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[ Abstract] Objective Based on the background of the standard’s formulation and the principles on which it is compiled,
by interpreting the core content of the standard, it aims to assist users in better understanding and mastering the usage methods
of the standard, thereby promoting the standardized application of the standard in the ethical review process of medical institu-
tions. Methods This paper explained the background, situation and principles of the formulation of standards. mainly around
the core content of standards, through in-depth interpretation and analysis of the assessment process, risk-benefit matrix and
review path, and explained the core connotation and significance of the formulation of standards. Results This standard estab-
lished a complete and structured ethical risk-benefit assessment tool and process for Investigator-Initiated Trials (IIT) for the
first time. It not only distinguished the different evaluation dimensions of intervention research and observational research, but
also sets up three levels of benefit, four levels of risk and three types of review paths. At the same time, it also made clear the
four-step process of evaluation, that is, benefit assessment, risk assessment, matrix judgment and review path. Conclusions
This standard systematically constructs a risk-benefit assessment tool and the whole assessment process for the ethical review of
investigator-initiated clinical studies, and provides a set of operational technical guidelines for the ethical review committees of
medical institutions. The aim is to reduce the subjective initiative and randomness in the ethical review process, which will help
to improve the consistency and scientific nature of the assessment.
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