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Four-corner principle of data space concept (International Data Spaces)




Domain-Centered Approach (including laws)
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[ Driven by stakeholders

Rich pool of data of varying degree of openness

~
* Sectoral data governance (contracts, licenses, access rights,

usage rights)
= Technical tools for data pooling and sharing

Data Spaces Support Centre

+ Coordinating the development of data spaces

High Value
Datasets
from
public
sector

* Assuring common standards and interoperability oo ‘

Technical infrastructure for data spaces

[Source: EC, DG Connect]
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Many aspects to take into consideration...
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Stakeholder

Engagement
Comprehending the
needs and concerns of
both internal and external
stakeholders.

Interoperability
and data sharing

Enabling seamless data
exchange and
collaboration within CEDS
and across other data
spaces.

Sector and domain-

spesific applications
Customize initiatives and policies
to tackle the distinctive
challenges and prospects within
each realm.

Organizational
Capabilities

Building the capacity of
stakeholders (particularly internal
stakeholders and close partners)
to effectively participate in CEDS.

[©

Governance

Establishing a robust
governance and regulatory
framework is essential for
effectively overseeing the
operations of CEDS.

Collaboration

Collaboration with national and
international partners and
organizations is essential to
align policies, share best
practices, and address common
challenges
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How to

Ohjective

make choices?

Governance Framework on Common European Data Spaces for Centranl Bureau voor de Statistiek

Determine potential use of the Common Eutopean Data Spaces for snhincing and moderization of official statistics

Tioles of Dala Space. [ Foesolcher |
Roles of Data Authority | | Roles of Data Users | | Roles of Data Providers o Roles of CBS st
Roe 1 Role 1 Role 1 Role 1 Roe 1
Stakeholders
Role 2 Rale 2 Role 2 Role 2 Rele 2
Role 3
Trust and assurance Data ‘m::: ‘T‘"‘_ Stakeholder Ethics, legal, and
Principtes sovercignity, data altruism engngement, agreament compliance
Dt proestion snd . Sodiasity dait Princighes of
privacy c = % Official Stutistics and GSAPM
Role-based i New public
Governance i Digital governance e, : Good governance
Basic Duta e e m e m e e e e e e e mm e ————
Infrastructure
IT technicalites Stavsncan Semantic daa Micdlewars and cpen-
N (data and cloud) technicalities sharing ‘source infrastructures.
Technicalities
Privataty-Enhanced
Cybersacurity | ‘ B nci J Intoroperabiity I ‘ Quality control |
....... e e e e
Micro data:
Data | 1 r)_’_‘__m_il ‘ Aggregate data ! ‘ Metadata ! ! Synthetic data ‘ ! Geospatial data I ! Open data
a e I - o B S e s s i
Geo-spatial "
Advanced use nalysie Al and loT Usa l Digital Twin l
Communication -
and business ‘ Data partnersh | ‘ Data cumarship | | e | | —— [ | Cotisboration I
model
Societal impacts ‘ Ensure the socielal impacts of participating in Commen European Data Spaces I

PROPOSED
GOVERNANCE
FRAMEWORK
FOR CBS

Set of policies, guidelines,
rules, actions on data
governance; to provide
comprehensive overview,
ensure the benefits, and
mitigate the risks.
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Questions and decision trees

1. Participation on CEDS for CBS

<< ke
lost the opportunities for

, data ]
policymaking, current use of

<<decision>>
1.1 Not to participate in
CEDS

privacy and security,
technological, dep

<< challenge>>
data interoperability

<< challenge>>
legal, ethics, govermnance

<< challenge>>
slatistical process and products

<< challenge>>
communication with data users,

fative
<<decision>>
1.0 Participate in CEDS

data providers, data authority,
other ministries, other
stakeholders.

