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Analysis of the Policy and Regulation on Accelerating the Research and
Development of Paediatric Drugs in China

Zhao Yansong'”, Hong Lan', Ye Hua'" (1. School of Pharmacy, Fudan University, Shanghai 201203, China;
2. Roche China Holding Ltd., Shanghai 201203, China)

Abstract Objective: To put forward corresponding suggestions to improve the incentive policy for the research
and development of paediatric drugs. Methods: The policies, regulations and guidelines in China concerning the
paediatric drugs released in recent years were sorted out and explored. Results and conclusion: The authorities
should further build up the law and regulation concerning the research and development of paediatric drugs
including setting up the special review and approval procedure for paediatric drugs, establishing the national ethics
committee for clinical trials in paediatric population, extending the monitoring period of new drugs for paediatric
drugs, publishing more guidelines for the development of paediatric drugs, offering financial preference policy for
paediatric drugs, and encouraging the pharmaceutical enterprises to proactively revise the drug package insert.
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