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The EU PAS Register®, European Union Electronic Register of Post-Authorisation Studies, is a publicly available 
register of non-interventional post-authorisation studies (PAS).

The Register has a focus on observational research, and its purpose is to:

Reduce publication bias

Promote the exchange of information and facilitate collaboration among
stakeholders, including academia, sponsors and regulatory bodies

Ensure compliance with EU pharmacovigilance legislation requirements

Increase transparency

EU PAS Register Rebuild - Catalogues of Observational Studies 

The EU PAS Register 
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Information on post-authorisation efficacy studies (PAES) that are outside the scope of the Clinical Trials Regulation 
should also be entered in the EU PAS Register to support transparency on post-authorisation efficacy studies 
(PAES), whether they are initiated, managed or financed by a MAH voluntarily or pursuant to an obligation.
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E Annex III of the Commission Implementing Regulation (EU) No 520/2012 further specifies that the final report of 
imposed non-interventional PASS must provide the date of making it public (in EU PAS Register).

EU pharmacovigilance legislation requires (EMA) to make public the protocols and abstracts of results of non-
interventional post-authorisation safety studies (PASS) imposed as an obligation of marketing authorisation by a 
competent authority in accordance with Article 10 or 10a of Regulation (EC) No 726/2004 or with Articles 21a or 
22a of Directive 2001/83/EC. 

PASS initiated, managed or financed voluntarily by a marketing authorisation holder and which are required in a Risk 
Management Plan (RMP) should also be entered into the EU PAS Register to support the same level of 
transparency. 

The Scope of the EU PAS Register 
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Background – need for change

 ENCePP Resources Database and the EU PAS register® were initially set up in 2010 to promote exchange 

of information on observational research among stakeholders (including academia, sponsors and 

regulatory bodies)

 The current system was launched based on the relevant technical requirements identified at that time, 

however has limitations that do not allow to address current needs

 The new EU pharmacovigilance legislation that came into force in 2012 made it mandatory for MAHs to 

register PASS imposed as a legal obligation by regulators (RMP category 1 and category 2 studies) and 

for EMA to make public in a portal the protocol and an abstract of the study results of these studies 

 Subsequently the EU Good pharmacovigilance practices Module VIII recommended to register all other 

PASS included in the RMP (RMP category 3 studies)

 Only a limited number of upgrades could be made since 2012
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Draft Good practice guide provides details and use cases 
on how the catalogue can be used in this respect

Support the assessment of study protocols and study 
results by providing quick access to information on the 
suitability of data source(s) proposed to be used in the study 
protocol or referred to in the study report

The study catalogue and the data sources catalogue will 
be linked with possibility to view information about data 
sources used in the study and vice versa

Key features – linked catalogues (1/5)
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Key features – search (2/5)
• Possibility to search information: search for studies using various filters e.g. scope of study (e.g. safety, effectiveness), whether required by a

regulator, RMP category, study status (planned, ongoing, finalized)
• Integrated search of studies and data sources
• Possibility to filter, sort and export search results in csv (including all fields of a study record)
• Integration with EMA website content: studies will be visible in the relevant medicines overview page in the EMA website (connection to 

summary of RMP, EPAR, PI) - this feature will be released after go-live in a second phase
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Possibility to export information: 
export of study records in PDF 
form and documents stored within 
a record e.g. study protocol

Key features – export (3/5)
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Key features – workflow (4/5)

• User registration and 
login: EU login 
authentication service of the 
EC

• The approval/rejection of 
data will trigger e-mail 
notifications to user 
submitting data (i.e. the 
EMA administration 
functions) 

• Notifications will also 
prompt users to update 
their records 
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Content owners will be able to add collaborators, who will be able to edit the records

Key features – collaboration (5/5)
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Context – studies catalogue in the wider project scope

Finalised list published (EMA website)

A pilot study (MINERVA) was conducted by a consortium including 16 
organisations from 9 countries to propose an initial set of metadata 
elements to be collected

• The consortium conducted interviews and collected information from 
multiple key stakeholders (e.g.: FDA Sentinel, CNODES, EHDEN/OHDSI, 
AsPEN, Aetion, Fairplus) to build on an initial proposal of data elements to 
collect

A metadata stakeholder workshop was organised in April 2021 to further 
refine the proposal and collect further feedback

Two dedicated surveys were launched:
• (initial) open to ENCePP community
• (follow-up) Industry, ISPOR/ISPE, international regulators

Webinar involving TEHDAS, NCA representatives (via EUNDB, BDSG)
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Study | Administrative Details
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Study | Data Management
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Study | Methodological Aspects
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Type of data collected (additional to studies data)

Data Sources

Studies

Metadata containing the details of the data 
source (e.g. data source countries, data 
elements collected, etc.)

Metadata describing any contributor to the 
catalogue, their role and expertise (institution 
country, etc.)

Metadata describing networks/consortia linking 
to institutions and studies in the catalogue 
(network name, website, etc.)

Metadata describing studies conducted using 
data sources described in the catalogue

EU PAS Register

Networks

Institutions 
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Context – studies catalogue in the wider project scope

EU PAS Register Rebuild - Catalogues of Observational Studies 
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The EU PAS will move from the current ENCePP website to EMA website

• The current ENCePP website will also be re-built
• Re-direct of weblinks will happen automatically
• Information on PASS studies to be integrated with other published product documentation

The information collected on studies is re-organised, expanded and linked with the information on data source
The current login will change to a two-factor authentication (this is for user submitting or managing data)

Existing studies data will be migrated to the new website

A downtime of 2-3 weeks will be needed for the switch between system 

• Communication with exact dates will follow – likely early 2024

An EMA validation will occur in the backend before publication

All validated study information remains freely available to any website visitor

Summary – Upcoming Changes


