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1. Updates on the European context
of health data governance
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Insufﬁcient data sharing and data re-use for research and innovation in the
European Union
Limited data access and availability for secondary use
●
●
●

Lack of clarity on the re-use of public and private sector data for public interest research
Lack of visibility and difﬁculties to access data
Scarcity of ‘voluntary’ mechanisms to provide and exchange data

Few European solutions for data storage and data processing
●
●
●

Questions around data volume, security, data analytics tools, data protection…
Discussions around GAIA-X and the European Health Data Space
Roadmap for a European Health Data Space

Fragmentation of the European single market
The absence of a global approach to data governance
●
●

Legal obstacles : Heterogeneous implementation of the GDPR
Technical obstacles between sectors (ex: standardisation and interoperability) : the majority of databases is still not interoperable

Lack of skills in health data management and a culture of health data sharing
Lack of citizens’ empowerment mechanisms around health data

In response to these challenges, the European Commission has launched a large scale initiative that aims at creating the future European Health
Data Space through various legislative instruments and funding programmes

Source: : From an ofﬁcial presentation of the European Commission in May 2020
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In response, the Commission has started to develop instruments for the
future European Health Data Space
European data strategy
Data Governance Act proposition

Communication proposed by the European Commission in February 2020

First version proposed by the European Commission end of 2020, Member States and
EU-level discussions in 2021 and potential adoption early 2022

Legislative proposal for the
European Health Data Space

Will be proposed by the European Commission in the ﬁrst half of 2022 and will be based
on public consultations conducted throughout 2021

TEHDaS Joint Action

25 Member States work towards options for governance, infrastructure, data quality, ‘data
altruism’ and citizens’ involvement in the European Health Data Space

Other investments to support the
European Health Data Space
Codes of conduct by sector
European Health Data Space Pilot
Project
Other European ﬁnancing
opportunities

As part of the 2021-2027 EU4Health funding programme and the common data spaces, as
well as Horizon and Digital Europe programmes on digital health and secondary use of
health data
Codes of conduct to support the
relevant actors

secondary use of health data developed jointly by

Proof of concept to assess the feasibility of the implementation of a small-scale European
Health Data Space through collaboration of different nodes, including the HDH, Findata, the
Danish, Norwegian Health Data Authorities, EMA, ECDC, Elixir, BBMRI... and the European
Commission, to be launched in the second quarter of 2022
eHealth assessments, studies and call for projects for Member States to facilitate the
economic recovery and resilience (Recovery and Resilience Facility), the European
Regional Development Fund, the European Social Fund, InvestEU...
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EHDS: What are the problems ?

Use of health data for healthcare
(primary)
Sharing of health
data for healthcare
• Limited control to and
access of patients to
their data
• Unnecessary health
care (overutilization,
overuse, overtreatment)
leading to high costs
• Insufﬁcient exchange
of health data
• Limited (cross-border)
interoperability
between healthcare
providers

Single market for
digital health
products and
services
• Non-uniform
national legislative
frameworks
• Uneven quality /
interoperability
frameworks
• Uneven
procedures for
prescriptions,
reimbursement,
liability

Source: : From an ofﬁcial presentation of the European Commission in May 2020

Re-use of health data
(secondary)
Access to health
data for research,
innovation, and
public health policy
making

• Low re-use of
health data

Artiﬁcial Intelligence

• Limited provision
of data for training
of AI
• Difﬁculties for
regulators to
evaluate

• Complex
cross-border
access to health
data

• AI algorithms

• Fragmented digital
infrastructures

• Uncertainty on AI
liability in health
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EHDS: Articulation with EU regulatory framework

European Health Data Space
Cross-border healthcare
Directive
GDPR
Data Governance Act
AI regulation

-

Use of health data for healthcare
Access and control of patients over their health
data
Interoperability of health data sources
Cross border sharing of health data
Provision of mobile health, including
cross-borders
Quality and interoperability of digital health
services and products
Use of data for research, policy making,
regulatory decision
Development and uptake of AI in health
Strengthened governance for primary and
secondary use of health data
….
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Source: translated and adapted from an ofﬁcial presentation of the European Commission in May 2020

