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[ Abstract] Objective To methodically evaluate the therapeutic effect and safety of
traditional Chinese medicine (TCM) in the treatment of mild cognitive impairment (MCI). Methods
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A computerized search was conducted in Chinese and English databases for clinical randomized controlled trials
on the treatment of MCI with TCM. The search was limited to studies published from the establishment of the
database up to December 31, 2025. The Cochrane risk of bias assessment tool was used to evaluate the quality
of the included studies, and Stata 17.0 software was employed for Meta-analysis. Results A total of 77 studies
involving 7,997 patients were included. The results indicated that TCM significantly improved patients' cognitive
function [standardized mean difference (SMD)=0.78, 95%CI (0.67, 0.89), P<0.001] and activities of daily living
(ADL) [SMD=-0.64, 95%CI (-0.90, -0.38), P<0.001]. Subgroup analysis revealed that the combination of TCM and
Western medicine yielded better results. However, in terms of ADL, there was no statistically significant difference
between TCM vs. Western medicine and TCM vs. placebo/blank (P>0.05). 29 studies reported safety data, and
there was no significant difference in the incidence of adverse reactions between the TCM group and the control
group [relative risk (RR)=0.72, 95%CI (0.51, 1.02), P=0.066]. Conclusion TCM can help improve cognitive
function and ADL in patients with MCI, with the combination of TCM and Western medicine showing relatively

better results. However, due to the small sample size and imprecise methods in some studies, further rigorous

research is needed to validate these findings.

[Keywords ] Traditional Chinese medicine; Cognitive function; Mild cognitive impairment; Activities of

daily living; Meta-analysis; Randomized controlled trial; Adverse reaction; Safety
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Table 2. Subgroup analysis of cognitive function and ADL in mild cognitive impairment treated with TCM

ZER W2H 4 ARCT (T ) SMD (95% CI ) F (%) P
INHITIRE Tt
SRS 81 0.78 (0.67, 0.89) 81.45 <0.001
2+ P 2 vs P42y 36 0.93 (0.77, 1.09) 78.54 <0.001
rhZhvs P42l 25 0.51 (035, 0.66) 71.89 <0.001
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MCIE I I AB 39 0.85 (0.70, 1.00) 79.43 <0.001
BV (ASH )
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