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On Compliance Risk Management of Healthy Subjects in Bioequivalence Test

Wang Yugqi', Zhang Ruoming’, Wu Zhiang"*" (1. Shenyang Pharmaceutical University, Shenyang 110016, China;
2. Beijing Yeedozencom Healthcare Science & Technology Co. Ltd., Beijing 100055, China)

Abstract Objective: To identify and evaluate the risk indicators affecting compliance of healthy subjects in
bioequivalence test, so as to provide references for improving compliance of healthy subjects and ensure the test
quality. Methods: Under the guidance of risk management theory, the risk index system was established through
literature review and expert interview, and the risk indicators were evaluated by questionnaire and analytic
hierarchy process (AHP) to calculate the weight of each risk indicator. Results and Conclusion: The importance
sequence of risk factors affecting the compliance of healthy subjects ranging from high to low is as follows: the
experimental drugs, subjects, researchers and drug clinical trial institutions. The compliance of healthy subjects
can be improved to ensure the test quality by the following actions, such as fully explaining, preventing and
properly dealing with adverse drug reactions, giving priority to subjects with good integrity, reasonably designing
test plans and blood collection points, strengthening the understanding of experimental drugs and requirements for
subjects, and supervising researchers.
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