Primary and secondary uses of health data
Timely and simpliﬁed exchange of and access to health data for different use cases:
• Healthcare provision, access and control of patient over their data, (cross-border) exchange of health data
• Provision of digital health services (including telehealth and m-health)

• Research (e.g. on cancer, rare diseases, COVID-19, etc.), pharmacovigilance, public health, policy making
Legal/Governance
EHDS proposal
Use of
health data
(primary)

Re-use of
health data
(secondary)

Better
Healthcare
Better Policy
Making

Better Research
and Innovation

Use of data for healthcare:
access and control of
patients; interoperability,
cross border data sharing
Single market for digital
health services and
products; quality,
interoperability,
cross-border provision
Re-use of health data for
research, policy making and
regulatory purposes
AI development and
deployment
Strengthened health data
governance mechanisms

Quality of Data

FAIRiﬁcation projects
(FAIR: (ﬁndability,
accessibility,
interoperability, and
reusability)
Other mechanisms

Infrastructure

Cross-border
infrastructure for health
data exchange
(MyHealth@EU)

EU-wide infrastructure
for secondary uses
(HealthData@EU/
EHDS2)

Capacity-building

Trainings,
cross-border
cooperation, best
practices, etc.
Digitalisation of
healthcare:
RRF, ERDF, InvestEU,
ESF+
EU4Health, DEP, HE
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Focus on the joint action TEHDaS

Launched in February 2021, the Joint Action Towards a
European Health Data Space (TEHDaS), with input from
25 EU Members States, seeks to develop and promote
legal, technical and infrastructure concepts for the
sharing of health data for secondary use, with the goal to
improve health research and innovation in Europe and
public health
Vision of the European Health Data Space:
Citizens, communities and companies should beneﬁt from
protected and secure access to interoperable health
data all around Europe
From mid-2021 onwards, as part of TEHDaS work
packages, recommendations will be issued to inform the
European Commission on the creation of the European
Health Data Space, including the proposition of a
European law for the European Health Data Space
(expected early 2022)
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Key stakeholders of TEHDaS

Finnish Innovation Agency

Finnish Health Data Hub
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12

44

Work Packages

Swedish Alliance for
Health (SeHA)

french stakeholders mobilised in
TEHDaS

Belgian Public Health Agency
Portuguese Ministry of Health
French Health
Data Hub

Aragonese Institute of
Health Sciences

General directorate of
hospitals of Hungary
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The HDH participates actively and coordinates the contributions of
other French stakeholders

The HDH, appointed
as the competent
authority for France
and collaborates with
its afﬁliated entities

An excellent
opportunity to
promote the work at
European scale

France will take over the Presidency of the EU Council in the ﬁrst semester of
2022, from 1 January to 30 June.
❖ A presentation of ﬁrst results will be possible during several key events, such as the
high-level conference on "Citizenship, Ethics and Health Data", planned for
February 2022 by the French, to give visibility to the numerous initiatives on health
data governance.

4 Work Packages focused on coordination and communication

Coordination and
implementation of the project
with a dedicated project
management ofﬁce, distribution
of funding

WP1
Coordination

Communicating results and
activities of all WPs. Sending a
newsletter, create and update TEHDaS
website, social media....

WP3
Evaluation

WP2
Communication

Project monitoring and evaluation. Deﬁne
and track progress indicators and ensure that
the project is reaching its objectives.

WP4
Outreach,
engagement and
sustainability

Onboarding stakeholders, reﬂecting on how to
make the project sustainable in the long run
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The Health Data Hub involved in particular in Work Packages 5 on health
data governance and WP8 on citizen engagement within TEHDaS

WP5
Governance

Identify common and best
practices as well as case studies
of RGPD compliant data
altruism

WP8
Data altruism

HDH
co-lead

Secondary
use of
health
data

WP8
Understand and consider
citizens' perceptions of health
data and data sharing

Citizen
engagement

Propose recommendations for the EHDS
legislation and health data governance.
Set up use-cases: verify for example, how to
access health data on different health data
platforms in the EU

WP6
Data quality

WP7
Infrastructure

Reﬂect on existing health data
standards to determine how health
information is organised at the
national and European level. Derive
recommendations at the European
level.

