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United States and the European Union
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Abstract Objective: To provide references for effective pediatric drug review in China. Methods: The FDA
and EMA entities for pediatric medicines review and administration were sorted out, and their functions and
responsibilities were analyzed. Results and Conclusion: In recent two years, two experts committees relevant
to pediatric drug have been established in China, which are subordinate to CDE and NHFPC respectively. The
members of these two committees are all pediatric clinicians. Compared to FDA and EMA, there are no CMC,
nonclinical, pharmacovigilance, biostatistics experts. Currently, there is no special team to review the pediatric
drug in CDE. It is suggested that China should learn from the US and EU for references, and establish the internal
pediatric review committee within CDE. It will provide the routine consultation to other groups for the pediatric
drug review, work on the overall planning for the technical guidelines about the pediatric drug, and offer scientific
advice to the sponsors.
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