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Abstract: Objective To explore the characteristics and patterns of adverse drug reactions (ADEs) in neonates by mining risk signals, providing
references for the safe clinical use of drugs. Methods All reports related to neonates (< 28 d after birth) received by the Shandong Provincial
Center for Adverse Drug Reaction Monitoring from January 2021 to December 2024 were studied. Information such as patient gender, age in
days, route of administration, systems/organs involved in ADEs, clinical manifestations, and outcomes was collected. The risk signals of ADEs
related to neonates were mined and evaluated using the reporting odds ratio (ROR) method, the proportional reporting ratio (PRR) method, and
the comprehensive standard of the Medicines and Healthcare Products Regulatory Agency (MHRA) of the United Kingdom. Results A total
of 1 444 reports of ADEs in neonates were collected, among which 310 cases (21.5%) were severe ADEs; 108 cases were new reports. ADEs
involved 18 systems/organs, with the top five being skin and subcutaneous tissue diseases [550 cases (38.1%)], gastrointestinal system diseases
[538 cases (37.3%)], vascular and lymphatic system diseases [78 cases (5.4%)], nervous system diseases [47 cases (3.3%)], and heart organ
system [38 cases (2.6%)]. 551 cases (38.2%) recovered, 844 cases (58.4%) improved, and there were no deaths. The most common drugs

associated with severe ADEs were anti-infective drugs, central nervous system drugs, and vitamin/nutritional drugs. A total of 50 risk signals
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were mined using the ROR method, the PRR method, and the MHRA comprehensive standard method. Among the 50 risk signals, the most

frequent ADEs were associated with Dopamine Hydrochloride Injection, and the signal strength of multiple oil fat emulsion injection-cholestasis

was the largest. Unmentioned in the instructions were dopamine injection-scar, etc. Conclusion The proportion of new and severe ADEs in

neonates is relatively high. Most of the top 21 ADEs in terms of reporting frequency are included in the drug instructions. For ADEs in neonates

not mentioned in the instructions, clinicians should pay attention. The safety of drugs in neonates still needs to be addressed.

Key words: adverse drug reactions; newborns; signal mining; risk warning; Dopamine Hydrochloride Injection
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Table 3 ADE affects system organs and main clinical manifestations
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Table S New and severe ADE involving systems organs, main clinical manifestations
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*Describe adverse reactions not mentioned in the instructions.
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