Deﬁne the technical solutions and
services for the cross-border sharing
and use of health data, in a secure
framework and respecting the rights
of individuals
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2. International benchmarking
method and overview of
analyzed structures
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Results of the EU health support study report (2020)
Number of Member
States

Member States

22

Belgium, Czech Republic, Denmark, Germany,
Estonia, Ireland, Greece, Spain, France,
Croatia, Italy, Cyprus, Lithuania, Latvia,
Luxembourg, Hungary, Austria, Poland,
Portugal, Romania, Finland, Sweden, UK

Data controller provides direct access without consultation of an
ethics committee or a DPA

7

Denmark, Croatia, Italy, the Netherlands,
Austria, Slovenia, Finland, UK

Some form of centralised governance body exists

13

Belgium, Denmark, Germany, Ireland, Greece,
France, Cyprus, Malta, the Netherlands,
Portugal, Slovenia, Slovakia, Finland, UK

Access mechanisms for the secondary use of health data

Access is granted after authorisation by research ethics committee
(REC) or data protection agency (DPA)

Source: Assessment of the EU Member States’ rules on health data in the light of GDPR, page 98
Link: https://ec.europa.eu/health/sites/health/ﬁles/ehealth/docs/ms_rules_health-data_en.pdf
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International benchmarking criteria
Update of the analysis grid and interview structure

Step 1: Update of the categories used for the 2019 benchmark and inclusion of new analysis criteria, including Citizens
and COVID-19 initiatives.

1

2019
●
●
●

●
●
●
●
●
●

Characteristics of the platform and services proposed
Type of data
Data access procedure
○ Pre-requisites
○ Actors that can access data
○ Value sharing (exclusivity period)
○ Academic competitiveness
Approach and instructions of access ﬁles
Data access governance (data sharing, transparency, ethics)
Validation committee
Formalization of application and review of requests
Economic model
Metadata

2020 (new criteria)
●
●
●
●
●

Strategic roadmap
Scientiﬁc valorization
Informations for citizens, their rights and implication
Communication and external collaborations
COVID-19 data centralization initiatives

2

Step 2: Identify and organize contact with international health data access and governance structures

3

Step 3: Consolidating the content of the interviews into reports; from which we deduce detailed data sheets by
structure and a comparative analysis by theme
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International benchmarking objectives

Objectives of the International Benchmark

An international Benchmark will allow the Health Data Hub and its partners to get an overview of the good
international practices for health data access and health data storage, the relations with data controllers and
citizens, the economic models, and the scientiﬁc valorization rules. Besides, the interviews are a great opportunity
to create and develop an international network, source of potential synergies and prospective partnerships.

11 countries represented
17 structures
benchmarked
14 interviews

An international
network gathering
> 1500 contacts

A publication in the
making

Continuous
update

17

11 countries & 17 international structures benchmarked
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Overview of interview outline
Category / Topic addressed
Speciﬁc questions
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International benchmarking method
Analysis and organization of results into categories
Interview reports were analyzed and two categories identiﬁed. Category 1 structures hosting data and Category 2
structures not hosting data but impacting governance and quality of health data at the national and
international level. The structures were then analyzed according to the speciﬁc study topics.

Study topics
Platforms
Scientiﬁc valorization
Communication
Citizens engagement and involvement
COVID-19 data related initiatives

1

Observed practices and their frequency

➔
Common practice
Is deﬁned as a frequently observed practice common to more
than 50% of platforms.
➔
Ad hoc practice
Deﬁned as a practice observed less frequently (in <50% of
observed structures).

