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Paediatric formulation initiatives have evolved significantly over the past two decades, addressing critical gaps in the availability of age-appropriate, safe, and effective medicines for children. Historically, limited commercial incentives and regulatory fragmentation hindered innovation in paediatric drug development. Recent global efforts have catalysed progress by promoting harmonization, fostering public-private partnerships and prioritizing essential medicines. Despite these advances, persisting challenges in paediatric formulation development include slow transition/uptake of less traditional age-appropriate dosage forms to market,  excipient safety concerns, addressing poor palatability, remaining biopharmaceutics gaps, alignment of paediatric formulations advancements and regulatory guidance/requirements, and weak market incentives and research funding. Looking ahead, initiatives like the European Paediatric Formulation Initiative (EuPFI) have aimed to address these gaps by promoting equitable access to safe and effective medicines for children globally, hinging on collaborative innovation to ensure no child is left without appropriate treatment.


