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Analysis of the Application and Review of the Improved New Chemical Drugs for

Children 2.2 and Concerns on the Reasonableness of the Proposal
GENG Ying, ZHANG Hao, JIANG Yonglin, SUN Yanzhe, LI Qiang, YANG Zhimin

(Center for Drug Evaluation, National Medical Products Administration, Beijing 100022)

ABSTRACT: The goal of peadiatric drug development is to provide safe, effective, quality
controllable, and suitable for children of different ages. It is common to expand peadiatric drug
applications to optimize improved new drugs with obvious clinical advantages based on drugs
with known active ingredients. Based on IND application information accepted by the Center for
Drug Evaluation from March 4, 2016, to June 30, 2022, this paper introduced the application and
review of 2.2 category modified new drugs for peadiatric drugs. Meanwhile, the application items
approved and failed were sorted out, and the concerns of assessment to the purpose of the project

were discussed to provide a reference for the application of 2.2 category modified new drugs.
Key Words: peadiatric drugs; modified new drugs; application and review; assessment to the

purpose of project
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Fig.1  Annual Distribution of IND Application for 2.2 Category Modified New Drugs of

Peadiatric Drugs
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Approved Applications Items
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Fig.2 Relationship between Dosage Form/route of Administration and Age Suitability of 40
Approved Applications Items
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