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Inspection perspectives on drug clinical trial institutions and investigators’ quality

management practices in clinical trials
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(Center for Food and Drug Inspection Abstract; The drug clinical trial institution serves as the management

National Medical Products
Admunistration, Beijing, 100163, China)

entity for the trial site and the responsible unit for protecting the rights
and interests of the subjects. The investigator is responsible for the quality
of clinical trials and the rights and safety of subjects at the clinical trial
site. The depth and precision of quality management in both aspects
determine the reliability of the trials data and the level of safety and rights
protection for the subjects. This study introduced the quality management
requirements and inspection focus of relevant regulations for drug clinical
trial institutions and investigators from the perspective of inspection.
Meanwhile, this study analyzed reasons and provided suggestions based
on relevant risks identified during the inspection, with the aim of offering
reference for conductors and supervisors of drug clinical trials.
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