OHDSI CoLLABORATORS

The OHDSI community brings together volunteers from around the world to
establish open community data standards, develop open-source software,

conduct methodological research, and apply scientific best practices to

both answer public health questions and generate reliable clinical evidence.

« 2,367 collaborators
« 74 countries

« 21 time zones
« 6 continents
* 1 community
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#JoinTheJourney

OHDSI CoLLABORATORS

Our community is ALWAYS seeking new collaborators. Do you want to focus on data
standards or methodological research? Are you passionate about open-source
development or clinical applications? Do you have data that you want to be part of
global network studies? Do you want to be part of a global community that truly values
the benefits of open science? Add a dot to the map below and JOIN THE JOURNEY!

#JoinThedourney " OHDSl.org




@ EHDEN: VisioN AND MISSION

EHDEIN

EUROPEAN HEALTH DATA & EVIDENCE NETWORK

The European Health Data & Evidence Network (EHDEN) aspires to be the trusted
ohservational research ecosystem to enable better health decisions, outcomes and care

Our mission is to provide a new paradigm for the discovery and analysis of health data in

Europe, by building a large-scale, federated network of data sources standardized to a
common data model
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@ EHDEN CONSORTIUM

Universities, public bodies and research organisations

_Universities, public bodies and research organisations  SME & Mid-sized companies
i ErasmusMC Academic coordinator

Start date: 1 Nov 2018 i %;.{Mf

End date: 30 Apr 2024 ' '

Duration: 66 months
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@) EHDEN Is ABOUT...

FEDERATION

Creation of an EU-wide architecture for
federated analyses of real world data

HARMONISATION

Harmonise more than 100 million
anonymised health records to the OMOP
common data model

COMMUNITY

Establish a self-sustaining open science
collaboration in Europe, supporting
academia, industry, regulators, payers,
government, NGOs and others

OUTCOMES EDUCATION

Enablin tcom riven healthcar a p
AU ORI PGSRt = The establishment of an EHDEN Academy,
Eurcpean level . =5 .
webinars and face-to-face training sessions
to train all stakeholders

El

i [l efpia




Q Certified SMEs (n=26)

@ Applications (n=63)

Hungary

spain

Belgium

Estonia

The Metherlands
Switzerland

UK
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@ AFTER FOUR CALLS WE SELECTED 98 DATA PARTNERS IN 22 COUNTRIES

UK

Italy

Spain
France

The MNetherlands
Belgium
Germany
Finland
Portugal
Serbia
Turkey
Switzerland
Hungary
Greece
Croatia
Sweden
Nonway
Luxembourg
Israel
Estonia
Denmark
Austria
Bulgaria
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Geographic spread of data partners. The shade of blue indicates
the # of data partners in that country {darker = more)
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Q THE EHDEN FEDERATED DATA NETWORK

Local Governance
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@ LARGE-SCALE OBSERVATIONAL RESEARCH IS FEASIBLE
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Depression
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11 Data sources

4 Countries

> 250 million patients

“Characterizing treatment pathways at scale using the OHDSI network.”
George Hripcsak et al. - PNAS (2016)27:7325-7336
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@ EHDEN HAS CONTRIBUTED TO 36 PUBLICATIONS IN ITS FIRST YEARS™

European Health Data and Evidence Network
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Clinical Pharmacology
& Therapeutics

Perspective (& Open Access @ G‘) @

Real-World Evidence in EU Medicines Regulation: Enabling Use
and Establishing Value

Peter Arlett @4, Jesper Kjeer, Karl Broich, Emer Cooke

First published: 19 November 2021 | https://doi.org/10.1002/cpt.2479



@) EHDEN PART OF EMA COVID-19 STRATEGY

FUROPEAN MEDICINES AGENCY |

SCIEMCE MEDMCIMNES HEALTH

o Human regqulatone Veterinary requlatony Commitbess Hews & events Partmers & network

COVID-19: EMA sets up infrastructure for real-world
monitoring of treatments and vaccines

