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Background

• Long history of work on AI in the EMRN

• In 2020 EMA establishes two taskforces:

– Digital Business Transformation Taskforce
– Data Analytics and Methods Taskforce

• AI public workshops in 2021 and 2023

• Adoption of AI multi-annual workplan by EMA 
Management Board in December 2023.
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AI Workplan to 2028

• The AI Workplan to 2028 was developed in collaboration with the Network and 
stakeholders

• The drafting was informed by:
– BDSG discussions in September/October 2023 where national and EMA initiatives were 

presented
– Feedback from stakeholders at AI Workshop on 20/21 November 2023

• The AI workplan was endorsed by HMA and EMA MB in December 2023

• Given the rapid evolution in this field, the AI workplan implementation and maintenance 
will be overseen by the BDSG, with regular update to HMA and EMA MB
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Multi-annual AI workplan 2023-2028

Q1 Q2 Q3 Q4Q1 Q2 Q3 Q4Q1 Q2 Q3 Q4Q1 Q2 Q3 Q4Q3 Q4

Continued support to the evaluation of AI in medicines lifecycle

Events Timeframe

2024 20272026

Guidance, 
policy and 
product support

Tools & 
technologies

Collaboration 
and change 
management

Experimentation

Consult on 
AI RP

Revise AI RP, 
with MWP

Develop AI Guidance in Medicines Lifecycle, with MWP, including domain-specific guidance, e.g., Pharmacovigilance

Preparations to support the implementation of the AI Act

Establish an Observatory, including horizon scanning

Publish Guiding principles on use of LLMs for EMRN

Full compliance with data protection legislation
Build and deliver a knowledge mining and communication support roadmaps

Deploy and monitor the use of LLMs for internal regulatory use, specifically on office productivity

Survey EMRN 
capability to analyse

Publish AI Tools policy on open and collaborative AI development for EMRN

Collaborate with network to enhance network-wide analytics capability

International collaborations, including ICMRA
EU collaborations, including AI Inter-Agency Community, EU Devices sector and Academia

Stakeholder communications on Artificial Intelligence
AI public 
workshop

EMRN Masterclass 
on AI, with ESEC

AI public 
workshop

EMRN Codefest/
Hackathon

AI public 
workshop

Experimentation cycles
Publish Internal Guiding 
Principles for Responsible AI 
for internal use, with ESEC

Publish AI network 
research priorities 
roadmap

HMA/EMA AI technical deep dive

Deliver Digital Academy offering and BDSG Data Science curriculum through EU NTC framework
MWP ESEC SIA on AI and network collaboration model for AI applications

2023

2024 202720262023

EMRN Masterclass 
on AI, with ESEC

AI public 
workshop

AI public 
workshop

2025

Research priorities experimentation cycles

HMA/EMA AI 
technical deep dive

Revise AI network 
research priorities 
roadmap
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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


Classified as public by the European Medicines Agency 

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 include:

• Publication of Digital Academy modules including AI and Digital Literacy

• Phased roll-out of BDSG Data Science curriculum through EU NTC

• EU Agencies Community on AI, chaired by EMA

• International collaboration

• Annual public workshops
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Developing a 
Digital Mindset

Digital 
Wellbeing

Design 
Thinking

Lean Agile Cloud 
Computing

Robotic 
Process 

Automation

UX / UI  
Usability 
Design

AI

Process 
Mining

Data 
Literacy

Communic
ating 

Digitally

Collaborati
ng 

Digitally

Keeping 
Data Safe

Protecting 
Personal 

Data

Leading 
Digitally

Available modules

Upcoming modules

EU NTC - Digital Academy
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AI learning collection

AI Intro module

Upcoming:
 Continuously expanding learning resources on AI
 Q3 2024 – Digital Academy module on Data Literacy 

Digital Academy module and learning collection on AI
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EU Agencies (EUAN) AI Virtual Community

 Foster knowledge, learning and best practices sharing between 
Community members to increase the overall AI maturity level of 
EU Agencies and Members States

  Leverage the EU Agencies network to increase synergies and 
reuse between Community members

 Develop and share common initiatives, experiences and projects 
through concrete AI use cases that can be beneficial to the 
stakeholders

Our Objectives

What are the benefits?

 Access to the enriched EU AI knowledge network, now linked 
with the EUAN as a Working Group on AI, offering collaboration 
opportunities with other EU Agencies and bodies

 Participate in relevant virtual EUAN AI events and collaborative 
working sessions

 Connect with prominent AI stakeholders in the EU
 Explore AI use cases with EU Agencies
 Receive the latest AI news and updates through EUAN channels

Non-exhaustive list 

Chaired by EMA
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Experimentation

• Key activities will include:

• First workplan experimentation cycle

• Technical deep dives

• Publication of network AI research roadmap and priorities
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Examples of activities of AI experimentation and use at NCAs and EMA discussed at BDSG 

MADRID 
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Any questions?

Official address  Domenico Scarlattilaan 6  ●  1083 HS Amsterdam  ●  The Netherlands
Telephone +31 (0)88 781 6000
Send us a question  Go to www.ema.europa.eu/contact

Follow us on    @EMA_News
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