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Comparison of Pediatric Medication Policies in China and Japan
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Abstract: Objective To improve the safety,effectiveness and availability of pediatric medication. Methods The related policies on
the approval and marketing of pediatric drugs in Japan from 1999 to 2017 were sorted out,the revision and update of pediatric
medication information in the Japanese drug instructions were summarized, the policies and regulations proposed by China to
promote the research and development (R & D) of pediatric drugs from 2003 to 2021 were sorted out,the progress and existing

problems in China were analyzed,and related suggestions were put forward. Results Japan adopted incentive policies for the R & D
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of pediatric medication, which achieved remarkable results and could provide a reference for the formulation of policies and
regulations related to pediatric medication in China. The management effects of pediatric medication in Japan were reflected in the
addition of new indications of pediatric drugs,and the improvement of pediatric medication information such as the differentiation of
the dosages of tumor drugs for children with different ages,the differentiation of the dosages of hormones for children with different
diseases, and the dosages of common pediatric drugs. Conclusion We should establish a pediatric medication system suitable for
China’s national conditions such as setting up a pediatric medication team, promoting the approval of pediatric medication and
compiling a catalogue of pediatric drugs. We should update China’s drug instructions in time based on high — quality medication
guidelines, foreign examples, drug instructions or the latest information of drug safety released by the government to control the
medication over the drug instructions. We should encourage the development of clinical trials of pediatric medication and establish

a sharing network of medical institutions to improve the efficiency of the R & D of pediatric drugs. We also should establish a

database of pediatric medication in the clinic to collect common diseases and adverse drug reactions of children.
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Fig.1 Revision numbers of pediatric medication information in

drug instructions in Japan from 2004 to 2021
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