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Achievements of WG3 in the years 2020-2023
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Proposal for inclusion in the ENCePP Workplan 2023-2025 - WG3

❖ Once it will go alive, further revision of the structure and functionalities of the EMA catalogues
RWD sources and non-interventional studies (former ENCePP Resource Database and EU PAS
Register)

❖ Analysis of the studies included in the non-interventional studies 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 EMA catalogues 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
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• Secondary use of data in observational studies and its relationship with 

economic development of the countries: a study based on the analysis 

of EU PAS Register

• Regulatory outcomes of Non-interventional Post Authorisation Safety 

Studies (PASS): a review of publicly available information

• Post-Authorisation Studies in Paediatric population: data from the EU-

PAS registry

ENCePP WG3 – Ongoing articles
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Status: Submitted to Pharmacoepidemiology and Drug Safety on 11th October 2023

AIMS:

• To describe the extent of secondary use of data in observational studies registered in the EU

PAS Register from November 2010 to December 2018, conducted in Europe, United States

and Canada;

• To evaluate possible predictors of their use, such as economic factors and healthcare system

performance at the country level.

Secondary use of data in observational studies and its relationship with economic

development of the countries: a study based on the analysis of EU PAS Register (1)
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Studies based on secondary use of data, n 698

Data source - country, n (%)

US & Canada 154 (22.1) 

European country 317 (45.4)

From >1 European countries 185 (26.5)

From both US/Canada and European countries 42 (6.0)

Scope, n (%)

Risk assessment 373 (53.4)

Drug utilization 268 (38.4)

Effectiveness evaluation 153 (21.9)

Disease epidemiology 118 (16.9)

Descriptive analysis of the observational studies based on secondary use of data

Secondary use of data in observational studies and its relationship with economic

development of the countries: a study based on the analysis of EU PAS Register (2)
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Secondary use of data in observational studies and its relationship with economic

development of the countries: a study based on the analysis of EU PAS Register (3)

Type of secondary data used

in studies conducted in

Europe and included in the

EU PAS register
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Status: Currently drafting the manuscript

Regulatory outcomes of studies requested by Regulators (1)

AIM: to describe the regulatory outcomes of completed PASS (multiple database studies vs

non- multiple database studies) registered in the EU PAS Register and requested by the

Regulators, by using publicly available information from the EMA website
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Data Collection Process

EU PAS 

Register

PRAC Meeting 

Minutes

EMA Procedural 

steps doc/ referral 

document

EUPAS no. EMA Ref no.

Retrieve identifiers and study 

characteristics:

• Study title

• Study type 

• Objectives

• Protocol/Project number

• Study acronym

• EMA Procedure number

• Study drug

A B C

Using the identifiers from A) search 

the studies:

• Is there any PRAC review 

avaiable?

• Which study identifiers are used?

Using the identifiers from A) or B) 

search the studies:

• Has Regulatory Outcome available?

• Which study identifiers are used?

• What is the Regulatory Outcome?

Regulatory outcomes of studies requested by Regulators (2)
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Update of Safety concerns

Implementation of additional Pharmacovigilance Activities

Other

Removal from list of additional monitoring

Change in PL and section

Update of Annex II

Update of RMMs or Implementation/Reinforcement of a…

Change in SmPC and section

Removal of PASS commitment

Benefit-risk unchanged

Update of RMP

MDS Certain MDS Possible Non-MDS Certain Non-MDS Possible

Regulatory outcomes of studies requested by Regulators (3)

Regulatory outcomes of multidatabase and non-multi-database studies
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the possible impact of the recent 
regulatory initiatives in promoting 
the clinical research in this 
population

1. 
Assess

the epidemiological research 
framework in this population, 
considering the different class of 
ages and identifying the still 
uncovered therapeutic areas for 
each of them

2. 
Describ

e

the impact of the finalised PASS on 
the regulatory actions taken on the 
specific drug (in terms of 
marketing/SmPC changes)

3. 
Evaluate

✓ Study promoted by pharmaceutical company,
regulatory drug agency, academy

✓ Start of the study based on imposed condition of
marketing authorization or on voluntary basis by the
marketing holder

✓ Age-category according ICH
✓ Disease under study
✓ Study medicine

✓ Changes in the regulatory actions
✓ Evidence in paediatric population 

Post-Authorisation Studies in Paediatric population: data from the 
EU-PAS registry

A new data extraction has been carried out and analyses will be updated accordingly
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Thank you and thanks to all the WG3 members!
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