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Abstract: Referred to | relevant literatures as well as personal practices, 61 failure modes were listed based on categories of trial
products management, sample testing management, investigators compliance, subjects compliance, ward management, and quality
assurance in bioequivalent trials, followed by the design and distribution of a questionnaire. When a critical analysis was conducted
to have the risk priority number values for all of the corresponding failure modes were calculated with the SPSS 25.0 software, the
risks orders were sorted in the highest to the lowest level. Mitigation strategies suggested to deal with these high-risk failure modes
would be conducive to improve quality and standardization of drug bioequivalence trials in China.
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Table 3 Ranking of high risk and medium risk failure modes
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