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Discussion on standardizing informed consent to improve the quality of clinical trials

Shan Yao

Hainan Jujingquanxiang Supply Chain Management Services Co., Ltd., Haikou, Hainan

[ Abstract] Objective: In order to better protect the safety and rights of subjects, the risk factors of vulnerable

subjects should be controlled at the beginning of clinical trials to solve the problem of subject protection from the source.

Methods: To analyze the risk factors that affect the safety of subjects at the beginning of clinical trials, and put forward the

risk management measures for subjects. Results: At the beginning of clinical trials, the safety risk factors of subjects mainly

focus on informed consent and clinical trial scheme, through the joint efforts of all parties in clinical trial, risk management

measures were established to effectively reduce the safety risk of subjects. Conclusion: The safety and rights of the subjects

run through the whole clinical trial. In order to better protect the subjects, the safety risk factors of subjects should be fully

explored and identified at the beginning of clinical trials, and the subject protection mechanism should be effectively

implemented.

[ Keywords] Clinical trials; Subjects; Risk; Informed consent; Clinical trial scheme; Protection mechanism
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