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On the Development of In Vitro Diagnostic Technology and the Quality Control
of Testing Laboratories

Li Lili', Li Ying', Bi Yuchun®, Gao Yingying’" (1. National Institutes for Food and Drug Control, Beijing
100050, China; 2. China National Accreditation Service for Conformity Assessment, Beijing 100062, China)

Abstract Objective: To explore the key requirements of quality control technology for in vitro diagnostic testing
laboratories and effectively improve the quality of testing work. Methods: /n vitro diagnostic testing techniques
were analyzed and summarized. The key elements of laboratory quality management were analyzed from the
following aspects: original records, reagents, facility environment, instruments and equipment, waste disposal
and traceability in order to improve the quality of testing work. Results and Conclusion: The characteristics
of in vitro diagnostic technology should be closely combined with key elements of quality management in the
laboratories. Normative documents that conform to actual working conditions of the laboratories should be
developed, and refined management of the laboratories should be carried out.
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