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Analysis on Concerns of Efficacy Indicators in Drug Clinical Trial On-site
Inspection
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Abstract Objective: To analyze the focus points of efficacy indicators related issues during the on-site
inspections of drug clinical trials, and provide references for such relevant inspections. Methods: On the basis
of domestic and international guidance documents related to the implementation and inspections of drug clinical
trials, this article summarizes the key points of inspections related to efficacy indicators. Combined with the
classical cases of on-site inspections in recent years, the efficacy evaluation indexes and corresponding problems
in drug clinical trials with different trial designs are sorted out and the focus of on-site inspections are analyzed.
Results: Through the case analysis, this article further clarified the focus of on-site inspections related to four
common types of evaluation indexes, including clinical endpoint of disease or related important clinical events
efficacy indicators, scale efficacy indicators, laboratory test results efficacy indicators, and imaging results efficacy
indicators. Conclusion: Different types of efficacy indicators have different evaluation requirements, standards
and processes. In the process of on-site inspections, the specific focus should be taken into account properly in
order to make the work more high-quality and efficient.
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