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Disclosure of interest
• I have been part of advisory boards on topics not related to this 

presentation and organized by several pharmaceutical companies on 
topic not related to this presentation;

• As scientific leader of an academic  pharmacoepi team I have been 
coordinating observational studies on medicines which have been 
funded by several pharmaceutical companies to University of 
Messina the and the spin-off INSPIRE (e.g. Amgen, Novartis, 
AstraZeneca, Daiichi Sankyo, IBSA);

• In the last 5 years I have been scientific coordinator of a Master 
program at UNIME, which received unconditional grant from several
pharmaceutical companies.
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Presenter
Presentation Notes
Several studies explored the EU PAS register to analyse characteristics of post-authorisation studies (PASs) in Europe;
A part from two recently published papers investigating specifically studies that evaluated effectiveness of RMMs, the last publication exploring general characteristics of studies in the EU PAS register analyzed studies registered until Oct 2016;
A large number of studies have been registered in the EU PAS register in the last three years;
Aim of this work was to update the revision of the characteristics of PASs in the EU PAS register with special interest on multiple database studies (MDSs).
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Development of data 
collection form for 

transferring key 
information from EU PAS 

register into the analytical 
dataset 

Distribution of studies 
across 14 centres for  
completion of data 

collection form with 
information from 1,426 

studies from EU PAS 
register inception up to 31 

December 2018

Quality check, re-
evaluation and descriptive 
analysis of collected data

For key variables, 
independent validation of 
random sample of studies 
and inter-rater agreement 

analysis

Stepwise approach from EU-PAS register data collection to 
analysis
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Inter-rater
agreement analysis

Fair agreement (k= 0.21-0.40)

Moderate agreement (k= 0.41-0.60)

Substantial agreement (k= 0.61-0.80)



Classified as internal/staff & contractors by the European Medicines Agency 

Flowchart of studies registered in the EU PAS register till Dec 2018
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*

* Multiple options are possible

*
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Characteristics of studies based on secondary use of existing healthcare data (± primary data collection)
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Factors associated to the registration of MDSs vs non-MDSs among observational 
studies based on secondary use of already existing healthcare data

* EU RMP 1: EU risk management plan 1 (imposed as condition of marketing authorisation); EU RMP 2: EU risk management plan 2 (specific obligation 
of marketing authorisation);  EU RMP 3: EU risk management plan 3 (required)



Classified as internal/staff & contractors by the European Medicines Agency 



Classified as internal/staff & contractors by the European Medicines Agency 

Conclusions

• Assessing the studies registered in the EU PAS register requires multidisciplinary and 
advanced expertise;

• Availability of protocols is essential for correct interpretation of the studies and 
rapidly sharing methodological approaches (e.g. COVID-19);

• A large number of studies are based on primary data collection, without any
comparator and just descriptive;

• In general, pharmaceutical companies are the main sponsor, irrespective of whether 
the studies are imposed by regulatory agencies;

• Number of MDSs is increasing and assessing their impact in relation to the adopted 
methodological strategies may inform regulatory agencies as well as scientifc 
community.
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