
An agency of the European Union

EU Big Data Stakeholder Forum 2023

04 December 2023

Session 4: Regulatory preparedness on Artificial Intelligence: AI workplan

Presented by Gabriel Westman
MPA, BDSG member



Classified as public by the European Medicines Agency 

AI Workplan to 2028

• The AI Workplan to 2028 has been developed in collaboration with the network and 
stakeholders.

• The drafting has been informed by BDSG discussions and feedback from stakeholders at 
AI Workshop on 20/21 November 2023.

• The AI workplan will be published in 2024,
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AI Workplan to 2028
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Guidance, Policy and Product support
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• Key activities will include:

• Publication of the AI Reflection Paper (public consultation until 31 Dec. 
2023)

• Preparation for the AI Act

• Phased implementation of an AI Observatory

https://www.ema.europa.eu/en/news/reflection-paper-use-artificial-intelligence-lifecycle-medicines
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Tools and Technology
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• Key activities will include:

• Roll-out of knowledge mining tools for the Network

• Phased roll-out and monitoring of LLMs and related chatbots as personal assistants

• Survey of the network on capability to analyse data

• Publication of the AI tools policy for the EMRN
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Collaboration and change management
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• Key activities will include:

• Publication of additional Digital Academy content on AI and Data Analytics

• Phased roll-out of BDSG Data Science curriculum

• Annual public workshops
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Experimentation

• Key activities will include:

• First workplan experimentation cycle

• Technical deep dives

• Publication of network AI research roadmap and priorities

• See next slides on example of AI experimentation and use at NCAs and EMA
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Examples of activities of AI experimentation and use at NCAs and EMA discussed at BDSG 

MADRID 

Launch of AI module 
in the Digital Academy
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More information

8

Big Data 

Clinical Trials and ACT EU

EMA events

Big Data Highlights

(subscribe at: bigdata@ema.europa.eu)

Clinical Trials Highlights

https://www.ema.europa.eu/en/about-us/how-we-work/big-data#hma/ema-big-data-steering-group-section
https://www.ema.europa.eu/en/human-regulatory/research-development/clinical-trials-human-medicines#accelerating-clinical-trials-in-the-eu-(act-eu)-section
https://twitter.com/EMA_News?ref_src=twsrc%5Egoogle%7Ctwcamp%5Eserp%7Ctwgr%5Eauthor
https://www.linkedin.com/company/european-medicines-agency/
https://www.ema.europa.eu/en/search/search/ema_editorial_content/ema_event?sort=field_ema_computed_date_field&order=desc
https://www.ema.europa.eu/en/about-us/how-we-work/big-data#progress-updates-section
mailto:bigdata@ema.europa.eu
https://www.ema.europa.eu/en/news-events/publications/newsletters#clinical-trials-highlights-section
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Thank you for listening

Further information
See websites for contact details 

Heads of Medicines Agencies www.hma.eu 
European Medicines Agency www.ema.europa.eu  
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