2

Highlight(s)

An outstanding example or best practice in a given structure
for each topic of study; highlighting whether differing from
general observations (unique practice) or with positive
echo on international community.
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Example category 1 structure results presentation
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Overview of analyzed structures
Category 1:
Structures hosting and granting access
to health data

Category 2:
Structures impacting the governance and
quality of health data

DaTrav (implementation in process)

Medical Informatics Initiative

Healthdata.be

Health Data Research Network

HIRA
Danish Health Data Authority
Regenstrief
CMS

X-Road and Estonian e-Health system
National Library of Medicine

Clalit Research Institute

Findata
Health Data Program (implementation in
process)
UK Biobank
CPRD
SAIL Databank

HDR-UK
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1/2 Description of Category 1 Structures: Data Access Platforms

CMS
created in 1965

Centers for Medicare and Medicaid Services (CMS) was established in 1965 and hosts the data collected in the framework of the Medicaid and
Medicare programs. CMS provides access to the generated data to researchers and for-proﬁt organizations through the Ofﬁce of Enterprise
Data and Analytics (OEDA); which manages the Chronic Conditions Data Warehouse, the Research Data Distribution Center, and the CMS
Research Data Enclave.

CPRD
created in 2011

Clinical Practice Research Datalink (CPRD) is a research service within the UK Department of Health. CPRD data is derived from a UK network
of more than 2,000 primary care practices and includes 50 million patients of which 16 million are currently registered active patients with at
least 20 years follow-up for 25% of patients. CPRD provides access to academic and private sector researchers from around the world to
support observational public health research.

Danish Health
Data Authority
created in 2015

In the absence of a centralized program, the Danish Health Data Authority which is part of the Ministry of Health handles many public health
registries and provides a research support service (Forskerservice) for researchers health data applications to national and regional authorities
as well as a national data map.

DaTraV, the German Research Data Center, is the future data platform for research (healthcare claims data of insured individuals in Germany).
Soon it will also be a hub for electronic medical records data. Data will be provided by the German Federal Association of Health Insurance
planned for 2022
Funds (GKV-SV).
DaTrav

Findata
created in 2019

Findata is the Finnish authority that issues permits for access to health and social data in Finland. It is a one-stop shop for a broad range of
data sources. Since its operation in January 2020, the authority has received 411 data access requests and has issued 265 decisions (as of end
of April 2021). Its mandate is deﬁned by the 2019 Act of Secondary Use of Health Data.

Healthdata.be
created in 2014

Healthdata.be, managed by Sciensano, gathers individual health data collected by national and regional administrations. The platform is
responsible for all data ﬂows related to research within the national e-health system. Healthdata.be offers the following services: a) the
provision of pseudonymized data from the Data Warehouse and b) the operationalization of a new collection of pseudonymized data from
healthcare actors.
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2/2 Description of Category 1 Structures: Data Access Platforms
HIRA
created in 2000

HIRA (Health Insurance Review and Assessment) is a public institution responsible for reviewing health insurance claims in South Korea.
HIRA's database hosts all National Health Insurance Service data and can be accessed by researchers since 2015 via HIRA Data Services.

Norwegian
Health Data
Program
planned for 2022

The Health Data Program (HDP) is developed by the Norwegian Directorate of eHealth, established in 2016, to increase the efﬁciency of
access to health data. The programme provides a one-stop shop for Norwegian health data, accelerating and facilitating current procedures,
and also enables the deployment of the Health Data Analysis Platform, a data analysis environment for researchers.

Regenstrief
Institute
created in 1967

Regenstrief Institute is a non-proﬁt organization and an international leader in the ﬁeld of electronic medical records and data integration;
handling state-level data from the Indiana Network for Patient Care (INPC) and other specialized data sources. The mission of Regenstrief
Data Services is to leverage the data and IT resources of the Regenstrief Institute to support the search for innovative healthcare solutions

SAIL Databank
created in 2007

The SAIL system is a national architecture for e-health research and evaluation, availing pseudonymized individual-level data for research
purposes. The data covers the Welsh population. Researchers can access a wide range of data collected regularly over a period of up to 20
years. SAIL data is used in many areas of research to assess the impact of health policies.

UK Biobank
created in 2006

UK Biobank is a cohort of 502,536 participants between the ages of 40 and 69. The data collected, since 2006, are derived from
questionnaires sent to the participants and from biological data and samples collected. UK Biobank grants access to these data to
researchers from the public and private sectors for research of public interest, after registering on the UK Biobank database (Access
Management System).
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Description of Category 2 Structures : Structures inﬂuencing Health Data
Quality and Governance
Clalit Research
Institute
created in 2014

Clalit Research Institute is the research arm of Clalit Health Services; one of the largest healthcare providers in Israel. The institute works
on health innovation, and utilizes data from the large Clalit database.

