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AI: The Catalyst for a New Regulatory Era:

From chatbots to health clouds

—

AI is revolutionizing how we regulate 

and innovate. 

Joint EMA/HMA AI workplan 2028

EMANS Strategy to 2028

New Pharma legislation

Are we prepared 

to lead this change?
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European Medicines Regulatory Network 
Vision on AI is
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For a regulatory system harnessing 

the capabilities of AI for

Personal productivity, Process automation and Systems efficiency, 

Increased insights into data and strengthened decision-support 

for the Benefit of Public and Animal health.
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Journey so far…
2019

Creation of the Big 

Data Steering 

Group (BDSG) to 

interact and 

cooperate with the 

network

2021

Digital 

Acceleration 

Leadership Team 

(DALT) to oversee 

innovation project 

and novel technology

2022

Health Data Lab 

(HDL) is developed to 

leverage advanced 

analytics of health data

Publication of the 

HMA/EMA BDSG

Multi-annual AI 

workplan 

2023 - 2028

2020

Two Taskforces (TDA & 

TDT) were established to 

develop capabilities in the 

use of AI in data analytics 

and process analytics

2021

Digital 

Innovation Lab 

(DigiLab) as a 

framework to 

prioritise and 

explore innovation

2022

Launch of Digital 

Academy; the 

Agency's hub for 

digital awareness with 

an AI module

2022

Set up of the Cross Agency 

AI Coordination group

Set up the Data Analytics 

Platform (DAP) to provide the 

technical capabilities & IT 

infrastructure to scale up data 

analysis  

Set up of the 

Analytics Centre 

of Excellence 

(ACE) to explore 

how AI can 

support 

business needs

2020

2023

1st release of a Gen AI 

powered tool on Scientific & 

Regulatory data

(Scientific Explorer)

2024

EMA chairs the 

EU Agencies Network 

(EUAN) 

Working Group on AI

INFARMED Annual Symposium Zaide FRIAS - 20 Nov 24 



Classified as public by the European Medicines Agency 

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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Data

Transforming Science, Data, and Patient-Centric Care

Gene therapy/ cells and 

tissues based products

Digital health and

wearable technology

AI-Powered Personalised 

Health Solutions

AI for

Precision Medicine
AI-Optimised

Big Data Analytics
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Guidance, Policy and Product support

7

• Key activities include:

• Publication of the AI Reflection Paper (Final)

• Preparation for the AI Act

• Phased implementation of an AI Observatory
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Opportunities for interaction with EMA/EU Network

Scientific 
Advice / 
Protocol 

Assistance

SME Office

Reg assistance, 
SME Briefing 

Meeting,
SME incentives

Innovation Task 
Force (ITF)

&
EU Innovation 

Network
&

Quality 
Innovation Group 

(QIG)

ATMP 
Classification
& Certification

Orphan Drug 
Designation

Qualification of 
novel 

methodologies

PRIority
MEdicines
(PRIME

designation)

Dedicated entry point

SME office

SME@ema.europa.eu

Academia entry point

Academia@ema.europa.eu

Procedural and 
scientific guidance 
SME user guide, 

Newsletter, EPARs

HTA

EU Health 
Technology 
Assessment 

(HTA)

Peadiatric
Investigation 

Plan (PIP)

MAA 
Pre-Submission 

of MAA

Support of AI-driven innovation
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Unlocking the Power of Knowledge Mining and Analytics

Novel enabling 

technology development

Utilisation for 

Regulatory purposes

Knowledge mining

Human

productivity

Network-wide

Analytics capabilities
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Tools and Technology

10

• Key activities include:

• Roll-out of ‘knowledge mining tools’ for the EU 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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AI Experimentation at EMA

Confidential 
data
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Experimentation

• Key activities include:

• First workplan experimentation cycle

• Technical deep dives

• Publication of network AI research roadmap and priorities
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MADRID 

AI Experimentation at EU Network (presented to BDSG)

INFARMED Annual Symposium Zaide FRIAS - 20 Nov 24 13



Classified as public by the European Medicines Agency 

Building Digital Foundations for an AI-Driven World

AI literacy is the cornerstone 

of progress

EU Network Training Center

BDSG Data Science Curriculum

Digital academy

AI Masterclass
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Collaboration and change management

15

• Key activities include:

• Publication of Digital Academy modules

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

• EU Agencies Community on AI (EUAN)    
chaired by EMA

• International collaboration

• AI public workshops
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EU NTC training catalogue
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Digital, AI and Big Data training offers
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▪ Short, interactive micro-learning modules

▪ Focus on examples and illustrations

▪ Access to resources for continued learning 

▪ Developed in-house in collaboration with EMA and 
network colleagues 

Our training catalogue: expanding our scope to digital

Developing 
a Digital 
Mindset

Digital 
Wellbeing

Design 
Thinking

Lean

Agile
Cloud 

Computing

AI

Data 
Literacy

Robotic 
Process 

Automation

The Digital Academy: creating digital awareness and a starting point to develop digital skills

Protecting 
Personal 

Data

Some of our Digital Academy modules
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Need to widen the collaboration horizon

to harness the power of AI

With:

• EU Regulatory authorities/Agencies

• Academics

• Patient advocacy and Healthcare 

professionals

• International collaboration

• Industry

• Technology disruptors
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Thank you for your attention!!!

Zaide FRIAS

Head of Digital Business Transformation 

Task Force