MNews 21/07/2020

In June, EMA contracted the company IQVIA with a project to build a framework for the conduct of
multicentre cohort studies on the use of medicines in COVID-19 patients. This project will include the
identification of large national cohorts of COVID-19 patients and appropriate comparator groups, the
development of a study protocol template for multinational studies as well as the establishment of a
collaborative framework for researchers. The project will be carried out in collaboration with the European
Health Data & Evidence Network (EHDEN) (2 consortium, which was established under the Innovative
Medicines Initiative (2 and includes the Erasmus Medical Centre in Rotterdam and the University of Oxford as
project lead and research coordinator, respectively.®
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EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH

Medicines w Human regulatnry A Veterinary regulatory h Committees v News & events w Partners & networks w

Initiation of DARWIN EU® Coordination Centre advances
integration of real-world evidence into assessment of
medicines in the EU

News 09/02/2022

EMA is initiating today the establishment of the Coordination Centre for the Data Analysis and Real World
Interrogation Network (DARWIN EU®).

The role of the Coordination Centre is to develop and manage a network of real-world healthcare data sources
across the EU and to conduct scientific studies requested by medicines regulators and, at a later stage,
requested by other stakeholders.

The vision of DARWIN EU® is to give EMA and national competent authorities in EU Member States access to
valid and trustworthy real-world evidence, for example on diseases, patient populations, and the use, safety
and effectiveness of medicines, including vaccines, throughout the lifecycle of a medicinal product.

By supporting decision-making on the development, authorisation and surveillance of medicines, a wide range
of stakeholders will benefit, from patients and healthcare professionals to health technology assessment

bodies and the pharmaceutical industry. Additionally, DARWIN EU® will provide an invaluable resource to
prepare for and respond to future healthcare crises and pandemics.

About us w



EHDEN IS AN EVOLVING EUROPEAN LANDSCAPE: EUROPEAN HEALTH DATA SPACE

COMMON EUROPEAN DATA SPACE
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» The EHDS will be a federated network akin to the
structure of the internet

» Multiple nodes from data to permit authorities
within a resilient international framework

* Interoperability via standards, systems and
governance for cross-border networking

« Attitudinal change on the role of data for research
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Better
Healthcare

Better Policy
Making

Governance

Legisiative and
non-legisiative
measures on
govemance and
rulas for primary
and secondary
use of data
respecting GDPR

Free movement
of digital heaith
services
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Better Research White paper (Incl
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Quality of Data

Uptake and
develop the
EEHRxF

FAIR-ification
of haaith data
for primary and

secondary use

Infrastructure

MyHealth@EU
ERN-CPMS
1+mil genomes

Darwin
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Link different
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Imagos database

Research
infrastructures

Capacity
bullding

Digitalisation of
healthcare
systems

NCPeH
Taie-health
Al

Digital skills




@ WHAT’s IN IT FOR DATA PARTNERS?
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Financial support

Scientific collaboration

Scientific independence
Pioneering the future of healthcare
Improved interoperability
Increased visibility, e.g. publications
Larger academic impact
Transparency & reproducibility
Increased analytic capabilities
EHDEN Academy

Faster performing studies

215t century evidence generation
Real world evidence framework

Support own decision-making processes




@ Key CONTACT POINTS

= EHDEN Coordinator: Assoc Prof Peter Rijnbeek, Erasmus Medical Centre: p.rijnbeek@erasmusmc.nl

= EHDEN Coordinator: Nigel Hughes, Janssen: nhughes@its.jnj.com

EHDEN

EUROPEAN HEALTH DATA & EVIDENCE NETWORK

@ www.ehden.eu

%W @IMI_EHDEN
] IMI_EHDEN

https://forum.ehden.eu AmD s of pal-:a -

github.com/EHDEN

| medicines
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v This project has received funding from the Innovative Medicines

» < 11 Initiative 2 Joint Undertaking (JU) under grant agreement Mo

A EanIrIES@Ehden'Eu 806968. The JU receives support from the European Union's
Horizon 2020 research and inmovation programme and EFPIA.
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