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Introduction. The magnitude of ‘off-label’ (OL) (outside the product license terms) and unlicensed (UL) prescribing for children has raised concerns. OL and UL prescribing is commonly extrapolated from adult data without paediatric PK/PD or clinical trial data, and may lead to paediatric adverse effects or toxicities not seen in adults. The prevalence of OL and UL prescribing is as high as 36% in paediatric hospital wards (Turner et al, 1998), and 90% in neonatal intensive care (Conroy et al, 1999); however, the extent of OL and UL prescribing in primary care is less well studied. 
Aims. To evaluate the use and prescribing patterns of OL and UL medicines in children in primary health care.
Methods. A literature search was conducted using PubMed, MEDLINE, Embase and the Cumulative Index to Nursing and Allied Health Literature (CINAHL) from inception to August 2023 to identify studies evaluating OL and UL prescribing patterns in paediatric primary health care. Two independent investigators completed study selection, data extraction and quality assessment. Outcomes included prevalence and incidence of OL, UL and ‘on-label’ prescribing.
Results. Seventeen studies, involving ~900,000 children, were included. Twelve of the 17 studies were retrospective observational studies, eleven involved general practices (GP), two used insurance data, two involved primary health care units, one was set in a community pharmacy, and one surveyed GPs and paediatricians at a conference. Study duration ranged from five days to 11 years. Seven studies examined OL and UL use for all medication types, while others focused on specific medications or medication classes. While most studies reported OL use, few reported UL use. OL use in included studies ranged from 6.6% to 94.4%, and the age group with the highest rate of OL use was conflicting. Using a dose higher, lower or different to the recommended dose was the most frequent type of OL use; age, formulation and route of administration were less common; however, the type of OL use varied according to whether studies examined OL use among all medications or specific medicines. UL use ranged from 0.3% to 16.8%.
Discussion. OL and UL prescribing of medicines for paediatric patients in primary healthcare is relatively common. 
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