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On Risk Management of the Test Reports for in Vitro Diagnostic Reagent

Li Lili', Cai Jiahui*’, Sun Xue" (1. National Institutes for Food and Drug Control, Beijing 100050, China; 2.
Peking University Health Science Center, Beijing 100191, China; 3. Beijing University Peopl's Hospital, Beijing
100044, China )

Abstract Objective:

reagent by introducing the concept of risk management in quality control. Methods: The problems in the test

To ensure the scientificity and effectiveness of the test reports for in vitro diagnostic

reports for in vitro diagnostic reagent were sorted out and summarized. The potential quality problems in the
testing process were analyzed in order to put forward some suggestions for solutions and quality improvement.
Results and Conclusion: A test report is a main expression of the quality control of the testing process. The
standardized and orderly management of the testing process is the basis for ensuring the scientificity and
effectiveness of the test reports. Laboratories engaged in in vitro diagnostic reagents should attach importance to
the risk management and take various measures to improve the effectiveness of the quality management system.
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