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Abstract: In order to take the protection of subjects’ rights and interests as the core, improve the quality of drug clini-

cal trials, accelerate the transformation of early clinical trial results and guarantee the progress of clinical trials, the risk

management of subjects was discussed through two aspects separately in the article: the protection of subjects’ rights and in-

terests and the subject management in quality control of early clinical trials. Combined with the new model of subject risk

management in drug clinical trial quality control, the subject risk management strategy was proposed to further improve the

risk management awareness of the subjects in the clinical trial process.
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