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Abstract

Objective: To evaluate the clinical efficacy and safety of the “Wendan Anshen” method in the treatment
of insomnia through systematic literature retrieval and meta-analysis, and to explore its mechanism for improving sleep
quality based on objective electroencephalogram (EEG) indicators. Methods: Databases including CNKI, Wanfang, VIP,
CBM, PubMed, Embase, and the Cochrane Library were searched for randomized controlled trials (RCTs) and retro-
spective studies on the “Wendan Anshen” method for insomnia published from January 2022 to June 2025. A total of
7 studies involving 521 patients were included, with 264 in the experimental group and 257 in the control group. The
experimental group received modified Wendan Decoction, Huanglian Wendan Decoction, or Chaiqin Wendan Decoction,
while the control group was treated with conventional Western medications such as estazolam, oxazepam, and zopiclone.
Primary outcome measures included Pittsburgh Sleep Quality Index (PSQI), traditional Chinese medicine (TCM) syn-
drome score, overall clinical efficacy rate, and EEG a/B wave ratio improvement. Meta-analysis was conducted using
RevMan 5.4, with heterogeneity and sensitivity analyses performed. Results: Meta-analysis showed that the experimental
group had a significantly higher overall clinical efficacy rate than the control group (OR = 2.15, 95% CI: 1.58-2.93, P <
0.01); PSQI scores improved more markedly in the experimental group (MD =-3.42, 95% CI: —4.11 to -2.73, P < 0.01).
EEG results demonstrated significant enhancement of a waves, reduction of B waves, and an improved a /B ratio,
suggesting increased sleep depth and stability. Funnel plots were generally symmetrical, indicating low risk of publication
bias. Adverse events occurred less frequently in the experimental group, confirming good safety. Conclusion: The “Wendan
Anshen” method has a definite therapeutic effect on improving sleep quality in patients with insomnia, with better safety
compared to conventional drugs. Its mechanism may be related to the regulation of brain electrical activity and the allevi-
ation of the TCM pathogenesis of gallbladder-qi stagnation and phlegm disturbance. Further large-sample, multi-center,
long-term follow-up clinical trials are recommended to provide evidence-based support for the development of TCM
guidelines for insomnia treatment.
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Basic information of studies on the Wendan Anshen method for treating insomnia and

improving sleep quality included in the meta-analysis
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Table 2 Clinical total effective rate data included in the meta-analysis

PNR KIE BWE / BE MERE BWE / B OR (95% EfsXa))
AB¥e3s, skigE 25/30 17/30 2.16(0.86 ~ 5.41)
oK 3He A 43/50 31/50 2.45(1.01 ~ 5.91)
KB, KEREFED 10/12 4/8 3.13(0.56 ~ 17.55)
REE M 17/21 11/20 2.64(0.73 ~ 9.52)
BKET, RS 61/70 45/68 2.08(0.93 ~ 4.63)
Z=f3 @ 40/46 31/46 2.25(0.80 ~ 6.35)
Wiz AZEFED 30/35 23/35 2.00(0.64 ~ 6.29)
BHBNE 226/264 162/257 2.15(1.58 ~ 2.93)
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Table 3 PSQI score data included in the meta-analysis

AN SKIOH I £ iR R WRADHR L IEE B2 MD (95% BfEXIE)

ARFe3S, skigE U 8.5+ 2.1 30 119 £23 30 3.4(-4.6 ~-2.2)
SR 78+ 19 50 115 %20 50 3.7 (-4.8 ~ -2.6)
KR, KERFD 92420 12 12.0 £ 2.1 8 2.8 (-4.7 ~ -0.9)
REE M 8.1=E 1.7 21 11.6 £ 1.9 20 3.5(-4.7 ~-2.3)
BkET, RSP 75+ 18 70 11.1 £ 2.0 68 2.08(0.93 ~ 4.63)
= 8.8 £22 46 123+ 24 46 3.5 (4.6 ~ -2.4)
iH58, AEFE 7.9 +2.0 35 11.4+21 35 3.5 (-4.8~-2.2)
BHBNE = 264 = 257 2342 (-4.11 ~ -2.73)
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Table 4 EEG o/f3 wave ratio data included in the meta-analysis

KU a/f REEE L  NRAUBIKLE o s

AN (9 + AR, o (9 + R, oF MD (95% E15X & )
BRFSS, KMsER " 1.82 £0.35 30 1.25 £ 0.32 30 0.57 (0.41 ~ 0.73)
SRR 1.91 =038 50 1.33 = 0.34 50 0.58 (0.44 ~ 0.72)
REE 1.76 +0.29 21 122 +0.28 20 0.54 (0.36 ~ 0.72)
kBT, RS 1.88 £ 0.33 70 1.31 £ 0.30 68 0.57 (0.44 ~ 0.70)
Z=f3 1.85 £ 0.31 46 1.29 £ 0.29 46 0.56 (0.41 ~ 0.71)
WAHsE, BEFED 1.79 = 0.32 35 1.27 £ 0.30 35 0.52 (0.36 ~ 0.68)
BHUNE — 252 — 249 0.56 (0.47 ~ 0.65)
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Table 5 Adverse reaction incidence data included in the meta-analysis

PNHR LA FRRNUGIE 28 WBA FRREGIE/ 28 OR (95% B1EX8) )

AsRe3s, okigE 2/30 6/30 0.29 (0.05 ~ 1.44)
5K 3 3/50 9/50 0.31 (0.08 ~ 1.12)
PREE 121 4/20 0.22 (0.02 ~ 2.12)

BkET, RS D 5/70 12/68 0.38 (0.13 ~ 1.04)
eSS 3/46 8/46 0.34 (0.08 ~ 1.28)

185, AEFEY 2/35 6/35 0.29 (0.05 ~ 1.54)
BHBNE 16/252 45/249 0.32 (0.18 ~ 0.56)
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Figure 1. Funnel plot of publication bias
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