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Strategic research on implementation of ICH Safety Guidelines in China
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Abstract: Through the comparative study of ICH Safety Guidelines and corresponding Chinese technical guidelines, the main
differences in non-clinical technical requirements for drug registration between China and ICH are analyzed. Through questionnaire
survey to the public, experts and enterprises, the cognition and implementation basis of ICH Safety Guidelines in China are found out.

On the basis of comparative study and questionnaire survey, combined with the requirements of ICH, the implementation proposals of

ICH Safety Guidelines in China are put forward in this paper.
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Fig.1 Public questionnaire survey result of Safety Guidelines
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Fig. 2 Experts questionnaire survey result of Safety Guidelines
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Fig. 3 Enterprises questionnaire survey result of Safety Guidelines
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