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Abstract: The International Conference for Harmonization (ICH) promulgated a new draft Q12 in December
2017, which supplemented the content of the life-cycle management of the pharmaceutical products and provided
an important guidance for safety evaluation and risk assessment of drugs. This article summarized the latest
contents of ICH Q12 and the latest requirements for safety evaluation and risk assessment, the role and application
of safety evaluation in the life-cycle management of the pharmaceutical products so as to provide references for
ensuring the safety of drugs, promoting the development of management methods and the rational drug use.
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