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[Abstract] Objective To explore the methods and significance of establishing and operating DMC in medical and health
institutions of China by drawing on the experience of domestic and foreign academic research institutions in setting up DMCs to
monitor IIT projects. Methods The clinicaltrials. gov website was searched with the keywords "DMC, DSMB" to collect the
registration project information using DMC. The search time was up to July 25, 2024. Descriptive analysis was used for classi-
fication and summarization, and multiple models were used for regression analysis of application trends. Domestic and foreign
literature was adopted to understand the construction of DMC in academic research institutions. Results The current situation
analysis showed that the application of DMC was showing a non-linear increasing trend, with 2020 being the turning point of
growth. Meanwhile, DMC was mainly established by sponsors and was suitable for critical clinical trials aimed at supporting
drug registration and marketing in China. With the increasing demand for research quality and the strengthening of subject pro-
tection awareness in IIT, research medical institution in China had established DMCs to effectively monitor high-risk IIT pro-
jects at the institutional level. Conclusions The role of DMC in the implementation and management of high-risk IIT projects is
increasingly prominent. Medical and health institutions can draw on the excellent experience of domestic and foreign academic
institutions to establish DMC to ensure the continuous safety of subjects and the scientific rationality of research, which can im-
prove the quality. safety, and trust of clinical research and promote the effective improvement of scientific research management
level.
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