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Validation of computerized system in facilities for preclinical safety evaluation of
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Abstract: Computerized system has been played an increasingly important role in preclinical safety evaluation of drugs and has been
used directly or indirectly for data acquisition, processing, reporting as well as raw data storage. However, the computerized system
has not been widely used in facilities for preclinical safety evaluation of drugs or only some functions of modules of computerized
system have been used. Based on the current application status of the computerized system in the facilities for preclinical safety
evaluation of drugs in China, this paper briefly introduced the following aspects about validation of computerized system, such as GLP
regulatory requirements of validation of the computerized system, validation process of the computerized system, maintenance of
validation state of the computerized system, safety precautions of performance of the computerized system, as well as electronic
records and electronic signatures with the purpose to provide some references for carrying out and speeding up the validation of
computerized system and to further improve the efficiency of the computerized system in facilities for preclinical safety evaluation of
drugs in China and to be in line with international practice.
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