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TEHDAS in a nutshell

Project coordinator The Finnish Innovation Fund Sitra

Project acronym TEHDAS

Start date 1 February 2021

Duration 30 months

Participants 25 European countries

Co-funding €4.16 M (EU €2.5 + MS €1.66) 

Work packages 8

Websites www.tehdas.eu

Contact tehdascoordination@sitra.fi
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The Joint Action helps the Members States and 
the Commission in 

developing and promoting
concepts for sharing of data in 

secondary use for purposes
for citizens’ health, public health, as well as 

health research & innovation in Europe.

8



Co-funded by
The Health Programme
of the European Union

Participants

EU member states (21)

Non-participating states

Non-EU member states (4)
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What TEHDAS is

1. Creates concepts for the secondary 
use of health data in Europe

2. A preparatory body

3. A project between beneficiaries 
nominated by Member States

4. Co-funded by the EU Health 
Programme

5. Clear scope with defined 
Deliverables and timeline

What TEHDAS is not

1. Creates concepts for primary use of 
health data in Europe

2. A legislative/executive body

3. Defines the EHDS

4. Builds working IT solutions

5. Pilots use-cases / exchange data

6. Part of Horizon Europe

7. Creates a code of conduct for health 
data usage



@tehdas

www.tehdas.euCo-ordinated by the Finnish 
Innovation Fund Sitra

The content of this leaflet represent the views of the author only and is his/her sole responsibility; it cannot be 
considered to reflect the views of the European Commission and/or the Consumers, Health, Agriculture and Food Executive 
Agency or any other body of the European Union. The European Commission and the Agency do not accept any responsibility for 
use that may be made of the information it contains.
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The work is divided into eight work packages: 

The project is being carried out by 25 European countries. Stakeholders across 
Europe are invited to provide input to the work.

Who is involved?

The benefits include providing better healthcare services and personalised 
care for people, advancing innovations such as developing new medicines and 
boosting knowledge-based policy-making. 

What are the benefits?

TEHDAS supports EU member states and the European Commission in 
building a European health data space by developing principles for the cross-
border secondary use of health data. The data space will form the framework 
for data use, underpinned by EU legislation. The secondary use of health data 
means using health data for purposes other than the primary reason for which 
they were originally collected.

What are we doing?

Our goal is that in the future European citizens, communities and companies 
will benefit from secure and seamless access to health data regardless of 
where it is stored.

What is our goal?

TEHDAS joint 
action advances 
the cross-border 
secondary use of 
health data in 

Europe to improve 
public health.

WP Name Contents

WP4 Outreach, engagement and 
sustainability

The Joint Action will build on the previous initiatives and ensure the links to 
stakeholders and propose ways to make data sharing sustainable.

WP5 Sharing Data for Health The work package will develop options for the creation of the European Health Data 
Space, for the governance and management of the secondary use, working on the 
consistent application of the GDPR.

WP6 Excellence in data quality This work package provides guidance on data quality assurance, and solutions for 
semantic interoperability. 

WP7 Connecting the Dots This work package provides the options for  the technical interoperability elements 
of the EHDS and data sharing, according to the European Interoperability Framework.

WP8 iCitizen What happens when data is not in the hands of professionals or healthcare? MyData
is in citizens’ hands. 
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views of stakeholders on 
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WP5 – Sharing data for health

T5.1 User Perspectives
- Researcher/Innovator

T5.4 Governance ModelsT5.2 Data Permit Authority 
Perspectives

T5.3 Best Practice

- Policy-maker

- Interpretation of GDPR

- Recommendations to MS

- Bilateral Cross-Border
- Memorandum of Understanding

How can users get easy (crossboarder) access to quality health data in a legitimate
way that ensures the individual safety and integrity?



  

 
 
 

 
 

Deliverable 5.1 

Report on secondary use of health 
data through European case studies 
 
Barriers on cross-border sharing of health 
data for secondary use and options to 
overcome these 
 
28 February 2022   
 

 
 

This project has been co-funded by the European Union's 3rd 
Health Programme (2014-2020) under Grant Agreement no 
101035467. 
 

 

•Data: including data management, data quality, data 
interoperability, data monitoring and analysis 

•Infrastructure: including the governance structure of 
the health data system and access to data 

•Legal: including semantics, legal frameworks, and 
national interpretations of GDPR 

•Trust and transparency: including political, social 
and organisational factors and citizens' engagement 

Themes of barriers 
for cross-boarder sharing



Analysis of priority barriers
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regional office for Europe2. Taking this into consideration, results of the literature review were 
categorised, and key patterns were identified and organised into the following four specific 
themes: 
 
• Data: including data management, data quality, data interoperability, data monitoring and 

analysis 
• Infrastructure: including the governance structure of the health data system and access 

to data 
• Legal: including semantics, legal frameworks, and national interpretations of GDPR 
• Trust and transparency: including political, social and organisational factors and citizens' 

engagement 
 

4  Developing a framework: analysis of priority barriers  

Based on the literature review findings, a framework was developed and a list of 20 barriers 
were identified for further analysis. The list included barriers representing the themes: data, 
legal, infrastructure, trust and transparency. Resources and ethical aspects were 
incorporated into the case study template as overarching themes. This list was further refined 
through a prioritisation exercise involving 18 countries’ representatives to TEHDAS. The final 
list of 11 priority barriers is presented in table 1. 

