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Construction and application of digital laboratory for medical devices
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ABSTRACT: In order to improve the comprehensive service capabilities of medical device inspection and testing
laboratories, the inspection and testing business activities are empowered by digital means, and complete the digitization of
the entire lifecycle of laboratory business. This article proposed a construction idea and design plan for the digitization of
provincial medical device inspection institutions laboratories, designed the design principles, technical routes, and architecture
of digital laboratories, constructed application scenarios for business and digital capabilities, strengthened the quality system
of inspection and testing business, and utilized risk monitoring analysis and application of daily commissioning, supervision
sampling, registration inspection, rapid evaluation, and defect/warning/recall to better serve supervision and enterprises.
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Fig.1 Overall architecture of digital laboratory platform
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Fig.2 Application of data statistical analysis
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Fig.3 Data quality cockpit
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