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REGULATORY SCIENCE: THE RISK ASSESSMENT PROCESS

MANDATE
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Business cases

Think big

Start small

Little parts of the process that can be automated using AI/ML
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The RA process: PLAN
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The RA process: DO
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The evolution of Systematic Review
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The 
Guidance

Systematic 
review 2010

The 
Implementation 
Framework

Methodological 
approaches in 
evidence use

2014-

The Process 
Integration

Quality PDCA cycle

2018-

End to End science

2019-

The Process 
Digitalisation

Customer 
Relationship and 
Business process 
management

2021-

The future

Robotic Process 
Automation

2020-2027

The evolution 
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Activities in Systematic Reviews

Question Formulation and Protocol 
Development

Searching for Studies

Selecting Studies for Inclusion

Collecting Data from included studies

Appraisal Individual Studies

Synthesizing Data

Interpreting result and drawing conclusions in 
light of the identified uncertainties

Presenting data and results

AI Tool for Abstract 
Screening: replace 
one out of two 
human experts

a) AI Tool for Data 
Extraction using 
Named Entity 
Recognition (with 
US-EPA)

b) Build an EFSA 
Ontology deriving 
EFSA historical 
data from 
DistillerSR

Topic modelling
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MANDATE

The RA process: EXPERTISE
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Identification of expertise

Staff
Domain Experts
Risk assessment experts
Hearing experts
Institutional expertise
Partners
Contractors
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MANDATE

The RA process: ENGAGE

Crowdsourcing/citizen science

Consultations, 
workshops,…
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MANDATE

The RA process: Preparedness

Fit methods
Access to the latest data
Big data
Forecasting
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MANDATE

The RA process: Knowledge management
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▪ Is there a role for AI in regulatory science?

▪Are we ready?

To conclude
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▪EU Regulatory framework proposal on Artificial 
Intelligence

▪ Adequate risk assessment and mitigation systems;

▪ High quality of the datasets feeding the system to minimise risks and discriminatory 
outcomes;

▪ Logging of activity to ensure traceability of results

▪ Detailed documentation providing all information necessary on the system and its purpose for 
authorities to assess its compliance;

▪ Clear and adequate information to the user;

▪ Appropriate human oversight measures to minimise risk;

▪ High level of robustness, security and accuracy.

To conclude
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AI virtual community
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Thank you!
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