Table 1: Final list of barriers as selected by participating TEHDAS countries 

Rank Barrier description Theme 

A There are differences in governance and health data 
systems in Europe. 

Infrastructure 

 

B A lack of a common European interpretation of what 
constitutes ‘sufficient anonymisation’ to transform 
personal data to non-personal data. 

Legal 

C A lack of a common European interpretation of what 
constitutes ‘pseudonymisation’. 

Legal 

D A lack of a common European interpretation of what is 
and is not ‘secondary use’ of data.    

Legal 

E European countries have national laws/rules on health 
and research data in addition to the GDPR.  

Legal 

F European countries can set different derogations under 
the General Data Protection Regulation. 

Legal 

 
2 World Health Organization. Regional Office for Europe. (2021). Support tool of the WHO Support tool to 
strengthen health information systems: guidance for health information system assessment and strategy 
development. Available at: https://www.euro.who.int/__data/assets/pdf_file/0011/278741/Support-tool-assess-
HIS-en.pdf  
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G European countries have different preferences as to the 
choice of legal basis for processing personal data under 
the GDPR. 

Legal 

H Health data is considered sensitive data e.g., special 
category data under the GDPR, and is treated differently 
from other types of data when it comes to health data 
ethics, management, and use. 

Data 

I A lack of standardised data sharing agreements for 
products developed by private sector providers using 
public health data to facilitate safe data sharing and 
protect public investment. 

Trust and 
Transparency 

J The use of different interoperability standards across 
Europe makes comparisons and sharing data and 
research results challenging. 

Data 

K Poor data management procedures reduce the ability to 
reuse data. 

Data 

 

5  Case studies  

The list of 11 priority barriers, as agreed by EU Member States’ and associated countries’ 
national representatives, formed the basis for the development of a survey to facilitate the 
collection of case studies from experts, institutes and/or projects within EU Member States 
or associated countries. The aim of the case studies was to substantiate the barriers, 
understand the impacts and identify potential best practices and solutions to improve data 
sharing between European countries. The case studies also aim to explore the transfer 
purpose, requirements, and data type, focusing on scientific research and innovation and 
policy making for public health purposes. 

A total of 23 European countries provided 113 case studies between April and August 2021. 
The following figures (1-3) provide an overview of the case studies submitted. 



WP6: Excellence in data quality

Recommendations on:

1. What concept of quality
2. Where to be implemented
3. When in the data life cycle
4. How should be implemented
5. Who should implement the DQF
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3.2  Thematic Work Groups and Workshops 

In order to best utilize the expertise of Work Package 6 partners as well as ensuring 
manageable discussions, a number of thematic work groups were established, which allowed 
for longer discussions on very specific subject matters. Two thematic working groups on 
“Data Quality Legislation” and “Data Quality Governance”, respectively, convened from June 
2021 and through the process towards finalising Milestone 6.1 in September 2021. The input 
from these meetings and subsequent presentation and feedback from the wider group of 
partners in Work Package 6 provided the main content of the milestone document. 
Furthermore, the thematic working groups and partner meetings played a large part in the 
scoping of the work in Task 6.1 as explained in the introduction. 

The next steps in the process were another framing of the scope and the initiation of the 
Scoping Review explained below. A partner meeting was held on 16 December 2021 where 
the process towards finalising this deliverable was presented and discussed. This included 
the setting up of two additional thematic working groups, to continue dividing the work into 
manageable tasks. One thematic group was established to look at definitions and dimensions 
of data quality and assessment and benchmarking mechanisms. Its work focused on a series 
of workshops which were set up to invite Member States (MS) to discuss experiences in 
relation to data quality and mechanisms for assessment and benchmarking. Three 
workshops were held on 8 February 2022, 22 February 2022 and 14 March 2022. The input 
from these workshops helped to inform the thinking of the wider group about these key issues 
of data quality. The workshops provided input on international practice in relation to health 
data quality issues and inputs and suggestions from work already under way in different 
countries were sought.  At each workshop there was a recap of issues raised at previous 

Knowledge generated from 
thematic workshops 

Knowledge collected from 
existing initiatives 

Knowledge collected from 
literature scoping review 

Sub 
Analysis 

Partial 
Results 

Sub 
Analysis 

Partial 
Results 

Sub 
Analysis 

Partial 
Results 

RECOMMEN- 
DATIONS 

https://tehdas.eu/results/tehdas-develops-data-quality-recommendations/



Data quality is defined as fitness 
for purpose for users’ needs in 

relation to health research, policy 
making and regulation. 

