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Abstract Objective: To explore the necessity and feasibility of the legislation for paediatric medicines in China.
Methods: The necessity of legislation for paediatric medicines was discussed by analyzing the current situation
and revealing the main problems of paediatric medicines. The feasibility of legislation for paediatric medicines
was clarified through the analysis of the domestic legislative basis and the experience gained abroad. Results:
The poor situation of availability of appropriate medicines for children are becoming more and more prominent.
However, the existing policy lacks the coordination and the compulsion, therefore it is necessary to guarantee the
accessibility to paediatric medicines through the legislation. At present, the basic conditions, such as the realistic
foundation, the legislative basis, the pilot exploration and the international experience for the legislation of
paediatric medicines are relatively mature, thus the legislation is feasible. Conclusion: The legislation of pediatric
medicines in China is necessary and feasible, and it should be accelerated.
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