FDA pioneers real-time oversight of clinical trials with AI and cloud tools
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The US Food and Drug Administration is moving to bring clinical trial oversight into near real time, using artificial intelligence and cloud tools to let regulators see safety and efficacy signals as they emerge rather than waiting for long reporting cycles to end.
According to the agency, the shift is intended to speed decisions in drug development, where timelines often stretch across a decade or more before a treatment reaches patients. FDA commissioner Marty Makary said the effort is designed to challenge a long-standing model in which crucial trial data can take years to reach regulators, slowing both review and the progression of promising therapies.
The initiative is already being tested in two cancer studies. AstraZeneca is running a phase 2 trial in mantle cell lymphoma, while Amgen is conducting an early-stage study in small-cell lung cancer, with the FDA saying the sponsors have agreed criteria for real-time reporting. The agency said it has already received and validated signals from AstraZeneca’s study, and both companies are using Paradigm Health’s systems to support the live review process.
The real-time trials are being positioned as proof-of-concept work for a wider pilot programme that the FDA wants to launch this summer. The agency has asked for public comment on how artificial intelligence could be used to improve safety monitoring, dose selection, patient recruitment and broader decision-making in early-phase studies. According to the FDA’s timeline, comments are due by May 29, with selection criteria to be published in July and participants chosen in August.
Supporters of the move say it could make US biomedical research more competitive and reduce inefficiencies that have long plagued early drug development. Axios reported that officials have discussed the possibility of cutting trial durations by as much as 20% to 40%, while Health and Human Services said the approach could improve both speed and quality in early studies. The wider ambition, according to Makary, is to move eventually toward continuous trials across every phase of development.
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