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How can we utilize the large and rich 
documents that are the EPAR?
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EPAR uncertainties

Jcovden (previously COVID-19 Vaccine Janssen)

Aim of the study:
- What makes an 

uncertainty section?
- What is said in 

uncertainty sections?

- Can we harmonize text 
used in the sections?



EPAR – Where are the uncertainty sections?
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EPAR – How long are the sections?
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EPAR – How long are the sections?
based on rapporteur country
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AI analysis

Each dot is a sentence
(+- 15.000 sentences)
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AI analysis

Each dot is a sentence
(+- 15.000 sentences)
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Example group:
Reference to SmPC 

(40+ unique ways to reference)
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Example group:
Age

24 relevant groups
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 Bonus  EPAR use case: 
Finding a study cohort using EPARs

Finding a Cohort

- Usage of AI models
- Drug repurposing (C.I.6.a)
- Usage of advisory groups
- Lipid Nano Particles (LNP)
- Progressive multifocal leukoencephalopathy (PML)



EMRD
Release 2025
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Conclusion -  EPARs as a Data Source

- Basic AI/NLP methods make large-scale analysis feasible and scalable.

- Significant variation across reports — domain knowledge is essential for interpretation.

- High potential to support regulatory and scientific research.
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