTRODUCTION

Cataract is defined as a painless clouding or loss of
transparency of the lens in the eye as a result of tissue
breakdown and protein clumping which results in the
decrease in vision and may lead to eventual blindness. In
short cataract refers to any opacity of various degree of
the crystalline lens, which is normally almost completely
transparent. Cataract blocks the light from passing
through the lens and is progressive in nature.

minimum required is about 2000 operations per million
people per year.

Cataract surgery has progressed over centuries and
evolved into a modern  technique  called
phacoemulsification (phaco). This method uses an
ultrasonically-driven tip to fragment the cataract nucleus
before emulsifying the pieces and removing them via an
automated irrigation aspiration system. Phaco incisions
and techniques are minimally invasive; allowing for
fewer wound-related complications, faster healing and
more rapid visual rehabilitation than procedures that
create larger incisions. Additionally, phaco maintains a
relatively closed system throughout surgery to control
anterior chamber depth and safeguard against positive
vitreous pressure and choroid haemorrhage.™

The World Health Organization (WHO) estimates that
there are 20 million people blinded by cataract, which is
approximately 51% of all blindness. It has been
estimated that the cost of blindness in India is more than
four billion dollars every year. Approximately half of
this cost is due to cataract. The cataract surgical rate is a
simple measure of the delivery of cataract surgery to a
population. Currently the CSR varies from over 5000 in
parts of North America to less than 100 in some African
countries. The CSR needed to eliminate cataract

Cystoid Macular Edema (CME) is defined as retinal
thickening of the macula due to a disruption of the
normal blood-retinal barrier; this causes leakage from the
perifoveal retinal capillaries and accumulation of fluid

blindness will vary according to the number of elderly
people in a population and the perceived visual
requirements of that population, but it is thought that the

within the intracellular spaces of the retina, primarily in
the outer plexiform layer. Visual loss occurs from retinal
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thickening and fluid collection that distorts the
architecture of the photoreceptors. CME is a leading
cause of central vision loss in the developed world."*!

MATERIALS AND METHODS

A prospective study was carried out in department of
ophthalmology over a period of six months from
November to April a tertiary care hospital at Salem,
Tamil Nadu. A suitable data collection form was
designed to collect and document the data. The patients
are to be selected as per selection criteria and their
consents will be taken. Data’s were collected from the
case sheets of medical records. All demographic data’s
includes mainly name, age, gender, diagnosis, treatment
and follow up was also recorded. The demographic
data’s were recorded in the data entry form
(PROFORMA). And the macular thickness and SLE
findings follow up data’s were studied and analysed.

RESULTS

A total of 120 cases of cataract surgery patients were
collected and analyzed. The Cataract patients were
classified according to their gender to know which group
is more prone to the Cataract. Out of the selected 120
cataract patients, 61(50.83%) were male and 59(49.17%)
patients were female. From this, males are more in

Classification of patients according to the diagnosis

numbers than females. The age wise distribution was
made for the patients with different age groups such as
20-30, 31-40, 41-50, 51-60, and 61-70. The number of
patients present in each age group was found to be 1, 5,
33, 35 and 46 respectively. From this age wise analysis,
the age group of 61-70 is having more number of
patients than other age group patients.

Month wise analysis of number of patients undergone
cataract surgery during the study period was also
conducted. The total number of Cataract surgery patients
was found to be 20, 19, 16, 18, 25 and 22 for the months
of November, December, January, February, March and
April respectively. From the month wise analysis of
cataract surgery patients, we found that the cataract
patients are admitted more during March month than
other months.

The total number of patients according to the eye in
which the surgery has done was calculated. The details
were calculated separately for male and female patients.
Surgery was done for 26 male and 36 female patients in
right eye and 35 male and 23 female patients underwent
surgery in left eye. From this analysis, we found that the
cataract surgery has done more in right eye than the left
eye.

S. . . Total no. of | Percentage
no. Diagnosis Male | Female patients (%)
1 Immature cataract 52 51 103 85.8
2 Mature cataract 4 8 12 10
3 Posterior cataract 1 0 1 0.83
4 | Traumatic cataract 1 0 1 0.83
5 Hyper mature cataract 1 0 1 0.83
6 Nuclear Sclerosis Grade 2 0 2 1.67
Total 61 59 120 100

2% 39
“ 29% <7 3%

5

B Immature cataract
W Mature cataract
Posterior cataract

o Traumatic cataract

Number of Patients Administered With Placebo and
Bromfenac

We have classified the total number of patients on the
basis of the drug administered that is bromfenac and
placebo. The details were calculated separately for male
and female patients.

