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Abstract: The Data and Safety Monitoring Board (DSMB) is widely used worldwide in large scale, multicenter clinical trials and
government-funded projects. It plays an important role in the protection of whole-course subject safety and improving the quality of
clinical research. Although the developed countries have more experience in DSMB practice, it's still in its initial stage in China. By
revision of the origin and workflow of DSMB and comparison of the models and the current guiding principles, the application
status, development tendency and existing problems in different countries, along with making interim analysis on cumulative data to
dynamically assess the efficacy and safety of the intervention, the authors propose that DSMB should expand the monitor scope,
enrich monitor approaches, establish professional expert group, formulate operating instruction to satisfy the different clinical
researches, and make a point of setting up DSMB insurance and indemnity mechanism according to different country's conditions
and clinical research characteristics. This will not only enhance the data and safety monitor practice, but also improve the clinical
research level in China to meet international standards.
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