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How will the HDA contribute to research and innovation?

The Belgian Health Data Agency (HDA) strives for a quality, data-driven healthcare system, where
health (care) data and health (care) related data, are available for secondary use in a uniform,
transparent and secure way. In doing so, the HDA focuses on the following objectives:

1. Facilitating the availability of health (care) data and health (care) related data;

2. Developing secure and reliable methods to exchange health data, with a focus on cybersecurity;
3. Developing and implementing a policy strategy about health (care) data and health (care) related
data;

4, Promoting innovation, scientific research and policy support research that can contribute to
higher quality, affordable, preventive and targeted healthcare for every citizen and patient;

5. Ensuring the trust of citizens and patients by emphasising transparency and security around the

re-use of health data, while respecting the rights and obligations of the parties involved.

A valid question is how will the HDA achieve this vision of stimulating research and innovation. This
paper is an attempt to address this question.

Facilitating data access

The HDA is a Health Data Access Body (HDAB) as proposed in the European Health Data Space
(EHDS)! Directive and is put in place to facilitate the secondary use of data. The role of HDABs are
defined in the EHDS and consist of being a single point of contact for the EU in terms of data access,
coordinating and facilitating the organisation of health data access at national level, a governance body,
data permits delivery, and a secure processing environment?. The HDA as a HDAB has been allocated
the first three roles. The HDA has two governing bodies, the steering and the user committee. Facilitating
data access is one of the primary tasks of the HDA. Through a portal and a meta data catalogue
researchers are able to search for the data that is available in different (health) organisations to address
a pre-defined research question. At the same time, the portal should allow researchers to discover new
data sets (of which they were unaware) in order to address new research questions. The HDA portal
will also include open ‘found’ data (for example citizens science data®) that could be relevant for health
research. Finally, the HDA data request portal also allows checking for analogue data requests to reuse
the already requested or collected data.

The HDA promotes an open data policy through making data visible in the HDA data catalogue and
facilitating access for (re)use of ‘open’, shared or public data. Access to a large amount of data allows
the creation of real world evidence, big data analysis and linkage of different types of data across
different organizations.

Data scouting and data to inform proposals for new legal initiatives

The HDA should lobby for accessing any data that could help address health research questions about
current health policy orientations. The HDA could enable legal initiatives and propose new legal

1 Proposal by the European commission: https://health.ec.europa.eu/ehealth-digital-health-and-care/european-
health-data-space_en

2 See the EHDS for a complete list of roles

3 Data that is generated by citizens, an example is ‘curious noses’ where citizens collect data on air pollution
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regulations. Some countries such as the UK and the Netherlands have legal frameworks to allow access
to registers and public data for public use. One way of getting access to public data sources is to get
output recognised as official statistical output. An added benefit is that these statistics have to adhere
to a EU Code of Practise* and quality and standardisation rules. Good examples of such strategies
could be applied at the level of the member state. Research is further facilitated by creating access to
all public administrative data.

Data scouting is searching for any data that is open or can be ‘found’, helping to address current health
policy and research questions. Citizens science data can be a rich source of information for data that
are health related.

Efficiency through reuse of existing data

The HDA has as the HDAB the role to make data FAIR and therefore reusable. The first requirement of
FAIR is that data is Findable. This demands a complete inventory of the data at the organisational level.
For Accessible the data needs to be described by providing meta data including how it can be accessed
and what process should be followed. By describing standards and encourage harmonisation, the HDA
ensures that data become Interoperable and Reusable. Reusability is the fundament of secondary use.
Because there is little knowledge and information on existing data, too often new data is being collected
without the exercise of searching for existing data first. The HDA can contribute to efficiency by making
visible all the health related data that are available, ‘open’ or 'found’ so that efforts for collecting new
data through surveys and registers are avoided.

Helping with addressing the relevant policy questions, research and patient/citizen
guestions

The HDA has a data request process in place. Part of the data request process is to establish priorities
in the data requests (these criteria are described in the EHDS). The criteria of prioritisation need to be
finetuned with the steering and user board of the HDA. The knowledge base and monitoring of the
incoming data requests should allow optimisation and speed up the data request process. This is a first
step in helping to define priorities in health policy, research and questions that citizens and patients may
have.

