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The promise of AI

Greater efficiency/ 
productivity

Reduce error Expose data Expand insights

• Automate processes
• Address scalability 

issues
• Leverage personal 

assistants (chatbots)
Do more things, faster

• Facilitate access to 
information

• Reduce human 
cognitive load
Provide information at 
the fingertip

• Transform text data 
into structured data

• Reduce dimensionality 
of data

• Imputation of missing 
data
Structure and 
summarise information

• Probabilistic 
phenotyping 

• Synthetic control 
arms

• Clinical prediction 
modelling

• Confounding 
adjustment

• Digital endpoints
• Heterogeneity of 

treatment effects
Predict probability of 
events
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Generative AI | Specific Generative AI use cases

Coding
• Statistical programming (LLMs stand out because it is more 

structured than natural language)

Data Summary and Extraction
• Summarize text data and extract information (e.g., Scientific 

Explorer) (data provided)

Data Analysis / Troubleshooting
• Interpret simple data sets and generate visuals (charts, 

presentations)

Research and structuring of 
information

• Access and structure of available information (questions only, no 
data provided)
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The EMRN vision for AI is for a regulatory 
system leveraging AI to harness systems 
efficiency, increased insights into data and 
strengthened decision-making, for the 
benefit of public and animal health. 





European Medicines Regulatory Network
AI Drivers

Regulate AI in the medicine 
lifecycle

Process analytics Healthcare analytics

Trustworthy AI for Tomorrow’s Medicines



Network Data Steering Group – unlocking value of data

Support to New Pharma 
Legislation, EHDS2 and 

AI Act

EMRN data strategy, incl. 
data standardisation 

strategy, data quality and 
cataloguing

EMRN data analytics 
strategy, incl. 

strengthening network 
capabilities 

Artificial 
intelligence

Medicines master data 
implementation - 

EHDS1 as priority use case

Continue ongoing initiatives 
of DARWIN EU® and 

clinical study raw data 

Communication Training and 
guidance

Stakeholder 
engagement

Change 
management

Strategy and  
governance

Data analytics, 
interoperability 

and AI

Key priorities 2025
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The NDSG workplan is organised in six workstreams
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Key pillars

Guidance, policy and product 
support

Continuous support to products. 
Development of appropriate guidance 
for the use of AI in the lifecycle of a 
medicine. Implementation of the EU 
AI Act.

Tools & technologies

Identify and provide frameworks 
across the network to use AI tools to 
increase efficiency, enhance 
understanding and analysis of data 
and support decision-making. 

Collaboration and change 
management

Initiatives designed to continuously 
develop capacity and capability of the 
network, partners and stakeholders 
to keep ahead of the evolving field of 
AI.

Experimentation

Ensure a structured approach to 
experimentation across the network 
to accelerate learning and gain new 
insights.

Trustworthy AI for Tomorrow’s Medicines



AI Workstream

Initiated in 2023 under Big 
Data Steering Group

Revised in 2025 under 
Network Data Steering 
Group
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Key initiatives
AI Reflection Paper
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Key initiatives
Guiding principles on the use of LLMs
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Key initiatives
Health Data Lab experimentation
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Literature

TrackingEudraVigilance

Literature

ICSRs

MAHs - NCAs

Signal detection

SmPCs

Prioritisation & 
review

eRMRs

Literature screening for 
ICSRs

Literature screening for 
Signals

Extraction of ADR data 
from SPCs

Learning from historical 
signal reviews



Trusted medicines 
by unlocking the 
value of data

NDSG Vision
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