<< benefits>>
data access, collaboration, data
sharing, harmanization,

dissemination, stewardship,
socletal impacts and
sustainabilit

2.8 Align with GSBPM

| l

l

<<decision>> 2. GAMSO and GSBPM
2.1 Develop visions, e
sirategies for each
initiatives,
<=decision>>
2.2 Determine CBS policies (¢ b o o=
on participating in CEDS Gl
<<decision>>
2.3 Define guidelines, data
govemance, statistical e
portfolio
<<decision>>
2.4 Build strategic e <<actions>>
collaboration, national and communication
international
<<decision>>
2.5 Gain support from data <<aclions>>
users, data providers, data data inleroperability, data collection, analysis,
authority F data i
<<decision>>
=<actions>>
2.8 Prepare capability business model, legislation, management,
human resources, IT, infrastructure including
<<decision>> {Al, DT, G
<<actions>> |
ay. quality, ion and

| knowledge, data collection, data storage, data
processing, data sharing, dissemination

<<decision>> L
<<decision>> 3.1 Participate in A ing =<decision>> <<gdecision>>
3.0 Participate in Privately- Pri -held data 3.2 Participate in Zich op 3.3 Participate in ECSS for
Enhanced Technology — Nederlands
p
3. Other and Prog

How to

implement?

DECISION
RELATIONSHIP
VIEWPOINT

Describe the relationship of each
decisions on participating on
CEDS for CBS with GAMSO,

GSBPM, and other programmes.

It helps CBS to track decisions for
transparency, accountability and

clarity.
© Eko Rahmadian,
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European Council
Council of the European Union

Home > Press > Press releases

Council of the EU | Press release | 15 March 2024 01:10

European Health Data Space:
Council and Parliament strike de:

This press release was updated on 22 March 2024 to include the link to the
compromise text

The Council of the EU and the European Parliament have reached a provisior
agreement on a new law making it easier to exchange and access health da
level. The agreement will now need to be endorsed by both the Council and
Parliament.

The proposed regulation for a European Health Data Space (EHDS) aims to
individuals’ access to and control over their personal electronic health data,

Provisional agreement on a new law

After months of hard work and dedication, we
have a deal that will strongly support patient care
and scientific research in the EU. The new law
agreed on today will allow patients to access their
¢ health data wherever they are j
providing scientific reseg
reasons of public inte
data that will greatl
health policies.

Health Data
Access Body

Frank Vandenbroucke, Belgian Dep
Health

Easier access to healt
data for individuals

Under the new rules, individuals will have faster a access to electronic

e country or another
er how that data is used. EU

countries will be required to set up a digital health authority to implement the new

health data, regardless of whether they are in theiy

member state. They will also have greater control,

provisions.

Greater research potential


https://www.consilium.europa.eu/en/press/press-releases/2024/03/15/european-health-data-space-council-and-parliament-strike-provisional-deal/
https://www.consilium.europa.eu/en/press/press-releases/2024/03/15/european-health-data-space-council-and-parliament-strike-provisional-deal/
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Granting access to health data for
secondary purposes — ‘Good governance’
assessment of legal schemes for Dutch
Health Data Access Body

MASTER THESIS PROJECT WITHIN RESEARCH INTERNSHIP AT CBS
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Confrontation of Legal Schemes (OS and CEDS)

Art6
Art5
Art. 89

Art9

European
Statistics
Code of

Practice

Regulation
On access to
confidential
data for
scientific

purposes

Policy Rule
criteria for
microdata
access

European
Statistical
System
(ESS)

CBS Act

Data
Governance
Act

European
Health
Data Space

CBS as
competent
body

—— I

Art. 36
Art. 50

CBS as part

of Dutch
HDAB (for
SPE)

Spajic, 2023, p.49



Research Question and Methodology

RESEARCH QUESTION

How do the possible legislative frameworks for the establishment of the secure
processing environment of the Dutch HDAB adhere to good governance principles and
how do they affect access to health data by the pharma industry?

