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Introduction. Phase III clinical trials are pivotal in assessing the efficacy and safety of new medical interventions across diverse patient populations. India has become a prominent center for clinical research, supported by its large patient base and an evolving regulatory environment. The Clinical Trials Registry of India provides comprehensive trial data, including design attributes, sponsorship, and disease focus; however, systematic analyses of Phase III trials registered in this database remain scarce. This study aims to fill this gap by examining Phase III trials registered in the Clinical Trials Registry of India.
Methods. This registry-based observational study included all phase III clinical trials registered in the Clinical Trials Registry - India between January 1, 2008, and June 15, 2025. Trials were identified using specific search terms and then manually screened to confirm eligibility. Data submitted by sponsors or principal investigators were systematically extracted into a structured database, encompassing variables such as study design, setting, and geographic scope, intervention type (drugs, vaccines, other), sponsorship classification, disease category, and recruitment status.
Results. Among the 1,385 phase III trials, oncology led (28.0%, n=388), followed by lifestyle noncommunicable diseases (17.3%, n=240), and infectious diseases (12.3%, n=171). High randomization (93.7%), parallel-group (92.7%), and multicenter (89.5%) designs were prevalent. Blinding was used in 59.4% of the studies. Industry-sponsored 84.6% overall, with academics/research institutes contributing 34.6%. Active controls (60.7%) > placebo (32.5%). India-only: 54.0% (69.2% lifestyle, 64.9% infectious vs. 45.1% oncology). Drugs: 83.0% (vaccines 36.3% infectious). India recruitment: 36.0% completed (≈50% infectious/lifestyle), 21.5% open, 18.6% not yet recruited, and 6.1% terminated.
Conclusion. The prevalence of open-label, single-center oncology trials and frequent gaps in registry data on control groups and recruitment highlight critical areas for improvement in clinical trial design. These results emphasize the need to diversify trial methodologies and interventions, bolster independent and public health research efforts, and enhance the completeness and standardization of trial registry information to promote transparency and support informed decision-making.