HDR-UK
created in 2019

Health Data Research UK (HDR-UK) is the UK's health data institute; which aims at bringing together nearly 86 health data organisations
(within the UK Health Data Research Alliance) in 56 ofﬁces across 32 locations. The path to data access is offered via the Innovation
Gateway set up by the Institute; which also offers a visualisation of the metadata catalogues of partner structures.

Health Data
Research
Network (HDRN)
created in 2020

HDRN is a not-for-proﬁt network created with the mission to improve health and well-being by making data accessible to researchers,
institutions and government agencies across Canada for research that will foster improved health outcomes for all Canadians. HRDN
facilitates data access procedures for researchers, institutions and government agencies. One of the goals is to explain extremely complex
and heterogeneous multi-jurisdictional (provincial, territorial, and pan-Canadian) data access processes within the healthcare sector
across Canada.

Medical
Informatics
Initiative (MII)
created in 2018

The MII is established between 4 German university research consortia for the exchange and use of health data for medical research. The
sites have agreed on a model for data sharing and exchange, including uniform access procedures and transfer points at all participating
sites, as well as a harmonised consent form. Several working groups are in place, for example on citizen involvement and consent for
secondary use of their data.

National Library
of Medicine
created in 1836

The National Library of Medicine (NLM) carries out its mission of enabling biomedical research, supporting health care and public health.
Created in 1836, the NLM is part of the U.S. Department of Health and Human Services. It is the world's largest biomedical library;
producing electronic information resources on a wide range of key topics for the healthcare system.

X-Road
created in 2001

The Estonian X-Road® infrastructure, based on the X-tee cloud, enables the exchange and interaction of data between the different
information systems of the country's public and private sector e-services. This system provides a comprehensive overview of the data
ﬂows of the entire ecosystem for the government.

25

Two additional focus points

Focus on Findata:
The study conducted reveals in particular that the HDH is very close to the Finnish model,
Findata. The example will be presented in detail.

Focus on Data altruism
The European Commission emphasises that data altruism or ‘data solidarity’, a principle
by which organisations or/and citizens can decide to make their data available for
secondary use purposes, will have a more prominent role at the European Union level in
the future. Some modalities and frequency of data altruism initiatives across the EU will
be detailed.
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3. Results by subject of analysis
for the structures directly
comparable to the Health Data
Hub
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Focus : Findata

Findata is the Finnish health data permit authority. It is a true one-stop shop for health and social data in Finland, operational since
January 2020.

Description

Legal basis

Governance

Data sources

The objective of Findata is to
provide fast, secure and easy
access to individual-level (social
and health) data .

The Act on the Secondary
Use of Health and Social
Data (552/2019) is the legal
basis
for
the
implementation
of
Findata. This act speciﬁes
the purposes for which
access to data may be
requested:
statistical
purposes,
scientiﬁc
research, for innovation
and
development,
education,
supervision
and guidance of social
and health authorities.

The Steering Group was
charged with deﬁning the
provisions of the Act on the
Secondary Use of Health and
Social Data. It includes
representatives
of
data
controllers, and is responsible
for guiding and developing
Findata's operations.

Findata grants permissions for data
collected in public and private sector
services that are part of the national data
sources deﬁned by law, including:
- Finnish Institute of Health and Welfare
- National Health Insurance Fund
- Statistics Finland
-Digital and Demographic Data Services
Agency
- University Hospital Helsinki
- Finnish Cancer Registry
- Other university hospitals
- Finnish Centre for Pensions
- Cities of Helsinki, Espoo, Vantaa...

Findata grants access to data
from multiple registries and data
controllers in Finland, collects the
requested
data
from
these
registries and data controllers to
combine them, pseudonymizes
them, and ﬁnally delivers the data
via a secure remote project
environment.

Findata is supervised by
Valvira (a national agency of
the
Finnish
Ministry
of
Health), the National Institute
of Health, and the Data
Protection Agency.

