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Comparison and suggestion for implementation of “Technical guidelines for repeated
drug administration toxicity testing” and “Technical guidelines for pharmacokinetic
research” and ICH S4 and ICH S3A guidances

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

Abstract: The correspondence and differences of “Technical guidelines for repeated drug administration toxicity testing” and “Technical
guidelines for pharmacokinetic research” and ICH S4 and ICH S3A guidances are compared in this paper. Meanwhile the technical
difficulties of ICH S4 and ICH S3A 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 repeated dose study and toxicokinetics.
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Table 1 Deadline for supporting drug clinical trials
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Table 2 Deadline for supporting a drug listing application
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