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Abstract: Objective This study aimed to analyze the adverse drug reaction reports related to valproic acid in children and to
characterize their occurrence patterns, thereby providing a reference for clinical rational use. Methods Reports related to valproic
acid use in children were collected from the Beijing Adverse Drug Reaction Monitoring Center from January 1, 2016 to March 31,
2026. Adverse drug reactions were classified and organized using the SOC and PT of the MedDRA. Descriptive analyses were

conducted on basic case characteristics, adverse drug reaction occurrence, as well as management and outcomes. Results A total of
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203 reports related to valproic acid were collected, with a male-to-female ratio of 1.04:1, and a mean age of (13.2 £ 7.5) years. The

reports involved 17 SOCs and 275 PTs. The main involved system organ classes were nervous system disorders, investigations, and

skin and subcutaneous tissue disorders. The top 3 PTs in terms of frequency were rash, weight gain, and hyperammonemia. Conclusion

Adverse drug reactions related to valproic acid use in children can involve multiple systems. Close monitoring of various adverse

reactions during treatment is warranted, with particular vigilance for events that may lead to serious consequences, such as

hyperammonemia, to ensure the safety of pediatric medication and promote rational clinical drug use.
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Table 1 Basic characteristics of adverse drug reaction

reported by children using valproic acid
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Table 2 Drug characteristics of adverse drug reaction

reported by children using Valproic acid
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Table 3 Systems-organs and clinical manifestations of valproic acid related adverse drug reaction in children
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