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On Quality Risk Management in Phase IV of New Drug Clinical Trial Evaluated by
Prospective Cohort Study

Lin Lei, Zhang Xianglin" (College of Business Administration, Shenyang Pharmaceutical University, Shenyang
110016, China)

Abstract Objective: To discuss the quality risk management in phase IV of new drug clinical trial using the
prospective cohort study as evaluation method from the perspective of sponsor. Methods: The risk assessment
was carried out by using the following methods, such as literature research, expert questionnaire, the Failure
Modes and Effect Analysis (FMEA) as well as the Risk Priority Number (RPN). Results and Conclusion: First
of all, FMEA about phase IV of new drug clinical trial was established by using the prospective cohort study as
evaluation method. The RPNs of each failure mode and failure reason were obtained. Secondly, the relatively
concentrated risk in the trial was identified according to the comprehensive analysis of the RPNs. Finally, the
suggestions for risk control were put forward according to the relatively important risk accidents and risk factors.
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