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October 27, 2025

Stacy Murphy, Deputy Chief Operations Officer/Security Officer
Ashley Lin, Strategic Coordinator
White House Office of Science and Technology Policy (OSTP)

RE: RFI: Regulatory Reform on Artificial Intelligence [Docket ID number OSTP-TECH-2025-0067]
Dear Ms. Murphy and Ms. Lin,

Founded in 2001, the Association of Clinical Research Organizations (ACRO) is a non-profit trade association
representing the world’s leading clinical research and technology organizations, which provide specialized
services that are integral to the development of drugs, biologics and medical devices that enable patients to
live longer, healthier, and more productive lives. ACRO members provide a wide range of services

and digital technologies across the entire spectrum of development—from pre-clinical, proof of concept, and
first in human studies through post-approval, pharmacovigilance, and health data research. ACRO member
companies employ nearly 400,000 people worldwide and conduct research in every global region.

Regulatory agencies around the globe are currently grappling with the complex challenges of designing
regulatory regimes for the use of Al in clinical research that foster patient safety, data integrity, and high
evidentiary standards — without stifling innovation. FDA's scientific expertise and forward leadership have
enabled it to blaze a globally influential path by issuing its draft guidance on Considerations for the Use of
Artificial Intelligence to Support Regulatory Decision-Making for Drug and Biological Products.

Industry welcomed the release of this draft guidance and its embrace of a risk-based, flexible, and pragmatic
approach to Al oversight. This FDA draft guidance is being studied by regulators around the globe as they
work on their own regulatory frameworks for Al. ACRO’s comment letter to the FDA on the draft guidance is
attached here and can be found on the ACRO website here.

Biomedical innovation and investment abhor a vacuum. Industry can be cautious and risk averse about the
adoption of innovative approaches to clinical research. Guidance documents help de-risk the expensive,
lengthy drug development process by providing transparency into the FDA’s current, best thinking. Guidance
documents strike a balance between restrictive, legally binding regulations, on the one hand, and a
regulatory void (which creates uncertainty, unpredictability, and instability), on the other. Because of their
legally non-binding status — providing recommendations that enable flexibility — guidance documents foster a
nimble, agile approach to drug development and provide a stable, predictable business environment where
drug developers can make business decisions with confidence. The FDA draft guidance on Considerations for
the Use of Artificial Intelligence to Support Regulatory Decision-Making for Drug and Biological Products is an
essential tool in providing industry with a flexible, risk-based, and pragmatic framework — enabling and
facilitating the use of Al in clinical research.

We urge the expeditious finalization of this draft guidance.
Respectfully submitted,

Karen Noonan
Senior Vice President, Global Regulatory Policy



https://www.acrohealth.org/wp-content/uploads/2025/04/ACRO-FINAL-Comment-to-FDA-on-AI-04-04-25.pdf

