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Introduction:. With one of the world’s largest and most diverse paediatric populations, India offers unparalleled opportunity to generate generalizable evidence across age bands, regions, and disease patterns—making it especially suitable for paediatric trials. Recent reforms—mandatory prospective trial registration, clearer approval timelines, and stronger ethics oversight for child participants—aim to improve safety, transparency, and study quality. Harnessing this scale responsibly, and pushing for broad national involvement and international collaboration, can accelerate evidence generation and improve paediatric health care in India and worldwide.
Aims: To (1) summarise current enablers for high-quality paediatric trials in India; (2) identify persistent gaps that affect medication safety and efficacy evidence; and (3) propose practical priorities for 2026–2030.
Methods: Narrative synthesis of Indian regulatory and ethics updates (2018–2025), public market/operations data, and exemplar sponsor/CRO announcements relevant to India’s paediatric trial capacity. Themes were grouped as governance, capability, and opportunity.
Results: Governance: Since 1 April 2018, prospective registration of all studies in CTRI is enforced, improving transparency and discouraging selective reporting. The New Drugs and Clinical Trials Rules, 2019 clarified review timelines, mandated ethics committee registration, strengthened safety reporting/compensation, and provided guidance on post-trial access, building trust for paediatric participation. Ethics: National guidance details assent/consent processes tailored to age and vulnerability, reinforcing child-specific safeguards. Capability: India’s trials ecosystem has expanded with global sponsors/CROs and hospital networks, supported by accredited labs and digital trial tools; interest in earlier-phase and vaccine studies is rising. Opportunity: A large, diverse paediatric population and growing site capacity position India for multi-centre paediatric pharmacology work. Priority disease areas include infectious diseases, respiratory/allergy, oncology, and metabolic disorders. Limited paediatric-trained clinical pharmacologists/investigators at scale; variable adoption of assent best-practice; challenges with child-friendly formulations; and data/IT heterogeneity across sites.
Discussion: India now offers a regulated, scalable platform for paediatric medication studies. We propose three priorities: (1) a national paediatric clinical pharmacology training and GCP upskilling programme; (2) a multi-centre paediatric trial network using standardised eCRFs and safety monitoring; and (3) linkage of CTRI registration to outcomes dashboards to accelerate evidence for dosing, efficacy, and safety. These steps can convert policy gains into measurable improvements in paediatric therapeutics and support global collaborations at scale.
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