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Agenda

✓ What we have done so far

✓ Ongoing work

✓ Proposal for inclusion in the ENCePP Workplan 2023-2025 - Working Group 3
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Major achievements - 1
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Major achievements - 2
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a. Differences across countries in the conduct of various types of observational 

studies registered in EU-PAS

b. Regulatory outcomes of registered PASs using distributed database networks

c. Overview of studies of paediatric populations registered in EU-PAS register

Ongoing work
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❖ Support in the revision of the structure and functionalities of the EU-PAS 
register and inventory of database (liaison with Darwin-EU?)

❖ Analysis of the studies included in the EU-PAS register with the final goal to 
explore better options for: a) the identification of key information for the 
conduct of observational studies exploring specific research questions and b) 
the linkage with other relevant repositories (e.g. PRAC minutes)

❖ Comparison of EU-PAS register with other observational study register (e.g. 
clinicaltrials.gov) to explore consistency of information collected

❖ Liaison with ISOP Big Data and RWE SIG to better explore the role of distributed 
database networks in the context of signal management and especially of signal 
detection

Proposal for inclusion in the ENCePP Workplan 2023-2025 - Working Group 3
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Thank you and thanks to all the members of WG3!
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