Minister Vandenbroucke has established a commission for Health Care Objectives with the long term
mission to ensure evidence based health care policy within the National Institute for Health and Disability
Insurance. Several initiatives in Belgium aim to specify health objectives and health care objectives.
Health objectives are being developed by the ministry of public health in Belgium.

The Quintuple aim framework is used to guide the elaboration of health care objectives, and to develop
a pluri-annual vision on health care including issues about:

Improve care as experienced by the patient

Improve the general health condition of the population

Create added value for the professionals

Realize more value with current means

Value based financing ensuring social justice and inclusion

agbrnNE

4 https://statbel.fgov.be/en/about-statbel/quality/european-statistics-code-
practice#:.~:text=The%20European%?20Statistics%20Code%200f,0f%20the%20Code%200f%20Practice.
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The prioritisation of the data requests could be seen in function of the priorities set by these initiatives
and should take the general framework of the EHDS into account. The HDA should play a role in the
stakeholder discussions on how other relevant parameters for prioritisation could be organised.

Creating a health data ecosystem

The HDA wants to act as a coordinating and facilitating body within a Belgian (national and inter-federal)
and European ecosystem. It wants to bring the stakeholders together that consist of government, health
insurers, health care professionals/institutions, industry, academics and universities and
patients/citizens.

Via the steering and user committee and the various technical working groups, the HDA needs to initiate
discussions to help define standards and clarify the legal frameworks in order to help reduce bottlenecks.
The HDA will have to foresee in an interfederal cooperation agreement to stimulate data solidarity at the
national and federal level.

Stakeholders such as the patient communities play an important role in shaping the activities of the
HDA. Involvement of patients by aiming to address the relevant research guestions is an important role
for the HDA. This aim is also part of the management plan.

The HDA can play a role in

a. Facilitating dialogue between government, patients and carers, researchers and other
stakeholders

b. Reduce administrative burden (cost/time gain)

c. Ease transnational studies by common/harmonized structures (EHDS and standardized
data)

d. Ease international cooperation

e. Give trust to the citizens in data use and data science and give opportunities for active
participation in research and innovation through a participative approach (citizens
engagement)

f. Private-public partnerships (working group) in order to understand the
needs/expectations/interests for the research innovation sector

Linkage and data valorisation

The Covid-19 crisis combined with ambitions at EU level (“a Europe that cares, prepares and protects™)
have stimulated awareness to boost health data reuse. Combined with the emergence of new
technologies that are maturing faster than before (think e.g. about Al), momentum is high in Belgium to
tap the potential of health (care) data for a data-driven health (care) system that allows healthcare
improvement that is citizen-centric but also cost-efficient. Finland, Denmark, and France are countries
we follow closely and have been active in this field.

5 Under the slogan 'A Europe that cares, prepares and protects’, the Belgian presidency of the Council of the EU
aims to facilitate the reflection process on the future EU health agenda, in order to further develop and
strengthen the EU Health Union
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The greatest added value of data lies in linkage of data that have not been combined before to be able
to address more complex research questions. Here, too, it is important to know what data are available
at all and who the data holder is in order to then be able to determine the added value for research and
innovation, including access conditions and data linkage limitations to preserve non-identification of the
data (privacy enhancing data sharing).

Assurance of quality of the data used for research

The HDA wants to support research for innovative healthcare solutions. The data driven approach
started with the availability of “big” data but there are concerns related to the quality of the data. The
guality of the data for primary use should be 100 percent. Current data capabilities initiatives are being
undertaken for increasing the quality of the primary use data which will also benefit secondary use of
the data. It allows quality assurance and validation of research. A data quality framework for the HDA
will help increasing the robustness of the data analysis and outcome of the research.

Many initiatives are under way offering inspiration for a data quality assessment framework so that the
data becomes fit for the purpose it was collected. The HDA want to support access to high quality data
in a more efficient and cost-effective way in order to decrease cost of research and compliance.