28

Analysis of the results : Platforms
Observed common trend
Benchmarked platforms (category 1) guarantee an operational technological platform for data storage, developed
on a national or non-European scale, guaranteeing high standards of quality and security - particularly for the
protection of the privacy and identiﬁable data.
NB: The future German platform DaTraV is not included.
Technological platform

How to access data

Common practice

Common practice

6 out of the 10 category 1 structures have a non-European
technological platform
CPRD, UK Biobank, HDP, SAIL Databank, healthdata.be, Danish
Health Data Authority

6 out of 10 of the category 1 structures offer data access via a
secure project space
Danish Health Data Authority, Findata, healthdata.be, HDP, CMS,
SAIL Databank

Common practice

Common practice

4 out of the 10 category 1 structures have a home-grown
technological platform
Findata, HIRA, CMS, Regenstrief Institute

3 out of 10 of the category 1 structures offer direct data transfer
to the user
CPRD, UK Biobank, HIRA

Highlight
Findata

Findata platform is based on the Finnish ePouta
infrastructure for sensitive data: the cloud offers a
complete service including ePouta, ePouta Remote
Desktop and a sensitive data management platform.

Highlight

Regenstrief Institute

Double system
Anonymised data is transferred directly to the user, but
personal data can be accessed in the Regenstrief secure
research environment
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Analysis of the results : Business model
Observed common trend
Fees for granting access to data, for data extraction services, or for using the secure project environment are
common. Two practices are observed: differentiation of fees among different actors and guaranteeing ﬁxed fees
for all actors accessing the data. (HDP is not included)
Fees to access data

Fee categories

Common practice

Common practice

7 out of 10 Category 1 platforms charge for project-speciﬁc
services
Findata, Danish Health Data Authority, healthdata.be, SAIL
Databank, CMS, HIRA, DaTraV

6 out of 10 category 1 platforms apply different pricing to actors
according to their type (national/international companies,
national/international researchers)
CMS, Findata, CPRD, Healthdata.be, Regenstrief Institute,
DaTraV

Ad hoc practice

Ad hoc practice

4 out of 10 category 1 platforms charge for data licenses/permits
Findata, Regenstrief Institute, CPRD, UK Biobank

4 out of 10 category 1 platforms apply the same pricing without
differentiation
Danish Health Data Authority, HIRA , UK Biobank, SAIL Databank

Highlight
Findata
Applies a fee for access review, permitting, remote access to the
project environment (per month), services associated with its
preparation (per hour), and consults with Data controllers for
data extraction fees.
Applies a differentiated pricing according to the type of actors

Highlight
Danish Health Data Authority
Applies pricing to all actors in the same way.
On the other hand, researchers and public institutions are
eligible for assistance from the Danish Research Organisation
(KOR) to ﬁnance the platform's services, for which industrial
entities are not eligible
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Analysis of the results : Scientiﬁc valorization
Observed common trend
Publication rules are not homogeneous. However, all the platforms studied require to be mentioned in publications.
Open science practices can take the form of publishing research results or availing relevant documentation to the
public.
Findata, HDP, and DaTrav have not yet set publication requirements.
Publication requirements

Open science

Common practice

Common practices

Out of 8 category 1 structures that provided the information, all of
them request to be mentioned in the publications.

Out of 10 Category 1 structures that provided information on this
topic (including Findata), 6 requested that publications be
published and made freely available.
UK Biobank, CMS, CPRD, SAIL Databank, Danish Health Data
Authority, healthdata.be

Ad hoc practice
2 out of 8 of the Category 1 structures that provided the
information may grant a period of exclusivity (9 to 12 months).
Healthdata.be and UK Biobank

Highlight
CPRD
An audit committee is responsible, on an ad hoc basis, for
verifying the concordance between the research protocol
submitted at the time of the data access request and the
publications.

