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Objective for today’s session

• Explore the true opportunities of AI for 

medicine development

• A healthy and realistic discussion about 

how AI can contribute in the coming years, 

and identify implications for regulation.
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Today’s speakers

• Dr. Pawel Widera - Research Associate, Interdisciplinary 
Computing and Complex BioSystems group at 
Newcastle University, UK

• Prof. Bram van Ginneken - Professor of Medical Image 
Analysis at Radboud University Medical Center, the 
Netherlands; chair of the Diagnostic Image Analysis 
Group

• Prof. dr. Kit Roes, Professor of Biostatistics at Radboud 
University/Radboudumc, chair of the Methodology work 
group at the College ter Beoordeling van 
Geneesmiddelen (Medicines Evaluation Board), and a 
member of the Biostatistics Working Party at the 
European Medicines Agency
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http://homepages.cs.ncl.ac.uk/pawel.widera/
https://www.ru.nl/english/people/ginneken-b-van/
https://www.linkedin.com/in/kit-roes-b7a5734/?originalSubdomain=nl
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Artificial intelligence
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Lygature’s Regulatory Innovation portfolio
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“We need to regulate 

AI before it becomes 

a danger to 

humanity”

- Elon Musk
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Opportunities for the use of AI in clinical 

development and regulatory affairs

Use of AI for identification of clinical activity in 
Phase II clinical trials

Extraction of data from unstructured documents

Automation of administrative work
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Assessment of inclusion/exclusion criteria in 
clinical trials using AI tools



The use of AI in clinical 

development and regulatory affairs

How to validate AI-based software that is constantly 
“learning”.

How to assess safety signals from new AI-based 
clinical endpoints.

How to organise the review of complex medical 
technologies which apply AI.

AI systems need data – who owns the patients’ data?
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