8 Hyper mature MC S. D_rygs No. o_f male | No. of _female
earSceross no. | administered patients patient
Nuclear Sclerosis Grade 1 Placebo 28 32
2 Bromfenac 32 28
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28
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32

28

Number of Number Total
I0P value . of female | number of
male patients . .
patients patients
10-13 19 24 43
14-17 22 22 44
18-21 20 12 32
22-25 00 00 00
25 above 00 01 01
Total 61 59 120

Pre-Operative Intra-Ocular Pressure in Patients
Undergoing Cataract Surgery

The pre-operative intra ocular pressure was calculated in
patients undergoing cataract surgery. The details were
calculated separately for male and female patients. The
I0P values of patients were classified as 10-13, 14-17,

18-21, 22-25& above 25.

No. of Patients

10 |

25 above

10t0 13 1410 17 18to 21 22-25 25 above
B Number of male patients 19 2 20 0 0
B Number of female patients 24 2 12 0 1

Post-Operative Intra-Ocular Pressure in Patients
Who Underwent Cataract Surgery

The post-operative intra ocular pressure was calculated
in patients who underwent cataract surgery. The IOP
values of patients were classified as 10-13, 14- 17, 18-

21, 22-25 and 25 above.

10P 1 1st 2nd 4th 6th 8th
value day | week | week | week | week | week
10-13 46 60 66 60 57 55
14-17 44 43 45 45 60 62
18-21 27 17 09 15 03 03
22-25 2 0 0 0 0 0
25 above 1 0 0 0 0 0
Total 120 120 120 120 120 120
140 - calculated among the total number of patients. The visual
acuity ranges of patients were classified as 6/12, 6/18,
" m 6/24, 6/36, 6/60, 5/60, 4/60, 3/60, 2/60, 1/60, HM and
1w PL.
E 20 | m 25 ahove _
] 0105 Visual No. of Percentage
% 604 _— acuity | Patients (%)
z 0l 6/12 1 0.83
oy 6/18 1 0.83
0 0w 6/24 13 10.83
0 6/36 14 11.67
Day-1 week-1 week-2 week-4 week-b week-8 6/60 18 15.00
Duration 5/60 22 18.3
4/60 18 15.00
3/60 4 3.33
Different Ranges of Visual Acuity in Pre-Operative 2/60 8 6.69
Cataract Surgery Patients 1/60 8 6.69
The pre-operative range of visual acuity was calculated HM 9 75
in patients undergoing cataract surgery. The details were PL 2 333

www.wipls.org

194




Arafath et al.

World Journal of Pharmaceutical and Life Sciences

H6/12 W6/18 W6/24 W6/36 W6/60 W5/60 WA/60 W3/60 W2/60 W1/60 WHM EPL

3% 1% 19

%

SVa

Different Ranges of Visual Acuity In Post-Operative
Cataract Surgery Patients

The post-operative range of visual acuity was calculated
in patients underwent cataract surgery. The details were
calculated among the total number of patients. The visual
acuity ranges of patients were classified as 6/6, 6/9, 6/12,
6/18, 6/24, 6/36, 6/60,5/60, HM(hand movement),
CFCF(counting fingers close to the face).

. No. of No. of No. of No. of No. of No. of
Visual . - ) . . .
acuit patientson | patientson | patientson | patientson | patientson | patientson
Y 1% Day 1% week 2" week 4" week 6" week 8" week
6/6 13 19 28 28 28 28
6/9 35 38 50 50 50 50
6/12 24 34 23 23 23 23
6/18 24 23 16 16 16 16
6/24 7 3 2 2 2 2
6/36 7 1 0 0 0 0
6/60 6 0 0 0 0 0
5/60 2 1 0 0 0 0
HM 1 1 1 1 1 1
CFCF 1 0 0 0 0 0
TOTAL 120 120 120 120 120 120
Different Ranges of SLE Findings Post-Operative
2 V1 Cataract Surgery
5 The post-operative range of SLE findings was calculated
% 5 < ' HWEEK in patients underwent cataract surgery. The details were
E Wi calculated among the total number of patients along with
° their follow up visits in the next weeks. The SLE
é ) W WEEK findings of patients were classified as normal, SK+, DM
0 TWEEKG folds, Air in AC, Corneal oedema (K oedema).
66 6/9 6/12 6/18 6/246/35 6/60 5/60 HM CFCF
Visual Acuity WWEEKS
SLE findings No of patients | No of patients | No of patients | No of patients | No of patients | No of patients
Day 1 Week 1 Week 2 Week 4 Week 6 Week 8
Normal 94 118 118 118 120 120
SK+ 16 1 1 1 0 0
DM folds 1 0 0 0 0 0
Air in AC 7 0 0 0 0 0
K oedema 2 1 1 1 0 0
Total 120 120 120 120 120 120

