


WORKSTREAMS

Data interoperability

standards

Interoperability standards enable health
data to be represented and communi-
cated consistently between systems, so
that the receiving system can correctly
interpret and use the data. Standards
connect the data between healthcare
organisations caring for the same patient,
connect to disease registries and national
eHealth platforms, enable medicines
regulators to accurately receive clinical
trial data, and interconnect big health
data repositories to enable large-scale
research and innovation.

However, despite a strong portfolio of
standards developed by international
and national Standards Development
Organisations, these are poorly adopted
and not always combined correctly for
different purposes and data types. i~HD

works across stakeholders to promote
the importance of interoperability and
standards, to understand the role of the
different standards and their value, and
works with standards developers on next-
generation standards in areas of health
data innovation.

Through sustained
membership, i~HD co’e’
Sanofi to European health
data ecosystems programs,
championing ethical, GDPR-compliant
research and data quality standards across

initiatives like EHR2EDC, IHI EU PEARL, or
xSHARE.

Nadir Ammour

Global Lead, Clinical Innovation
& External Partnership
Sanofi
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WORKSTREAMS

Scaling up the health

ecosystem

i~HD is prominent within Europe,
invited to speak at events, to run panel
discussions and contribute to workshops
on various aspects of our ecosystem,
especially on scaling up the value and
use of health data, most recently on
success factors for the European Health
Data Space, the roles that different
stakeholders need to play to enable this,
and concerns that legislators need to be
mindful of.

We bring the various health data
stakeholder groups together through our
neutral forum, so that they can learn from
each other, share challenges, and work
with us and with our network of European
experts to develop solutions that can
maximise  multi-stakeholder  value

obtained from health data. We convene
multi-stakeholder and single stakeholder
consultation events, produce reports
and contribute to the reports of other
synergistic organisations to influence
national and transnational policies and
health data strategies.

The EHDS should ens

that data does not mer,

feed systems, but also serves
people by addressing their
needs for support and care.

Nick Marly

Advisor

Cabinet of the Belgian Federal Minister
of Public Health and Social Affairs

]



WORKSTREAMS

Making health ICT systems

WORKSTREAMS

eSource playbook

Vision, principles, interoperability and adoption _I

)

trustworthy through quality labels

Trustworthy health ICT systems are
essential for the safe and responsible use
of health data. Healthcare organisations,
research teams, technology providers
and data platforms all need confidence
that the systems they rely on meet
clear expectations for quality, security,
data  protection and operational
trustworthiness.

i~HD supports this by developing
inventories of quality criteria and
assessment guidance. It also defines
certification schemes and operational
programmes that help make trust
measurable and transparent. This
includes the assessment and certification
of clinical research platforms and
federated data platforms, with a strong

focus on data protection and security.
i~HD is also involved in initiatives that
support the large-scale adoption of
digital health innovations, including how
their quality, trustworthiness and health
benefits can be assessed.

As a tech company, the
eSource taskforce creates
% avaluable environment

5 to exchange perspectives
across stakeholders, helping us build
technology that truly fits the needs of the
clinical trial ecosystem.

Valerie Vandeweerd

CEO
Monsana
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How eSource works

Data flow patterns and interoperability models

s
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How eSource scales

Scale-up models and operational adoption

How eSource is measured

KPI framework and evidence generation

How Value translates
into economic impact

ROI, productivity and study acceleration

£l
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North star scenario

The fully eSource-enabled trial

development portfolio patient access

Faster clinical Increased Accelerated
timelines productivity to medicines

for clinical research

Q EHR as eSource
L

The eSource Scale-Up Task Force,
coordinated by i~HD, was launched in
2024 to accelerate large-scale adoption
of EHR-to-EDC integration in clinical
trials. Known as eSource, this integration
addresses a persistent inefficiency:
more than 50% of trial data are still
manually transcribed from hospital
Electronic Health Records into sponsor
Electronic Data Capture systems,
creating duplication, delays, cost and
transcription risk.

The Task Force builds on over a decade
of European digital health innovation —
continuing the direction set by EHR4CR
and the EIT Health-supported EHR2EDC
consortium, both of which demonstrated
the feasibility of structured, standards-
based data transfer between care and

research systems. The current Task Force
takes the next step: from proof of concept
to scalable implementation. Working in
a neutral, pre-competitive environment,
i~HD brings together sponsors, academic
hospitals, clinical sites and technology
vendors to define implementation
criteria, harmonised KPIs, an eSource
Playbook and maturity assessment
capabilities. Through white papers,
publications, conference contributions
and reference groups, the Task Force
aligns the ecosystem around shared
principles — bridging care and research,
reducing site burden, and enabling faster,
higher-quality studies at scale.
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WHITE PAPER

High-impact reports and

Digitalisation and the 3 Dimensions of Sustainability f t Turopean | European Health Data Space
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Is digitalisation in the service of sustainability?

