FDA tests real-time clinical trial data sharing with AstraZeneca and Amgen

[image: ]
The US Food and Drug Administration has begun testing a new model for clinical research that would let regulators watch trial data as it is generated, with AstraZeneca and Amgen serving as the first company partners in the effort. According to the agency, the aim is to use cloud computing, artificial intelligence and modern data infrastructure to make early-stage studies faster and more efficient without weakening safety oversight or data integrity.
Speaking at a press briefing on Tuesday, Commissioner Marty Makary described the idea as giving FDA reviewers access to safety signals and clinical endpoints "in the cloud" while a study is still under way. He said the approach would allow the agency to interact with trials on a more data-driven basis, while analysts at Jefferies said the system could help compress development timelines and improve productivity across the industry.
The first proof-of-concept studies will run through AstraZeneca's Phase 2 TRAVERSE trial in treatment-naïve mantle cell lymphoma and Amgen's Phase 1b STREAM-SCLC trial in limited-stage small cell lung cancer. Reuters and other outlets reported that the FDA has already received and validated data from AstraZeneca’s programme, which the agency says shows the technical framework for real-time sharing is working. The studies are also being run with Paradigm Health’s Study Conduct platform, according to Clinical Research News Online and Stat, which said the system pulls data from electronic records and other sources before sending only the relevant signals to regulators.
At the same time, the FDA has opened the wider framework for public comment as it shapes a pilot programme due to be finalised in August. In a statement, the Department of Health and Human Services said the agency wants feedback on how to design the pilots and how to measure whether they succeed. The move comes amid a broader push by the FDA to speed drug development, including a recent policy change allowing some applications to rely on one well-controlled trial plus other confirmatory evidence, and a separate effort to give priority reviews to selected psychedelic drug developers.
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