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Transparency: EU PAS Register

w g D European Network of Centres
for Pharmacoepidemiology and Pharmacovigilance
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Home > EU PAS Register

ENCePP Documents

Training in PhEpi and PV The European Union electronic Register of Post-Authorisation

Studies (EU PAS Register)

On this page you can register {or resume a draft application for) a new study, update existing study
records or search the EU PAS Register.

Code of Conduct
Standards & Guidances
ENCePP Study Seal

Public C - To register a new study please click on 'Add Study’ below:
SUNC ORIAOnN (If this is a study related to the coronavirus pandemic, please include the text COVID-19 in the study

Glossary of terms title)

Resources Database

Partners forum
To resume a draft application saved previously (but not submitted yet) or to amend and re-submit a
previously rejected application, please follow the link:

EU PAS Register Resume Draft/Rejected application.

About EU PAS Register To update an existing study record please click on 'Edit Study' below:

To search for registered studies, please click on 'Search’ below:

For assistance please contact us at: EU_PAS_Register@ema.europa.eu

© 1995-2021 European Medicines Agency | Contact Us | Privacy Policy | Admin Login | Disclaimer

For the UK, as from 1.1.2021, EU Law applies only to the territory of Northern Ireland (NI) to the extent foreseen in the Protocol on Ireland/NI

o EUROPEAN MEDICINES AGENCY H

Version: 4.4.2.0
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Transparency: ENCePP Resources Database

w ﬂ D European Network of Centres
for Pharmacoepidemiology and Pharmacovigilance
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Home = Resources Database

About Us

ENCePP Documents
ENCePP Resources Database

The Resource Database is an electronic index of available EU research organisations, networks and data
sources, including patient registries, in the fields of pharmacoepidemioclogy and pharmacovigilance, and

Code of Conduct

is a key component of the ENCePP web portal. All information contained in this database is provided

and maintained by the listed organisations, data providers or registry holders.

The Resource Database includes information on expertise and research experience across Europe and

serves as a hub for both researchers and study sponsors seeking to identify organisations and data sets
for conducting specific pharmacoepidemiclogy and pharmacovigilance studies in Europe.

The database is fully searchable and allows the identification of research centres, data sources and
patient registries by country, type and other relevant criteria. Guidance on how to search for patient

registries is provided in the document "ENCePP Resource Database - Inventory of Patient Registries”,
Please click on the following button to search the Database:

EU PAS Register
About EU PAS Register

If you and/or your organisation are interested and/or actively involved in performing research in the
field of pharmacoepidemiology and pharmacovigilance and would like to join the ENCePP netwaork
please click "Add Centre/Network™ or contact us at encepp_secretariat@ema.europa.eu

Existing patient registries are invited to enter their details in the Inventory of Data Sources. Guidance
on how te upload patient registries is provided in the document "ENCePP Resource Database -
Inventory of Patient Registries”

Click "Add Data Source” if you are managing a data set or patient registry that can be used in
pharmacoepidemiology and pharmacovigilance research.

Click "Edit Resource” if you already have an entry in the Resources Database and would like to update
it.

If you wish to resume a draft application saved previously (but not submitted vyet) or update a returned
application, please follow the link:
Resume Draft/Returned application.

(By adding a centre or network/collaboration, you automatically join the ENCePP network)
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Expanding EU Network
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Expanding EU Network
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Approach for multi-database studies

1. Assessment databases suitability / contracting GO/NO GO

2. Study set up GO/NO GO

Select partners

Roles & responsibilities | Protocol development .
° or alignment 3. Extraction & test phase GO/NO GO
Decision tree: I /
Protocol review H
- Database contents submission to ethics Local extractions 4. FU" execution

- Compatibility with and scientific following input file
PHARMO SAS committee (local) instructions
software, including
test scripts

Run common scripts

Input file instructions | Benchmarking PHARMO analytic

Report written and

Preparing and sharing | PHARMO analytic support
- Database governance i
g common scripts support delivered by Database
-B imelin . . i
udgets & timelines Data provision and Adaptation Point PHARMO supports in
L the methodology and
permission procedures . .
interpretation
(local)

Overall reporting

Next steps
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Approach for multi-database studies

Local partner Local partner Local partner Local partner

Common input files

PHARMO

Patient file Prescription file Diagnosis file Research file
PatID PatID PatID patients
DoB Date Date prescriptions
Gender Code Code diagnosis
etc etc etc
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Aggregated Output Files/ Tables
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Track record multi-database studies (MDS)
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Value of ENCePP tools

* EU PAS Register
e Resources Database

e Standards and Guidance

— Checklist for Protocols

— Methodological Guide
* Code of Conduct

* ENCePP Study Seal
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Recommendations and wishes

 More interaction/involvement

e For the future

— Accreditation for research centres?
—Added value of ENCePP seal?
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WWW.PHARMO.COM

Contact details

BT +31(0)30744 08 00

E pharmo@pharmo.com
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