7 out of 10 structures that provided information on this topic
have online documentation (data guide, metadata
catalogues)
HIRA, healthdata.be, UK Biobank, SAIL Databank, CPRD, Danish
Health Data Authority, Regenstrief

Highlight
HIRA
Statistics on health services (health care expenditures and
utilization - including prescriptions, medical conditions and
providers) are publicly available through the HIRA open data
health care system (http://opendata.hira.or.kr).
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Results by
Advertising

Subject

of

Analysis:

Public

Relations/

Communication/

Observed common trend
The structures analyzed have diversiﬁed communication and public relations strategies, some more advanced
than others, but often with the common goal of broadening their footprint on social networks by targeting citizens
to promote information on health data and to immerse the structure in the virtual ecosystem through the
creation of an easily accessible website.
Communication practices
Common practice
14 out of 17 of all the benchmarked structures have an operational website and publish their news, details of their access
procedure if applicable, and documentation targeting applicants and the general public.
Ad hoc practices
5 structures out of 17 (HIRA, UK Biobank, HDR-UK, CMS and MII) publicly organize online events
3 structures out of 17 (Regenstrief, CMS and HDR-UK) have their own online podcast ( "The Problem" ,"CMS beyond the policy"
, "The Genetics Podcast")
Highlights
HDR-UK
HDR-UK has elaborated a real communication strategy, a
network of nearly 60 people has been mobilized to manage the
website as well as the different social networks.

SAIL Databank
Publication of comments on the SAIL Databank experience
from the project coordinators on the homepage of their
website.
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Analysis of the results : Citizen engagement
Observed common trend
Information on citizens' rights (consent and existence of a withdrawal procedure) is unanimously made available; their
inclusion in the governance of the structures is a more ad hoc practice. HDP and DaTrav did not provide
information.
Citizen's rights
Common practice
5 Category 1 structures allow citizens to withdraw
their data
CPRD, UK Biobank, Findata, SAIL, Regenstrief

Ad hoc practice
2 Category 1 structures are entirely based on
citizen data donation (opt-in)
CPRD and UK Biobank

Highlight
Danish Health Data Authority
The structure guarantees right-to-redress:
patients can request correction of their
information.
Availability of a Vævsanvendelsesregisteret
database; hosting citizens' requests for
secondary use of their health data.

Information for citizens

Citizens represented in structure
governance

Common practices

Ad hoc practice

All structures offer an open website where
categories "citizens' rights" or "privacy" are
available.

3 Category 1 structures include citizens in their
governance
SAIL Databank, Healthdata.be and Regenstrief
Institute

Ad hoc practice
2 category 1 structures propose a "self-access":
citizens can obtain a copy and access the data
concerning them.
Regenstrief Institute and the Danish Health Data
Authority

Highlight
Understanding Patient Data
An initiative of the Wellcome Trust, Medical
Research Council and Public Health England to
support the understanding of secondary use of
patient data.

Highlight
SAIL Databank
The SAIL Public Engagement Team organizes
events to promote SAIL's activities to the public.
Data perception surveys with the SAIL Databank
Consumer Panel are also organized.
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Analysis of the results : Game changers in the COVID-19 crisis
Observed common trend
Across all categories combined, the structures have mobilized resources to support the centralization and
exploitation of COVID-19 data, through key initiatives and data visualization dashboards, and to enable project
coordinators to access data quickly.
COVID-19 Data Initiatives
Common practice
All Category 1 data platforms (except HDP and DaTraV) had put in place accelerated data access procedures for COVID-19
research.
Ad hoc practice
8 structures out of 17 offer a metadata catalog or other tools for visualizing COVID-19 data.
Regenstrief Institute, Healthdata.be, SAIL Databank, UK Biobank, CPRD, HDRN, CMS, HDR-UK
Highlights
HDR-UK
International COVID-19 Data Alliance (ICODA) is an international
platform that allows researchers to access global data to quickly
obtain information on COVID-19 and thereby accelerate
research.
The alliance includes HDRN, UK Biobank and CPRD.

Medical Informatics Initiative
CoCos Initiative: a multi-stakeholder initiative to establish
uniform COVID-19 data formats.
German Corona Consensus: Prioritizes data collection from
university hospitals for a compact research database.
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Focus : Data altruism
The European Commission points out the importance of developing, at national and European levels, the concept of data altruism. This
would allow organizations, and even citizens, to make data available for research purposes.
Only two EU member states have so far implemented a plan to introduce a national data altruism system: Denmark and Germany.
Some initiatives comparable to altruistic practice have also been observed in the United Kingdom.

