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research on the mechanism of

Abstract: With

arrthythmia

the progressing
the continuous accumulation of nonclinical toxicity testing
methods and clinical retrospective data the overall cardiovascular system
safety evaluation strategies become mature now. The main updated

contents of International Council for Harmonisation of technical
requirements for pharmaceuticals for human use ( ICH) E14/S7B Q&A
intended to increase the weight of nonclinical data in proarrhythmic
evaluation to reduce the unnecessary thorough QT research. This article

firstly introduced the contents of ICH E14/S7B Q&A

requirements for integrated risk assessment and the definition of low risk

including testing
drugs in different situations encouraged qualification and application of
proarrhythmia models discussed the challenges from integrated risk
assessment or the overall cardiovascular system safety evaluation strategies
based on the domestic research status.
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