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[Abstract] Objective: To explore the current situation and development trend of clinical research on TCM
therapy for insomnia by analyzing clinical trials registered in Chinese Clinical Trial Registration Center
(ChiCTR). Methods: Clinical trials of TCM therapy for insomnia from the establishment of the database to May 1,
2022 registered in ChiCTR were searched. Excel 2019 was used to establish the database, and SPSS 26.0
statistical software was used for data analysis to summarize the current situation and development trend of
clinical trials of TCM therapy for insomnia. Results: A total of 114 clinical trials of TCM therapy for insomnia
were included in this study, and 66 institutions were registered in 23 provinces (municipalities directly under the
Central Government and autonomous regions). The top 3 registered clinical trials were Shanghai (27, 23.68%),
Beijing (22, 19.3%) and Guangdong (14, 12.28%). Clinical trials were mainly funded by regional finance
(40 items, 35%) and national finance (21 items, 18%). The main types of studies were intervention studies (110,
96.49%), and randomized parallel controlled trials (94, 82.46%) were the main study design, but only 42 studies
(36.84%) indicated the implementation of blind method. Only 16 (14.04%) studies described the syndromes of
insomnia. The intervention measures were mainly acupuncture (59 items, 51.75% ) and traditional Chinese
medicine (27 items, 23.68%). Among the 24 clinical trials of traditional Chinese medicine in the treatment of
insomnia, 11 were mainly self-made prescriptions, followed by 7 classical prescriptions and 6 listed Chinese
patent medicines. Conclusion: The clinical studies of ChiCTR registered TCM therapy for insomnia show an
increasing trend year by year, but there is imbalance in regional registration, and some clinical trial designs are
not standardized and incomplete. TCM clinical trials do not reflect the characteristics and advantages of TCM
syndrome differentiation and treatment.
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