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Quality Control of In Vitro Diagnostic Clinical Trails

Zeng Tianhe, He Baoxia™ (Henan Cancer Hospital,Cancer Hospital Affiliated to Zhengzhou University, Zhengzhou
450008, China)

Abstract: With the development of in vitro diagnostic (IVD) technology and the continuous improvement of the
research level of I[VD manufacturing enterprises, IVD clinical trials are increasing. Before getting the approval of
clinical use from the Food and Drug Administration, some IVD clinical trials should be conducted. However, there
are many quality problems in the IVD clinical trial experiment. To analyze the existing problems in the quality
control of IVD clinical trials, the key points for quality control of clinical trial of IVD were summarized, including
preliminary tests of clinical trials, information consent, design and implementation of inclusion and exclusion
criteria, biological sample management, source data of response evaluation from retrospective companion diagnostic
IVD clinical trials, and clinical trial records and reports. It would provide references for the standardization of IVD
clinical trials.
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