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Abstract

Objective: To systematically evaluate the clinical efficacy and safety of Suanzaoren Decoction (SZRD)
in the treatment of insomnia and to explore its potential mechanisms in combination with previous
experimental evidence. Methods: A comprehensive search of Chinese and English databases (CNKI,
Wanfang, VIP, CBM, PubMed, Embase, Cochrane Library, Web of Science) was conducted to identify
randomized controlled trials (RCTs) published from January 2013 to June 2025. Two reviewers in-
dependently performed study screening, data extraction, and risk-of-bias assessment. Meta-analy-
sis was conducted using RevMan 5.4.1. Results: Ten RCTs involving 1004 patients were included.
Pooled analysis showed that SZRD significantly improved Pittsburgh Sleep Quality Index (PSQI)
scores compared with controls (MD = 2.01, 95% CI[1.17, 2.85], P < 0.00001), and increased overall
clinical effectiveness (RR = 5.29, 95% CI [2.92, 9.60], P < 0.00001). Moreover, SZRD alleviated anxi-
ety (HAMA) and depression (HAMD) scores, elevated serum 5-HT and DA levels, and demonstrated
good safety. Conclusion: SZRD can effectively improve sleep quality and clinical outcomes in pa-
tients with insomnia, possibly through regulating neurotransmitters and inflammatory pathways.
However, the evidence remains limited by small sample sizes and methodological quality, warrant-
ing further large-scale, high-quality RCTs.
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Figure 1. Flowchart of literature screening
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Figure 2. Risk of bias assessment
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Figure 3. Summary of risk of bias
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Figure 5. Sensitivity analysis of PSQI
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Figure 6. Meta-analysis of overall clinical effectiveness
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Figure 8. Sensitivity analysis of HAMA score
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Figure 9. Meta-analysis of 5-HT levels
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Figure 10. Sensitivity analysis of 5-HT levels
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Figure 11. Meta-analysis of DA levels
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Figure 12. Sensitivity analysis of DA levels
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3.3.6. Rt HigtreE S

Table 2. Summary of other outcome indicators not included in the meta-analysis
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