METHODOLOGY

Evaluative framework for Good Governance, based on seven principles:

1) Transparency; 2) Responsibility and Accountability; 3) Participation, Engagement
and Collaboration; 4) Effectiveness and Efficiency; 5) Privacy and Data Protection; 6)
Security; 7) Trust




Rules of legislative schemes for
secondary use of data (ll)

Consequences for pharma industry as health data users

EHDS Proposal: broad opportunities for secondary use of health data

» Various purposes, i.e. develop products that contribute to public health or evaluate medicinal
products

* Apply for access via application form and state for instance intention of health data reuse and
measures taken to safeguard data

CBS Act: restrictive conditions for the secondary use of health data

» Only authorized for data access if conducting statistical or academic research (follow strict research
design)

* 60% of workforce is solemnly dedicated to conducting research or there is a separate research
department




Conclusions

Both legal schemes fulfill good governance. Decision on the most apt framework depends
on interests of decision-makers and weighing the challenges.

Lack of adequate, pre-established EU principles that would guide data governance
frameworks

Complexity of the interplay of legal frameworks:
* EU level ambiguity between EHDS and DGA.
* New legal initatives implemented without resolving issues with existing frameworks like the GDPR.
* Interplay between ESS and DGA underexplored.

» Extensive research conducted on the GDPR given its revolutionary nature but little attention has
been given to the ESS and pre-existing frameworks that also govern access to data for research

purposes.




Another case: The Green Deal Data Space

ACLLER The Green Deal Data Space specifically, will link with other EU programmes such as Horizon Europe, Galileo, and H
Copernicus to provide large amounts of real-time data to:

Home *» News *
¢ Provide relevant high-quality data from the activities related to high-value datasets; and

. . e |nterlink to data from other sectoral data spaces where relevant: and
D I g I ta e Contribute to the Destination Earth initiative, a very high precision digital model of the Earth to enable
D ea l E visualising, monitoring and forecasting natural and human activity on the planet in support of sustainable
development.

B 25.11.2021 y|timately, this data space is to develop into a user-driven pan-European Green Deal data space by connecting
As part of the EU programmes, national, regional and local data ecosystems at the EU level. To achieve this, the Commission

Spaces. These « established a number of deliverables:
each of those s
1. A sustainable data governance scheme and blueprint that connects national, regional and local data

In general, the ) )
ecosystems and enables public and private stakeholders to access relevant data and to develop cross-

from the priv.
processing, anc sector data services;

access toand p 2. A priority list of datasets relevant to the European Green Deal Strategy:
3. Aroadmap towards the common European Green Deal Data Space.

The Green Deal
Copernicus to [ Eh
This roadmap should ensure that relevant users, such as climate and environmental scientists, are able to access E
° Pm"ildek“ and make use of the opportunities offered by Green Deal Data Space.
e Interlink t
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Not only in Europe ©

‘ Dateset  Data Insight  Publication = About~  SDI Regulations s
SATU DATA
INDONESIA

Access Data Ind=nesia
in One Portal

391797 DATASETS AVAILABLE

A data governance policy
to produce data that is
accurate, up-to-date,
integrated and

21l Data -

accountable, as well as
Seerch nganesian Puslic Data Q accessible and easy to
share between
government agencies in
national level and
Data Topics regipnul agencies in sub-
national levels, through
[ 2 Y @ 'R compliance of the
Ceonarvy and Induatsy Enwiroament and Natural Culture And Religion Socisl and Health Protection Regional developrent pﬁnciples standard dat{]_
b metadata, data
k4 il i [

Education And Workforce

Ganeral Govarnmant

-] interoperability, and using
Defense And Foraign Affairs reference code and master
data.

Ganeral Supportar Pulic Order and Safary

! =
One Data Indonesia
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Take-aways

- A lot of activity, often domain-specific

- Many stakeholders involved

- What’s in it for us?

- Data spaces lead to broader strategic questions

- When modernizing statistical legislation, need to
consider broader developments like data spaces

- Not just Europe!
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Facts that matter
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