140

120

118 118 118 120 120

%
100
80
80
Ll
0 172 M1o01 B1oo01 B1oo1 Boooo Moooo
0

Week 1 Week 2 Week 4 Week 6 Week 8

Noof patients No of patients | No of patients | No of patients | No of patients ' No of patients

Comparison of Patients with Significant Macular
Thickness After Administered With Bromfenac and
Placebo

The comparison of patients with significant macular
thickness after administered with post-operative
treatment of placebo and bromfenac. The patients were
grouped into patients who are taking bromfenac and
placebo. The details were calculated among the total

Day 1 number of patients without significant macular thickness
N and number of patients with macular thickness after

ENormal WSK+ mDMfolds WAirinAC mComeal oedema using bromfenac and placebo.
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Total number of patients No of patients without
significant macular
thickness

Comparison of Post-Operative Intra-Ocular Pressure
and Post-Operative Findings of SLE

No of patients with
significant macular
thickness

Drugs Total number No of patients without significant | No of patients with significant

used of patients macular thickness macular thickness

Bromfenac 60 60 0

Placebo 60 57 3

10 The comparison of post-operative intra-ocular pressure

2120 - and post-operative findings of SLE is done where the
.§ 100 4 patients are grouped according to the SLE findings. The
g o SLE findings are classified into SK+, DM folds, Air in
e = Placebo AC, Corneal oedema.
g - u Bromfenac
Z 20

CONCLUSION

The comparison of patients with significant macular
thickness after administered with post-operative
treatment of bromfenac and placebo was carried out. The
patients were grouped into patients who are taking
bromfenac and placebo. The details were calculated
among the total number of patients without significant
macular thickness and number of patients with
significant macular thickness after using placebo and
bromfenac. In patients who were treated with bromfenac
the number of patients without significant macular
thickness is 60 and with significant macular thickness is
0. In patients who were treated with placebo the number
of patients without significant macular thickness is 57
and with significant macular thickness is 3. This proves
that the use of bromfenac as post-operative treatment for
the patients is much effective in prevention of macular
edema.

No of patients No _of pat_ients No _of pat_ients No _of pa’gients No _of pa’gients No _of pai_:ients
SLE with raised with raised with raised with raised with raised with raised
findings IOP on Day-1 I0P on I0P on IOP on IOP on 10P on
Week-1 Week-2 Week-4 Week-6 Week-8
SK+ 16 1 1 1 0 0
DM folds 1 0 0 0 0 0
Air in AC 7 0 0 0 0 0
K-oedema 2 1 1 1 0 0
0. The comparison of post-operative intra-ocular pressure
and post-operative findings of SLE is done where the
15+ patients are grouped according to the SLE findings. The
10- Bk SLE findings are classified into SK+, DM folds, Air in
‘| - AC, Qomeal edema. The numper of patients_ with raised
IOP in different follow up visits on day-1 is 16,1,7and
0 AirinAC 2,in week-1 is 1,0,0,1, in week-2 is 1,0,0,1, in week-4 is
Noof  Noof  No.of  Noof Moo Noof oo 1,0,0,1,and in week-6 and week-8 is zero patients. This
patients withpatients with patients withpatients with patients withpatients with proves that use of bromfenac will not have any effect on
raisedI0P raised 0P raisedIOP raised 0P raised 0P raised 0P IOP, because the number of patients with raised IOP on
onDay-1 onweek!l onweek) onweekd onweekf onweek8 week-8 with different SLE findings was found to be nil

when comparing with day 1.

From this study, we have concluded that bromfenac was
found to be effective in prevention of macular edema as
none of the patients who were subjected to bromfenac
developed macular edema. It can be considered to be
safe and no complications developed in patients
subjected to bromfenac following cataract surgery.
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