United Kingdom

Denmark

Germany
Starting in 2023, the Patient
Data Protection Act will give
insured citizens, the ability to
make their electronic medical
record
data
available
to
researchers.

A 2-year strategy for the implementation of altruistic
practices has been developed.
Secure spaces for hosting the data of citizens who wish
to share it will be opened from the Sundhed.dk
platform.
So-called "bottom-up" non-governmental initiatives are
also emerging, such as the NEXT database to facilitate
the registration of citizens who wish to participate in
clinical trials.

Several British initiatives have been
identiﬁed.
The SHARE (Scottish Health Research
Register) initiative of the National
Health Service in Scotland is a registry
of patients over 11 years of age who
consent to participate in research based
on their health data.

According to the EUHealthSupport Consortium study, 14 countries are willing to implement a
model of data altruism at the national level, and 11 countries are willing to implement it at the
European level.
Source: Assessment of the EU Member States’ rules on health data in the light of GDPR
Link: https://ec.europa.eu/health/sites/health/ﬁles/ehealth/docs/ms_rules_health-data_en.pdf
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4. Best practices from other
actors of the international health
data ecosystem
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Going further: international actors in the health data ecosystem
Data governance structures with slightly distinct mandates than the HDH have been identiﬁed and provide insights of best practices
in for the secondary use of health data

Federate the actors in the health data ecosystem
Provide evidence (health data) to implement new public policy (evidence-based
policy-making
Support project coordinators
Intensify and encourage data sharing between the research community and the health system
Establish good practices and quality standards
Provide data infrastructure to connect governmental services
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Going further: international actors in the health data ecosystem

Federate actors of the health data
ecosystem

Provide evidence (health data) to
inform and improve public policy
(evidence-based policy-making)

HDR-UK
The Innovation Gateway is a unique
portal for researchers, enabling
visualization of available data through an
enriched catalog of metadata from
members of the UK Health Data
Research Alliance.
This Gateway includes an overview of the
GPES Data for Pandemic Planning and
Research COVID-19 datasets from the
NHS Digital.
HDR-UK also includes 8 research and
data collection hubs across the UK:
BREATHE, DATA-CAN, Gut Reaction,
INSIGHT, NHS DigiTrials, PIONEER,
DISCOVER-Now, BHS Data Science
Centre.

Support project coordinators

Health Data Research Network
Medical Informatics Initiative
Data Integration Centres
Medical Informatics Initiative four
consortia have created Data Integration
Centers (DICs) within their university
hospital sites.
DICs create the technical and
organizational conditions necessary for
data sharing across multiple sites.

The Strategy for Patient-Oriented
Research Canadian Data Platform
(SPOR CDP), aims to create a system to
support access to health data.
This service includes
the Data Access Support Hub (DASH), a
single-window data access service portal
for researchers requiring
multi-jurisdictional data in Canada.
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Going beyond international actors in the health data ecosystem

Intensify and encourage data sharing
between the research community and
the health system

Establish good practices and quality
standards

National Library of Medicine

Clalit Research Institute

NLM develops and distributes the NLM
classiﬁcation system. This system is widely
used by academic medical libraries to
organize their collections.
NLM staff work with international
cataloguing and archival standards,
including Dublin Core, MARC and other
ISO standards, as well as international data
standardization and terminologies.

The mission of the Clalit Health Services
research institute is to use its large
database, mainly enriched with electronic
medical records, to develop predictive
health tools and to develop new
innovative health practices. The
organization offers multiple use cases
published in major scientiﬁc journals such
as Nature or BMJ.

Provide data infrastructure to connect
governmental services

X-Road
X-Road is a registry and data exchange
system between different public
services, based on the X-Tee cloud. This
infrastructure drastically facilitates
exchanges between the government and
citizens. The government and healthcare
actors can directly access certain
information on the database, and citizens
can access all services, 99% digitized,
thanks to a unique identiﬁer (eID).
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Follow us on social media!
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