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Current Status and Quality Improvement Strategy in in vitro Diagnostic
Reagents Clinical Trials of Medical Device Clinical Trial Institutions in
Shandong Province
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Inspection, Jinan 250014, China)

Abstract Objective: To understand current status and existing problems in in vitro diagnostic reagents clinical
trials of medical device clinical trial institutions in Shandong province, and explore the strategies for improving
clinical trial quality of in vitro diagnostic reagents. Methods: Based on the data of clinical trial institutions
on the official website of National Medical Products Administration, combined with the field study and
questionnaire survey in the clinical trial institutions, statistical analysis was made on the registration of medical
device clinical testing institutions and related majors in Shandong Province, the undertaking of clinical trials of
in vitro diagnostic reagents, the composition of clinical trial teams, personnel training, clinical trial management
and other aspects of clinical trials of in vitro diagnostic reagents. Results and Conclusion: There are a series
of problems in the current clinical trials of in vitro diagnostic reagents in Shandong medical device clinical

trial institutions, such as inadequate allocation of full-time staff in clinical trial team, the inadequate personnel
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training, the imperfection of quality management system of clinical trial, the need of improving the clinical trial

level of the investigators, and the imperfect system of relevant regulatory regulations. Aiming at promoting the

high-quality of the industry development of in vitro diagnostic reagents, it is suggested that the medical device

clinical trial institutions should formulate a scientific and perfect management system of clinical trial of in vitro

diagnostic reagent and standard operating procedures, allocate full-time personnel of the clinical trial team,

strengthen personnel management and training, improve the construction of legal system of clinical trial of the

in vitro diagnostic reagent, explore innovative supervision modes, and constantly improve the quality of clinical

trials of the in vitro diagnostic reagent.

Keywords: in vitro diagnostic reagents; clinical trials; medical device; quality control; improvement measure
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