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Comparison on guideline from CDE/ICH S5(R2) and suggestions for reproductive
toxicity study and feasibility of implementation in domestic

LU Peng, TIAN Xin, CHANG Wei-wei, DONG Tian-tian, TANG Xiao-wen, WANG Xiang-jian
Chia Tai Tian Qing Pharmaceutical Group Co., Nanjing 210023, China

Abstract: The guidelines for reproductive toxicity for medicinal products from CDE and ICH were reviewed in this paper. The
requirements of non-clinical evaluation reproductive toxicity were compared between different agencies, including the relationship and
differences between ICH S5(R2) guideline and the corresponding related field in domestic. Meanwhile the technical difficulties of ICH
S5(R2) in the feasibility of implementation in domestic and the obstacles involved laws and regulations were discussed. Then
according to the guidelines comparison between the CDE and ICH, suggestions were expected to supply reference for the local
reproductive toxicity study.
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