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ABSTRACT OBJECTIVE To analyze the characteristics of pediatric medicines with priority review and approval for marketing
in China, providing a reference for promoting enterprise R&D and production, as well as improving the supply guarantee
mechanism for pediatric medicines. METHODS Based on publicly available data sources such as List of Approved Information for
Pediatric Medications Subject to Priority Review and Approval, Pharnexcloud biomedical database, and National Medical
Insurance Drug Directory, this study conducted a comprehensive analysis of the main characteristics of pediatric medicines with
priority review and approval for marketing. RESULTS As of June 30, 2024, a total of 68 pediatric medicines had been approved
through the priority review and approval process, covering 12 therapeutic areas, with oral dosage forms accounting for 64.71%.
The median time from application to inclusion in priority review was 35.50 days, with an average of 41.69 days. The median time
from inclusion in priority review to market approval was 1.24 years, with an average of 1.42 years. This included 12 domestic new
medicines, 21 domestic generic medicines, 35 imported medicines, as well as 29 pediatric-specific medicines and 21 orphan

medicines. Additionally, 31 of these medicines had been
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dosage forms are becoming more tailored to children’s needs.

However, there are still issues such as slow progress in new
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medicine development, insufficient stability in the medicine review and approval process, and a need to increase the proportion of

medicines included in medical insurance.

KEYWORDS priority review and approval; pediatric medicines; child-specific medicines; medicines for rare diseases
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