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Quality assurance of computerized system for GLP laboratory
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Abstract: In view of the characteristics of the computerized system, the key points in the quality assurance (QA) of the computerized
system was discussed and summarized combined with the requirements of the GLP laboratory in Europe and America. The validation
of computerized system, the control during the use of computerized system, period maintenance and safety protection of computerized
system, archives of electronic data was discussed, expecting to provide reference for the management of computerized system in
Chinese GLP laboratory which is generally not high currently. The experiences were obtained as follow: Through repeated inspection
and review, the problem was found and set as the risk point; a targeted QA inspection plan was made focusing on the risk-based
inspection and the QA inspection plan was timely adjusted according to the problems, which ensures the pertinence and validity of the
QA inspection.
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