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Background: Adverse Drug Reactions (ADRs) are a frequent cause of emergency admissions and extended hospital stays in children,, leading to increased healthcare costs and patient morbidity. However, ADRs' causality, severity, and avoidability in children remain underexplored. 
Objective: This study aims to assess the causality, severity, and avoidability of ADRs in hospitalised children over an 11-year period at The Royal Children's Hospital, a tertiary paediatric hospital in Melbourne.
Methods: Retrospective cohort study of ADRs in children aged 0-18 years from January 2012 to December 2022. ADRs were evaluated using the Naranjo criteria for causality, the Hartwig scale for severity, and the Modified Schumock and Thornton scale for avoidability. ADR types were classified as Type A (dose-related) and Type B (unrelated to dose or idiosyncratic).
Results: Of 599 children with ADRs, the median age was 8.7 years (range 3 weeks-18 years), with 44% female. Most ADRs were mild (74%), with 25% moderate and 1% severe. The most commonly implicated drugs were antimicrobials (46%), analgesics (9%), and antiepileptics (8%). ADRs were type A in 44%, with neurological symptoms being the most common. Type B reactions (56%) most commonly occurred with antimicrobials (87%). Additionally, allergy label documentation was inconsistent, with 15% lacking appropriate flags despite a history of previous ADRs. One in six ADRs were potentially avoidable, with 9% definitely and 6% probably avoidable. Most avoidable ADRs were due to failure to consider documented allergies, inappropriate dosing, drug interactions, or not applying preventative measures (e.g. premedication).
Conclusion: Our study shows that 1 in 6 ADRs in children could be avoided, highlighting the need for further clinician education. In the era of widespread use of hospital electronic medical records, future strategies should focus on developing automated tools to support prescribing decisions and ensure adherence to safety protocols.

