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Retrospective Analysis of the Efficacy and Safety of Omidenepag Isopropyl
0.002% Ophthalmic Solution in Korean Patients
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Institute of Vision Research, Department of Ophthalmology, Yonsei University College of Medicine, Seoul, Korea

Purpose: This study aimed to analyze the clinical efficacy and safety of omidenepag isopropyl (OMDI) 0.002% in Korean

patients.

Methods: A retrospective study was conducted involving 306 patients diagnosed with glaucoma or ocular hypertension, who
were administered OMDI 0.002% from May 2021 to June 2022. The primary outcomes were the change in intraocular pressure
(IOP) at months 1, 3, and 6 compared to the baseline IOP, and the reactions to the OMDI drug.

Results: Out of 235 patients who met the study inclusion criteria, the mean IOP was 16.5 + 3.4 mmHg at baseline, 14.5 + 3.0
mmHg at month 1, 14.3 £ 2.7 mmHg at month 3, and 14.7 + 3.1 mmHg at month 6. The mean |IOP reduction at month 6 was -1.6
+ 2.8 mmHg (p < 0.001). On analyzing the IOP by types of glaucoma, the mean IOP change at the 6-month point showed statisti-
cally significant results in all types, including normal tension glaucoma, primary open-angle glaucoma, and ocular hypertension
(p < 0.05). The frequency of side effects in all patients was 29.8%, with the most commonly reported adverse drug reaction being
hyperemia in 18.7% of the total patients. There was one case (0.4%) of uveitis after OMDI administration, but no other systemic

adverse drug reactions were reported.

Conclusions: Omidenepag isopropyl demonstrated a statistically significant IOP-lowering effect in Korean patients with various
types of glaucoma. This suggests that OMDI could potentially serve as a first-line treatment for glaucoma.
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Table 1. Baseline characteristics of omidenepag isopropyl
0.002% in a real-world retrospective study in Korean patients

Baseline characteristics Value
Age (years) 49.5 + 15.0
Gender
Men 77 (32.8)
Women 158 (67.2)
Diagnosis
NTG 168 (71.5)
POAG 47 (20.0)
Ocular hypertension 20 (8.5)
Baseline IOP (mmHg) 16.5 £ 3.4

Values are presented as mean =+ standard deviation or number (%).
NTG = normal tension glaucoma; POAG = primary open angle
glaucoma; IOP = intraocular pressure.



- 034 9 : BBOI0IN QO[T olAT2E BA -

THTable 1). (p-value<0.001) 1 thFig. 1A). u|gj oj4axZ a2y =
eujEyg ojazed XaHe fApA A= A B A gHRe oA, A7 A 7] et b Mk 171
A7 T 1,3, 670 oK 2& Hrdo] uhel Lp=o] LA 22 + 2.4 mmHg (p-value<0.001), 37§€ -2.5 + 2.5 mmHg

3l tH(Table 2). AA| AL A, A& A 7]& FHot kY (p-value<0.001), 67 -2.3 £ 2.7 mmHg (p-value<0.001)%}
HIEES 170 -2.0 £ 2.4 mmHg (p-value<0.001), 37§ thFig. 1B). tt2 =& ok 2204 eujgug o4
-2.0 £ 2.5 mmHg (p-value<0.001), 67 -1.6 = 2.8 mmHg ZRIAF HASE FofA, X B A 7|F Ho ok HalgRe

Table 2. Analysis of intraocular pressure (IOP) at baseline and month 1, 3, 6

Parameters Total Monotherapy Switching Concomitant
IOP (mmHg)
Baseline 16.5 + 3.4 16.9 + 34 15.6 + 3.0 159 +£3.1
Month 1 145 + 3.0 14.6 + 3.1 14.1 +2.9 143 £ 3.4
Month 3 143 + 2.7 142 + 2.8 14.8 + 2.7 13.6 + 2.1
Month 6 14.7 + 3.1 144 + 3.0 154 +£ 3.4 142 +2.7

Values are presented as mean + standard deviation.

A p <0.001* B p <0.001*
25 p <0.001* 25 p <0.001*
p<0.001* p <0.001*
r_ —
S 20 - S 20 T
I I
S [S
£ E E
o o
Q 15 4 Q 15
4 4
10 T T T T 10 T T T T
Initial Month 1 Month 3 Month 6 Initial Month 1 Month 3 Month 6
Time after treatment Time after treatment
C D p=0293
p=0.624
p = 0.045*
p =0.034*
P =0.001" p=0.010"
20 - f_ 25 - | |
18 -
[ 20
g/ \//‘ é F Y
o 14 - o
S S 45 -
12 :
L
10 T T T T 10 T T T T
Initial Month 1 Month 3 Month 6 Initial Month 1 Month 3 Month 6
Time after treatment Time after treatment

Figure 1. Time course of IOP after OMDI treatment with glaucoma and ocular hypertension patients in various subgroups. (A) Total
patients. (B) Monotherapy group. (C) Switching therapy group. (D) Concomitant therapy group. IOP = 1ntraocular pressure; OMDI
= omidenepag isopropyl. ‘Denotes statistically significant values (p-value < 0.05); 'p-value < 0.01 and *p-value < 0.001 vs. week
0 (untreated baseline) using the paired ¢ test.
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Figure 2. Changes from baseline IOP after OMDI treatment
in each type of glaucoma. IOP = intraocular pressure; NTG
= normal tension glaucoma; POAG = primary open angle
glaucoma; OH = ocular hypertension; OMDI = omidenepag
isopropyl. ‘Denotes statistically significant values (p-value <
0.05); "p-value < 0.01 and *p-value < 0.001 vs. week 0
(untreated baseline) using the paired ¢ test.
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Table 3. Summary of adverse reactions in omidenepag iso-
propyl 0.002% therapy

Adverse reactions Overall patients (n = 235)

Total 70 (29.8)
Ocular hyperemia 44 (18.7)
Blurry vision 11 4.7)
Reduced visual acuity 7 (3.0)
Eye pain 5@2.1)
Eye pruritus 2(0.9
Dry eye 2(0.9
Eyelid swelling 2(0.9
Foreign body sensation 1(0.4)
Uveitis 1(0.4)

Manners of OMDI administration
Monotherapy 56 (33.1)
Switching therapy 9(19.1)
Concomitant therapy 5(26.3)

Values are presented as number (%).
OMDI = omidenepag isopropyl.
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