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Attendance

« In person: 80 in person attendees
- Remote participation:
o 20 Nov:
- Webex unique logins 304
— Broadcast unique logins 1666
o 21 Nov:
- Webex unique logins 303

- Broadcast unique logins 1262
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Key workshop topics

« Spotlight talks: patient representatives sharing lived experiences with Al tools and
how these tools have supported them

« Regulator Al tools: showcasing Al solutions that support regulatory decision-making
across the medicines lifecycle

« Industry Al use cases: how pharmaceutical stakeholders are using Al to generate
evidence and improve development and safety processes

« Regulating Al: updates and perspectives on the evolving regulatory guidance
« Enabling responsible innovation: incl. ethics, and research priorities for trustworthy Al

« Executing the Data & AI Workplan: progress updates, stakeholder input, and priority
actions for 2026

Framing: We're all in this together
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What matters most for patients and
healthcare professionals

« AI tools improving patient information and empowerment
« LUPUS GPT:

« Co-created by patient organisations and clinicians to provide accurate, empathetic, and
safe health information in 100 languages.

« Built on carefully selected medical sources; no personal data stored.

« Helps patients better understand their condition and treatment options, improving shared
decision-making.

« AI helping match patients to clinical trials
o TrialGPT:

— Developed to help patients and families find relevant clinical trials more easily. Users
upload medical information to receive tailored matches.

- Simplifies complex trial texts, clarifies inclusion/exclusion criteria, and can even draft an
email to trial coordinators.
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Proposed priorities for 2026 Workplan

« International harmonisation: advance global regulatory convergence (e.g., EMA-FDA
collaboration on Good Al Practice).

« Regulatory guidance: accelerate development of clear, transparent guidance for Al
developers and users.

« Regulatory sandboxes: explore Al sandboxes to safely test innovative solutions under
regulatory oversight.
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EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH

Thank you

luis.pinheiro@ema.europa.eu

Follow us


https://www.linkedin.com/company/european-medicines-agency/
https://www.youtube.com/user/emainfo
https://www.instagram.com/onehealth_eu/
https://bsky.app/profile/ema.europa.eu
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