Can innovative digital health deliver benefits across all three dimensions?

stakeholder engagement as a practical
route toimpact. As a neutral, not-for-profit
institute, it brings together the voices that
are needed to unlock the value of health
data: patients, clinicians, researchers,
industry, policymakers, regulators, payers
and technology providers.

This engagement is not limited to
consultation. i~HD creates structured
spaces where stakeholders can share
perspectives, identify common ground
and co-develop practical recommenda-
tions. The result is dialogue that leads to
usable outputs: white papers, consensus
reports, policy recommendations, imple-
mentation guidance and calls to action.

real-world needs with European health
data policy and implementation. They
have supported discussions on topics
such as the European Health Data Space,
digital health transformation, secondary
use of health data, data quality,
governance and trust.

The value of these outputs lies not only
in the documents themselves, but in the
process behind them. Each report reflects
a shared effort to turn diverse stakeholder
insights into actionable knowledge.

Inthisway, i~HD actsasatrusted convener
and knowledge broker: helping Europe
move from dialogue to alignment, and
from alignment to health data impact.

Multi-stakeholder consensus
events and reports 2020-24,
joint with DHS, sponsored by
MS, J&J and MSD

Better Utilisation of Data
Infrastructures to Support
Secondary Uses of Health Data
White Paper

R\

Digital Health Europe — Consultation
with Industry on the
European Health Data Space
Consensus Report

Digital Health Europe project: EHDS: Policy White Paper (left), industry

consultation (right)

i~HD
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Horizon

The future of health data will not be shaped
by regulation, technology and infrastructure
alone. It will also depend on whether people
and organisations have the competence to
use health data responsibly, consistently and
with confidence. As the EHDS, trustworthy
Al, common data models and data quality
expectations become more important,

capacity buildingbecomes astrategicenabler '

for the whole ecosystem. —

HORIZON

Building the capability to use health data with confidence

i~HD develops and delivers training in
health data topics such as the application
ofthe GDPRto the secondary use of health
data for research, data management
and data sharing good practices, health
data quality assessment methodologies
and common data models. This training
material is being formalised as online
modular courses via our newly formed
i~HD Academy.

This online learning platform is designed
to make education flexible, interactive
and accessible for everyone. Learners can
study at their own pace, access materials
from different locations, and engage with
practical, easy-to-follow content. Our
focus is encouraging learners to actively
reflect, apply concepts, and stay involved
from start to finish.

We have courses on health data quality,
its assessment and improvement, and
on complying with the GDPR when
undertaking large-scale data analytics
research. We collaborate with projects
to host dedicated courses on their
topics, such as the UNICOM course on
the 1SO standard for the Identification
of Medicinal Products. The QUANTUM
course on the Data Quality and Utility
Label for the EHDS will shortly be added.

We also cross-refer to other online
academies, such as the EHDEN Academy
and the Belgian Health Data Agency
Academy. This integration is important
because it expands access to learning
opportunities, supports collaboration
across communities, and contributes
to a more connected and accessible
learning ecosystem.

The Data Quality Masterclass provided a

valuable framework to better understand

our data and dataflows within our healthcare
setting. The combination of practical insights,
a structured methodology, and interaction
with stakeholders made it relevant for settings
aiming to improve the reliability and usability

of data.

University Hospital Ghent - Belgium

As data quality remains a challenge today,

AZORG continues to invest strongly init as a
foundation for high-quality care and reliable
decision-making. This masterclass provided

valuable insights on how to address
these challenges.

AZORG Hospitals - Belgium
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HORIZON

From EHDS policy to trusted
implementation

The European Health Data Space is more than a new regulation. Itis a major
shift in how Europe will use health data for care, research, innovation and
policymaking. The EHDS Regulation entered into force in March 2025, with
implementation unfolding over several years. Key parts of the Regulation
will start to apply from March 2029, giving Europe a transition period, but
also a clear direction of travel.

i~HD has supported this movement from an early stage. As an EHDS
enthusiast — both of the concept and the legislation — i~HD engaged
stakeholders during the development of the Regulation and shared
their insights with the EHDS architects. This helped bring real-world
opportunities, success factors and prerequisites into the policy discussion.

For data holders, including hospitals, health systems and future health
data access bodies, the challenge is practical readiness. They will need
to work across institutions, countries and health systems, with stronger
interoperability, clearer governance and reliable infrastructure. i~HD helps
these actors understand what needs to change and how to prepare.

For data users, EHDS creates new possibilities, but also new responsibilities.
Researchers, innovators, policymakers and industry will need access routes

that are trusted, transparent and fit for purpose. Through initiatives such as
the IDERHA consortium, i~HD also helps ensure that practical mechanisms
for data access and use continue to develop alongside the EHDS Regulation.