Innovation

The HDA can support innovation by providing a budget for innovative use cases, by promoting it via
communication and allowing building up skills via the HDA Academy. The HDA could play a role in
facilitating Al research, by making existing data sets FAIR. Indeed, Al research includes the analysis of
new large data sources such as images to recognise patterns and help to detect diseases earlier.
Prediction models applying algorithms to existing registry data allow to discover patterns in the detection
of diseases that can help earlier detection and treatment of patients. This is only possible if the data is
standardised over time, interoperable, and accessible.

Through the combination of many data sources, the value of data increases as it allows addressing
more current and complex questions. By collecting at EU level it is also possible to carry out studies at
a large scale or different aggregation levels, allowing better treatments to be developed because the
disease patterns are better understood due to the amount of real time data and information.

One can apply innovation in processes that are currently too slow and suboptimal in the system (e.g.
the triage system in emergency departments, which is very complex and should be fast).

The innovation that the HDA wants to stimulate for secondary use should ideally align with the budgets
available to support specific Belgian innovative projects. Three priority innovation themes are proposed,
namely:

1. Digital innovation facilitating integrated care across care professions and care pathways;
2. Digital innovation for more efficient task allocation and optimal use of care skills and
3. Applications that accelerate the introduction of Artificial Intelligence in the eHealth domain
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The HDA could help to develop a framework to introduce new digital tools or practices into healthcare
in a way their relevance, effectiveness and safety can be evaluated in an appropriate manner before
they are made available to the whole sector. Developing innovative digital solutions is only the first step;
their successful implementation and widespread adoption are crucial for achieving meaningful impact
and improving patient outcomes and enabling secondary use of data. In this way the HDA can help to
promote a multidisciplinary healthcare system based on innovative technologies (mobile, Al, sensors
...) where the focus should lie on public health management and prevention.

EHDS as legal framework

Belgium wants to support a Europa that “cares, prepares and protects”. To realise these ambitions data
are essential. HDA has a facilitating and coordinating role and is a single point of contact for Europe but
has little possibilities to impose or oblige. The Council of the EU, the European Commission and the
European Parliament have reached a provisional agreement on a new law making it easier to exchange
and access health data at EU level. It consist of three domains :

Under the new rules, individuals will have faster and easier access to electronic health data, regardless
of whether they are in their home country or another member state. They will also have greater control
over how that data is used. EU countries will be required to set up a digital health authority to implement
the new provisions.

The EHDS will also foresee in securing secondary use by providing researchers and policy-makers with
access to specific kinds of secure health data, enabling them to tap into the vast potential provided by
the EU’s health data to inform scientific research in the public interest.

Currently, the level of digitalisation of health data in the EU varies from one member state to another,
making it more difficult to share data across member-state borders. The proposed regulation requires
all electronic health record (EHR) systems to comply with the specifications of the European electronic
health record exchange format, ensuring that they are interoperable at EU level.

Increasing the understanding of societal value of secondary use of data.

Many researchers are part of the health care and life sciences sector. Many come from a world where
primary use of data is established. The governance, ethical and legal regulations around secondary use
should be distinguished from primary use. For primary use, the focus is the healthcare of the individual
patient and therefore the importance of optimal quality of this data. Secondary use is about health data
as a common good, serving the health of the community through research using pseudonymised and
anonymised data. Legal and ethical discussions and clear frameworks are required in order to prevent
research from being disabled because of legal and ethical misunderstanding and misconceptions. The
HDA should provide a platform for this vision.

Secondary use should foster data solidarity in different ways. Traditionally, financial and human
resources have been seen as assets of an organisation or a society. Data are equally an asset of society
that should be valorised and be seen as a common good. The welfare state has been built using the
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principle of solidarity: all people contribute through taxes to a health care system where citizens in need
of care can tap into. The same solidarity should apply for data.

Data solidarity also promotes active patient participation and empowerment and addressing the critical
need to democratize Artificial Intelligence (Al) in healthcare and mitigate the risk of data monopolies that
could reshape the medical field. Simultaneously, the HDA should guard for conflict of interest where
data access is delayed or prevented by research institutions to ensure ‘own’ research output.

The 21st century will be all about data solidarity. We all enjoy good healthcare at well-defined moments
in our lives. Good healthcare, scientific research, development, practice and innovation are based on
sharing data and knowledge. HDA is a story of data solidarity.
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