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ABSTRACT OBJECTIVE: To analyze the current situation of children’ s medication under the policy of children’ s
drugs encouraged for research, development and declaration in China, summarize the clinical and research and
development factors that restrict children’ s medication, and provide references for the research and development of
children’ s drugs in China. METHODS; Through public databases such as the official websites of the National Medical
Products Administration, the Center for Drug Evaluation, and the China Pediatric Drug Database, the marketing
approval status, indications, priority review, policy characteristics and implementation status of the drugs on five
batches of “List of Children’s Drugs Encouraged for Research, Development and Declaration” issued by China were
retrieved , analyzed and summarized. RESULTS: Of the 144 drugs listed in the five baiches of “List of Children’ s
Drugs Encouraged for Research, Development and Declaration” , only 25 were domestically developed, and some were
imported, yet there were no domestically developed drugs and dosage forms. In the priority review, the proportion of
children’ s medication showed an upward trend year by year. Cancer, tumors and infections, epilepsy and convulsions
were the key fields of research and development for children’s medication in China. CONCLUSIONS: Currently, the
number of new drugs in the field of research and development for children’ s medication is small, and the dosage form
and specification are not perfect. It is recommended that manufacturing enterprises increase their research efforts under

the encouragement of policies to meet the clinical medication needs of children in China.
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