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[ Abstract] Objective To investigate the efficacy and side effects of amnion stent implanted in lacrimal duct
for the lacrimal duct obstruction diseases (LDOD). Methods A randomized controlled clinical trial was adopted.
Seventy-two eyes of 72 patients with LDOD treated in Jiangxi Provincial People’s Hospital from June 2014 to January
2015 was randomized into the experiment group and the control group with amnion stent or silicone tube retrogradely
implanted according to grouping in accordance with block randomization with 36 eyes in each group. All patients were
performed irrigation of lacrimal passage at 3 and 6 months postoperatively to compare the patency rate of lacrimal duct
and side effects between the two groups. This study followed the Declaration of Helsinki. Written informed consent was
obtained from each subject prior to entering the study cohort. The study protocol was approved by the Ethics
Committee of Jiangxi Provincial People’s Hospital ( No.2014-002). Results The patency rate of lacrimal duct
was 91.7% (33/36) and 80.6% (29/36) at 3 months postoperatively in the experimental and control group,
respectively. Although the difference was obvious,there was no statistical significance (P=0.307). The patency rate
of lacrimal duct was 88.9% (32/36) and 75. 0% (27/36) at 6 months postoperatively in the experimental and control
groups, respectively. Similarly, the difference was obvious,however there was no statistical significance (P =0.220).
At 3 months and 6 months postoperatively,the incidence of epiphora in the experimental group was lower than that in
the control group,it was significantly different (Z=2.729,P=0.006) ,and there was no significant difference at 6
months postoperatively (Z=1.921,P=0.055). At 6 months follow-up period, the attack rate of side effects,such as
dacryon congestion and exudation, was 2. 8% ( 1/36) and 13.9% (5/36) in the experiment and control groups,
respectively , however, the difference was no statistical significance (P=0.199). Conclusions The implantation of

amnion stent in lacrimal duct for LDOD is effective, and the patency rate of lacrimal duct is not lower than that of the
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implantation of silicone tube in the lacrimal duct.
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Table 1 Comparison of baseline data between the experimental group and control group
. ?ﬁ/ﬁMWﬁw“ I RERE i T2 IR AT 4y
REC (Bi/%,n)  (meanSD,4E)  (F/#,n) g g RER (/%)
WL g 36/36 4/32 45.75+9.24 35/1 0 1 35 16/36,44. 4
XFHR4] 36/36 3/33 48.25+8.74 35/1 0 2 34 10/36,27. 8
ol = 1. 180 - 0.586 2.167
Py 1. 000 0.242 1. 000 0.558 0. 141

i : (s Fisher W BB EE ;b ST BEAR ¢ K50 s o BRAAG B0 s doX° K0 )

Note: (a:Fisher exact test;b:Independent sample ¢ test;c:rank sum lest;d;)(2 test)
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Figure 1 Outline diagram of amniotic lacrimal duct repair stent
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The basement membrane surface of the biological amniotic membrane is
rolled outwards to form a rod ,tube or strip stent ( the blue part@) , it is
made of freeze-dried amniotic membrane that can be absorbed by human
body, which is able to pass through the pipe with inner diameter of 0. 5-
1.4 mm under wet condition. The models of medical silk thread ( black
part®) are 2-0 to 12-0
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Figure 2 Picture of amniotic lacrimal duct repair stent
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Table 2 Comparison of patency rate of lacrimal duct
between the experimental group and control group
at different time points after operation
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Table 3 Comparison of the eye numbers with epiphora
between the experimental group and control group
at different time points after operation
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Table 4 Comparison of the incidence of dacryon congestion
or exudate between the experimental group and the control
group at different time points after operation
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