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[ Abstract] Objective To evaluate the effectiveness and safety of 3. 5% lidocaine hydrochloride ophthalmic
gel for eye surface anesthesia. Methods A multicenter, randomized, double-blind, placebo controlled clinical trial
was conducted in 10 hospitals in China from August 2018 to April 2019 under the approval of an Ethics Committee of
Beijing Hospital ( No. 2018BJYYEC-014-02). A total of 220 fellow eyes of 220 subjects who received ocular surgery
in one eye were actually enrolled according to a same included criteria in different institutes. The 220 eyes were
randomly divided into control group and trail group. Two drops of lidocaine hydrochloride gel were dropped at about
5 mm away from corneal limbus at 6 o’clock direction of experimental eye of the trail group,and the blank gel was
used in the eyes of the control group in the same way. The pain sensation was assessed with a 0.3 mm toothless micro
forceps on conjunctiva within a specified time,and “pain”” or “‘no pain’” was answered by the subjects. The primary
effective indexes,namely the number of eyes and percentage of “no pain” within 5 minutes following dropping, as well
as the secondary indexes including the onset time point of the drug and the duration of anesthesia were recorded and
evaluated. Safety evaluation took ocular and system adverse events into account.  Results Within 5 minutes after
dropping, “no pain” occurred in 104 eyes (94.55% ) and 29 eyes (26.36% ) in the trail group and control group,
respectively , showing a significant difference between the two groups (X° =106.948 P<0.001). And there was a
significant difference in anesthesia onset time between the trail group and control group (40.0 seconds vs. 300.0
seconds) (Z=-15.17,P<0.001). The duration of anesthesia was 860.5 (577.5,1 180.0) seconds in the trail
group and 676.0 (280.0,1 401.0) seconds in the control group, with no statistically significant difference between
the two groups (Z=10.898,P>0.05). The incidence of adverse events in the trail group and control group were
5.45% (6/110) and 4.55% (5/110) ,respectively, without statistical significance between them (P =1.000).
Conclusions The 3. 5% lidocaine hydrochloride is a safe, effective, easy to use and high-quality surface anesthesia
drug for eye surgery.

[ Key words] Surface anesthesia, ocular; Lidocaine; Ophthalmic gel; Multicenter randomized double-blind
trial
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Table 1 Comparison of demography between the two groups

15 {ﬂﬁ(/ﬁﬁﬁ H:%'J["(%)]d @u—é\h %rg"b ﬁifyﬁ%h f%/ﬁfl’.ﬂzi["(%)}d
5 4 (meanSD, %' ) (meanzSD,cm) (mean+SD, kg) # 5
K 5 4 110/110 56(50.91) 54(49.09) 41.56+14.46  167.03+8.42  68.14x14.10  57(51.82) 53(48.18)
Xt BE 4 110/110 55(50.00) 55(50.00) 45.05+15.16  167.49+9.22  67.16+12.62  57(51.82) 53(48.18)
X/l 0.018 -1.743 -0.381 0.584 0. 000
Py 0.893 0.083 0.703 0.584 1.000
AR HE (%) ]" MRAMG/ FARE [0 (%) 1" REBAIEITLI2(%) ] REHEIFTL (%) ]*
4151 111 %5/ BR
A & i TG f TG f &
K5 4 110/110 6(5.45) 104(94. 55) 7(6.36) 103(93. 64) 1(0.91) 109(99.09)  12(10.91)  98(89.09)
Xt BE 41 110/110 6(5.45) 104(94. 55) 8(5.45) 104(94.55) 4(3.64) 106(96.36)  18(16.36)  92(83.64)
X/ f 0. 000 0.072 - 1.389
Py 1. 000 0.789 0.369 0.238

U (a:Pearson X* Ky ;b JSr REAS ¢ K8 ¢ Fisher B MAE A1) — o ¥

Note: (a:Pearson X” test;b:Independent sample ¢ test;c: Fisher exact probability method) —:no data
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