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Abstract Objective To evaluate the efficacy and safety of modified Shijueming San formula combined with artificial tears in patients
with dry eye with stagnation-heat pattern in the liver meridian. Methods This prospective,single-blind, randomized controlled trial
enrolled 74 patients who were randomly assigned to either an experimental group or a control group (37 patients each). Both groups
received 0.1% sodium hyaluronate eye drops bilaterally (one drop each time,6 times daily) for 8 weeks. The experimental group addi-
tionally received granules of the modified Shijueming San formula (13.1 g per dose, twice daily). Related indicators were assessed before
treatment and at 2,4,and 8 weeks after the treatment. The major indicators included ocular surface disease index (OSDI), non-invasive
tear breakup time (NITBUT), and traditional Chinese medicine symptom (TCM) scores. The secondary indicators included corneal fluores-
cein staining (CFS), corneal sensitivity , tear meniscus height (TMH), and tear film lipid layer thickness (TFLL). Safety indicators included
besi-corrected visual acuity, intraocular pressure, corneal endothelial cell density,and adverse events. Independent-samples t test or x>
tests were used to identify differences in the indicators. Results Both groups showed significant improvements in OSDI,NITBUT, and
TCM scores after treatment compared to baseline (all P < 0.05). Compared with the control group, the experimental group exhibited signif-
icant improvements in OSDI (weeks 4 and 8 after treatment), NITBUT (weeks 8 after treatment ), and TCM scores (weeks 2,4, and 8 after
treatment; all P < 0.05). In addition, the CFS significantly improved at weeks 4 and 8 after treatment in the experimental group (P < 0.05).

No significant differences in the CFS were observed between the two groups. No significant changes in corneal sensitivity, TMH , or TFLL
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were observed within or between the groups (P > 0.05). No adverse events were also observed in either group. Conclusion The modified

Shijueming San formula combined with artificial tears effectively and safely improved the symptoms of dry eye with stagnation-heat pattern

in the liver meridian and enhanced tear film stability.

Keywords dry eye; stagnation-heat in the liver meridian; modified Shijueming San formula; efficacy
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Tab.1 Comparison of clinical data between experimental group and control group
Ttem n Age (year) Female [n (%) ] 0SDI NITBUT (s) TCM score
Experimental 34 41.79 £ 10.34 27(79.4) 46.57 + 18.15 5.13+2.34 15.03 £3.70
Control 35 39.11 £ 1091 28(77.1) 45.15+17.71 498 +1.78 15.83 £4.32
P 0.141 0.907 0.743 0.771 0.413

F*2 2HBEEZRESOSDI, NITBUT, TCMFR4Lb%s
Tab.2 Comparison of OSDI, NITBUT, and TCM score at different time between experimental group and control group

Ttem Experimental group (n = 34) Control group (n =35) P

0SDI

Before treatment 46.57 £ 18.15 45.15+17.71 0.743

2 weeks after treatment 3144+ 16.38" 37.93 +17.30 0.114

4 weeks after treatment 23.66 + 12.12" 31.89 + 18.45" 0.033

8 weeks after treatment 19.95 +10.86" 26.52 +17.10" 0.062
NITBUT (s)

Before treatment 513234 498 +1.78 0.771

2 weeks after treatment 6.78 +4.23 5.43 +2.83 0.124

4 weeks after treatment 7.77 +5.47 7.63 +4.36" 0.909

8 weeks after treatment 11.07 £6.27" 7.06 +2.92" 0.001
TCM score

Before treatment 15.03 £3.70 15.83 +4.32 0.413

2 weeks after treatment 10.27 +3.35" 13.34 £ 4.68 0.003

4 weeks after treatment 6.94 £2.74" 1123 +4.84" <0.001

8 weeks after treatment 5.59+2.96" 9.56 + 4.75" <0.001

1) P < 0.05 compared with before treatment.
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Tab.3 Comparison of secondary indicators at different time points between experimental group and control group

[tem Experimental group (n = 34) Control group (n = 35) P
CFS score
Before treatment 1.24 +1.89 0.66 + 1.06 0.120
2 weeks after treatment 0.71+1.24 0.51+1.04 0.498
4 weeks after treatment 0.18 +0.39" 0.37 +0.81 0.205
8 weeks after treatment 0.06 +0.24" 0.29 +0.67 0.065

Corneal sensitivity

Before treatment 5.86 £0.42 6.00 £ 0.00 0.071
2 weeks after treatment 5.94+0.16 5.94+£0.16 0.966
4 weeks after treatment 5.78 +1.03 5.96 £0.14 0.316
8 weeks after treatment 597 £0.12 5.90 £ 0.36 0.278
TMH (mm)
Before treatment 0.20 + 0.08 0.20 £ 0.06 0.829
2 weeks after treatment 0.23 +0.08 0.22 £0.08 0.343
4 weeks after treatment 0.20 +0.07 0.21 £0.06 0.315
8 weeks after treatment 0.24 +0.08 0.22+£0.10 0.392
TFLL
Before treatment 3.47+0.51 3.43+0.50 0.730
2 weeks after treatment 3.38 +0.49 3.51+0.51 0.277
4 weeks after treatment 3.29+0.68 3.43 +0.50 0.350
8 weeks after treatment 3.24+0.43 331+0.53 0.500

1) P < 0.05 compared with before treatment.
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Tab.4 Comparison of safety indicators at different time points between experimental group and control group

[tem Experimental group (n = 34) Control group (n = 35) P

BCVA

Before treatment 4.99 +0.06 4.95+£0.10 0.044

2 weeks after treatment 4.86 + 0.69 4.97 £0.07 0.353

4 weeks after treatment 4.88 +0.69 4.96 +0.08 0.509

8 weeks after treatment 4.98 + 0.06 4.98 +0.06 0.725
0P

Before treatment 1526 £3.20 16.46 £2.32 0.008

2 weeks after treatment 14.94 +2.67 16.06 +2.68 0.009

4 weeks after treatment 15.16 £3.33 16.02 £2.14 0.056

8 weeks after treatment 14.78 +2.78 15.60 £2.19 0.059
ECC

Before treatment 2710.78 + 308.04 2821.49 +381.78 0.047

2 weeks after treatment 3367.53 +453.46 2779.07 +401.63 0.238

4 weeks after treatment 2 672.08 +524.97 3041.21 £256.73 0.126

8 weeks after treatment 2723.80 +329.52 2706.84 +553.10 0.816
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