For data subjects — citizens and patients — trust is essential. Health data
come from care, clinical trials, patient-reported outcomes, medical devices
and wellness applications. Through its continued engagement in the Data
Saves Lives movement, i~HD supports patient organisations and civil society
groups in building understanding of the value of health data reuse, while
helping ensure that the patient voice is heard by policymakers.

Thistransitionisalso closely linked to trustworthy Al. i~HD’s work isinformed
by the Assessment List for Trustworthy Al, which translates trustworthy Al
principles into a practical self-assessment approach for developers and
deployers. This helps i~HD support partners in assessing data quality,
representativeness, bias, transparency, explainability, fairness and
robustness across the lifecycle of Al-enabled tools. In this way, i~HD helps
Europe move from EHDS ambition to trusted implementation: supporting
data holders, empowering data users and building confidence among the
people whose data make the system possible.

European Health Data Space

1 Data Holders and Access bodies:

+  Supporting readiness for new models of co-operation
« Driving interoperability awareness and capacity
Fostering early adoption z

Holder
2 Data Users:

Understanding different types of data use
+ Balancing old and new data access approaches
+ Developing understanding of data access and use

3 Data Subjects:

+ Building confidence and trust in data use

+ Establishing the role of patient organisations
and patient voices
Supporting patients’ rights recognition

Data Space

i~HD is a core partner of IDERHA, enabling together with their project partners access to health data that
accelerates patient-focused innovation and research in a trustworthy and highly ethical way, leveraging i~HD’s
long standing expertise and extensive expert network.

Christian Muehlendyck
Scientific Partnerships Lead/Industry Lead
Johnson & Johnson MedTech/IDERHA
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Trustworthy and high quality innovation through
health data: embracing the next decade of opportunity

Our stakeholders are captivated by the vision of the EHDS and the
forthcoming investments in health data, infrastructures and skills.
i~HD is already shifting emphasis towards helping Member States and
healthcare organisations to prepare for the EHDS opportunities, working
on organisational practices and cultures, better systems and tools to
improve health data quality through practical and affordable measures.

The EHDS will scale up health data reuse at patient and population levels,
which requires us to tackle the barriers and disincentives to trustworthy data
sharing: safeguarding the interests of data holders whilst maximising societal
benefits. Public trust in more widespread data sharing has never been more
important. The EHDS opt out provisions mean people can withdraw their
data from multiple learning opportunities, risking an amplification of data
bias. All of our health data stakeholders must work together to ensure public
trust remains unwavering.

Public and health professional confidence in data driven innovations is even
more acute with the avalanche of Al. Health systems must increase capacity
to deliver more healthcare with a diminishing skilled workforce, offer greater
health equity and strengthen resilience against future catastrophes such
as pandemics. Digital transformation and Al are critical survival strategies.

22

But there are concerns about the equity of Al: can we provide developers
with representative and high-quality data so their algorithms are minimally
biased and maximally effective across diverse populations and geography?
Can we equip health professional and patient users to be safe and successful
humans in the loop?

Scaling up the use of health data also sharpens personalised medicine
and better targeted therapies. The silos of healthcare and clinical
research must inter-weave more tightly, so that we learn from every
patient and translate that into innovations through health data.

i~HD has been privileged to be a catalyst across the care to research
spectrum and the public private spectrum, to better leverage the value of
health data. We look forward to championing the new opportunities and
tackling together the challenges that are surfacing, to enrich knowledge and
enhance care through health data.

The greatest achievement of i~HD is not the projects we have delig 5
but the trusted community we have built. By bringing together th
healthcare ecosystem around a shared purpose and helped lay the
foundations for a more interoperable and learning ecosystem.

This impact will continue beyond our first decade.

Mats Sundgren
Co-founder i~HD

2019-2024

c4c
Connect for Children

2019-2024

Conception
Conception

2020-2022

mHealth Hub
Mobile Health Hub

2020-2023

ADLIFE
Integrated personalized care for patients wi
advanced chronic diseases to improve healt
and quality of life

2020-2023

EU PEARL
EU Patient Centric Clinical Trials Platforms

2020-2023

FAIRVASC
Building registry interoperability to inform
clinical care

2020-2023

UNICOM
Up-scaling the global univocal identification
of medicines

2021-2025

GENOMEDA4ALL

Genomics and Personalized Medicine for all
through Artificial Intelligence in Haematological
DINENS

in Health and

2023-2024
2021-2026 XpanDH
AFFIRMO Expanding Digital Hez

Atrial fibrillation integrated approach in frail, a|panpSCEERE

multimorbid, and polymedicated older people

i~HD

i~HD
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