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Discussion on Quality Management System for in vitro Diagnostic (IVD)
Products Self-Testing Laboratories

Li Lili, Li Ying, Zhang Hezhan, Qu Shoufang’, Zheng Lie" (National Institutes for Food and Drug Control, Beijing
100050, China)

Abstract Objective: The purpose of this discussion is to provide reference for registration applicants to
establish and maintain a laboratory quality management system suitable for the self-testing work; to provide
operational practical methods for inspectors to conduct onsite inspection on applicants’ self-inapection ability of
the regiatered quality management system. Methods: Through sorting out the new Regulations on the Supervision
and Administration of Medical Devices and relevant US/EU regulations on medical devices, by combining general
requirements of quality system management for inspection and testing laboratory, and by analyzing key points
of building and operating laboratory quality management system. Results and Conclusions: The key points for
the construction of laboratory quality management system for self-testing IVD include personnel, equipment
and environmental facilities, samples, quality control, record keeping, testing methods and others. The effective
circulation and improvement of each key element are helpful to continuously improve the laboratory inspection
and testing capacity. The establishment of a scientific and standardized laboratory quality management system
is the basis to ensure the accuracy products testing and reliability of results, and is an effective exploration for
deepening the reform of "streamlining administration and delegating power, improving regulation, and upgrading
services", which stimulates the vitality of the innovation and development of the registration applicants.
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