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Potential questions of interest:

• How many and what type of studies have been 
conducted for the medicine in question?

• In what study population is the use of the medicine 
studies?

• What type of outcomes are studies for the specific 
medicine?

• What type of data sources are used in these studies?

Icons generated by ChatGPT
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Information on other medicines included in these studies (apixaban, 
rivaroxaban, etc)

What medical condition does the study involve – e.g. Atrial fibrillation

The scope of these studies - e.g., drug utilisation, comparative effectiveness or 
assessment of risk minimization
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The true added value

• Openly accessible protocols (and protocol amendments) which provide 
detailed protocol level information on specific study design choices

• Can provide more granularity information when compared to methods 
section of publications that are bound by limited word count

• Help informing decisions on study design, both in general but also when the 
aim is replication to allow for more valid comparisons between studies where 
we want to align methodologies at the cross-study level.
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An example …



https://catalogues.ema.europa.eu/catalogue-rwd-sources



Detailed description for the handling of 
drug exposure when using real world 
data

• How do we consider a patient having 
switched based on RWD use pattern?

• When do we consider a patient having 
discontinued use?



Detailed description for the handling of 
drug exposure when using real world 
data
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discontinued use?



The HMA EMA Catalogues provide a link between data sources 
and associated studies



• Information on what type 
of data is included in the 
data source (e.g., 
primary care, secondary 
care, hospitalisations)

• The catalogue does not 
provide direct access to 
the data source

• Contact information for 
the specific data source



When a data source has been identified – what could be 
the next steps

Make contact to confirm that the database is suitable to answer your research 
question

If deemed suitable, you will also want information regarding:
• The official application process for use of data (application forms, 

assessment by internal review board, timelines and estimated delivery)

• What type of documentation is needed for such an application (e.g. 
protocol, information about applicant and how the work is financed)

• How is the data delivered/accessed (can the data leave the country? 
Or is it accessed and analysed remotely through e.g., virtual desktop 
infrastructure)

• Are there any financial aspects that need to be covered

• Other requirements (e.g., comply with publication procedures)
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Useful from the perspective of …

Collaborations

Icons generated by ChatGPT

• Many of today’s clinical and regulatory questions 
require broader assessment that goes beyond the 
single country and/or a single data source

• The catalogues are useful to identify multiple data 
sources in a single country (outpatient, inpatient, 
registry) or from multiple countries

• They can be used to identify collaborators based on 
the needs of the specific research project 

• Currently goes beyond including only European 
studies and data sources
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But also importantly … 

Highly needed in our field to generate trust in the work we do.

• A central, well-structured infrastructure where researchers can pre-
register their studies

• Provides a registration number for use in manuscripts or funding 
proposals, making them findable

• Currently goes beyond only regulator mandated studies, or European 
studies 
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The catalogues are a valuable source when designing and understanding 
Real world data studies that assess effects of medicines

They can be used at the level of educating young researchers, for the 
individual researcher and also for global

They are a valuable tool that can support us researchers in complying with 
the current Open Science practices that are needed to support trust in our 
work

To conclude
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Email: H.Gardarsdottir@uu.nl
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