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Brief introduction and considerations of life cycle of computerized system
validation in GLP facilities
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Abstract: Computerized systems used in GLP facilities are required to comply with regulations of good laboratory practice. To
ensure the authentic, safe and reliable experimental data, it is not only necessary to carry out the management of the life cycle of
computerized system validation, but also to make requirements for the qualifications, responsibilities and training of personnel
involved in the system life cycle in order to ensure the concept, requirements, design, development, release, operation and
maintenance, until retirement and archiving of the computerized system are in compliance with the requirements of GLP. This paper
briefly introduces the concept, content and main tasks of the life cycle of computerized system, the requirements and special
considerations of each stage of the life cycle of computerized system, in order to provide some references for the development and
validation of computerized system in GLP facilities in China, to further improve the efficiency of computerized system and to ensure
the accuracy and reliability of experimental data, and to accelerate the international mutual acceptance of experimental data from
GLP facilities for preclinical safety evaluation of drugs in China.
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Table 1 Development stages and main tasks of life cycle of computerized system validation
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Table 2 Responsibility for each phase of system life cycle
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