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Meta-analysis and GRADE evaluation of Xiaoshuan Enteric-coated Capsules in
treatment of acute cerebral infarction
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Abstract: Objective To systematically access the efficacy and safety of Xiaoshuan Enteric-coated Capsules for acute cerebral
infarction. Methods Databases including CNKI, CBM, VIP, Wanfang Data, Pub Med, Cochrane Library and Web of science were
searched to collect randomized controlled trials (RCTs) about Xiaoshuan Enteric-coated Capsules in treatment of patients with acute
cerebral infarction from inception to May 2020. The included studies were put into Meta-analysis by RevMan 5.3 software. Finally,
Evaluated the evidence quality of major outcome indicators and formed recommendations by the GRADE system. Results A total of
14 RCTs were included 1 093 patients. The results of Meta-analysis showed that the effective rate of Xiaoshuan Enteric-coated
Capsules group was superior to routine medicine group [RR = 1.23, 95%CI = (1.15, 1.32), P < 0.000 01] and placebo group [RR =
1.52, 95%CI = (1.14, 2.02), P=0.004]. On the improving of neurological deficit score, Xiaoshuan Enteric-coated Capsules group was
better than routine medicine group [MD,ss= —2.70, 95%CI = (-3.80, —1.59), P < 0.000 01; MD,,s= —3.87, 95%CI(-4.64, —-3.09),
P < 0.000 01] and placebo group [MD,,,c=—1.87, 95%CI = (=3.27, —0.47), P = 0.009]. On the improving activity of daily living
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score, also showed a better effectiveness of Xiaoshuan Enteric-coated Capsules group than routine medicine group [MD = 14.60,
95%CI = (6.17, 23.02), P = 0.000 7] and placebo group [MD = 36.11, 95%CI = (27.04, 45.18), P < 0.000 01]. And the result showed
no statistical significance in safety evaluation between Xiaoshuan Enteric-coated Capsules group and routine medicine group [RR =
0.86, 95%CI = (0.29, 2.58), P = 0.79]. However, the results of the GRADE Evaluation showed that the evidence level of the

effective rate, neurological deficit score and activity of daily living score were low or very low. The recommendations strength were

weak. Conclusion Although the results support the conclusion that Xiaoshuan Enteric-coated Capsules is safe and superior to

routine medicine group or placebo group on the improving the effective rate, neurological deficit score and activity of daily living

score, due to the low study quality and low level of evidence, further large sample and high quality RCTs should be carried out.

Key words: Xiaoshuan Enteric-coated Capsule; acute cerebral infarction; randomized controlled trial; Meta-analysis; systematic

review; GRADE evaluation
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Fig.2 Forestplotfor Meta-analysis of NIHSS score between Xiaoshuan Enteric-coated Capsules group vs routine medicine
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Fig.5 Forest plot for Meta-analysis of Barthel index between two groups
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Fig.6 Forest plot for Meta-analysis of ADR rate between two groups
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