Data reflect the reality which 
they aim to represent. 

What is the level quality is measured (data source, institutional level)?

   
  
 

 
 
 

 

  

 
 
 

 
 

Deliverable 6.1 

European Health Data Space Data 
Quality Framework 
 
18 May 2022   
 
 
 

 
 
 
 

This project has been co-funded by the European Union's 3rd 
Health Programme (2014-2020) under Grant Agreement no 
101035467. 
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4.1.3  Dimensions at Data Source Level 

Workshop participants were asked to consider which of the dimensions are key dimensions 
of data quality in the context of TEHDAS and to share any experiences of working with 
specific dimensions in their own countries or organisations.  

In some countries, like Norway, completeness or coverage is measured while in Denmark 
quality assessment is often done at the level of data variables. It was also noted that data 
quality is often related to incentives, e.g., procedures or diagnosis recorded for 
reimbursement may have better coverage/completeness because of the financial incentive.  
The example of the Data Quality Framework developed by Health Data Research UK was 
considered for its identification of a broad range of categories and dimensions with definitions 
and a rating system going from bronze to platinum. 

The table below sets out the dimensions that were deemed to be most important at the data 
source level and how they might be defined, as agreed by the Work Package 6 partners. 

Table 3: Data Quality Dimensions at the Data Source Level 

Dimension Definition 

Reliability How closely it reflects what it was designed to measure and 
whether this is consistent over time. 

Relevance Meets the needs of users of the EHDS. 

Timeliness Collected within a reasonable period of time and 
collected/reported on dates agreed, e.g., close to decision 
makers’ time of decision. 

Coherence Consistent over time and across data holders and can be 
combined and compared with other data sources. 

Coverage The degree to which the data adequately covers the 
population/event (i.e. representativeness) 

Completeness How complete are the variables? 

 

It was noted that the list closely resembles how quality is measured at cancer registries and 
other health information systems internationally. 

4.1.4  Data Quality Dimension at the Institution level 

For the purposes of TEHDAS it was agreed that a broad range of health data is within scope. 
Transparency is key. At the level of the institution, it was considered appropriate to revisit the 
matters of regulation that were set out in the Milestone 6.1 report.  From the items set out in 
that report, those relevant to data quality are listed below. 

Data Quality Dimensions at the Data Source Level 
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Table 4: Data Quality Dimensions at the Institutional Level 

  Legal 
enforcement 

Item Matters of regulation R M 
Data collection Regular audits    √ 
  Rating system and promotion  √   
Data publication Meta-data catalogues    √ 
  Building synthetic data sets mirroring data collections | 

publishing visual analyses of quality at variable level 
√   

Data delivery Clear processing procedures (guidelines published)   √ 
  Not hampering meaningful reuse – pseudonyms as 

preferred system 
√   

  Auditable software √   
  
R=Recommended, M=Mandatory 
 
This explains the elements of data quality at institutional level and it requires clarity on the 
dimensions that data holders are to be audited on. Therefore, dimensions are critical.  From 
the perspective of a data quality assessment framework the dimensions were synopsised as 
key questions that need to be asked when assessing data quality. 

1. Does a Data Quality Assessment Framework exist? 

2. Are there regular audits on procedures of quality assurance? 

3. Are clear data processing procedures operational and guidelines published? 

4. Is a meta-data catalogue published? 

A further suggestion was to incorporate data user feedback into the dimensions of data 
quality, especially as a tool to correct errors in the data. Users need to know about the 
different dimensions of quality in the data collections. This may apply to linked data sources 
or individual data sources. 

The inclusion of anonymisation/pseudonymisation as a dimension was considered, but it was 
agreed that even if this affects the fitness for purpose, anonymisation is not a dimension as 
such and should rather be specified as an element of data quality. 

4.1.5  Data quality assessment and benchmarking 

The third workshop on assessment and benchmarking heard the experiences of both Norway 
and Ireland in relation to the collection and assessment of health data for secondary purposes 
and for standardisation. In Norway a national health metadata specification has been 
developed and in use since 2019. Metadata is stored in a repository that can be accessed 
through a search portal. At present, only two properties at data source level are directly linked 
to data quality: “Coverage” and a “Quality note”. The Data Quality Vocabulary (DQV) of W3C 
(World Wide Web Consortium) referred to earlier has been used as a reference standard in 
the work. 

Data Quality Dimensions at the Institutional Level 



Quality Assessment in the Data Lifecycle 

User Journey

Dataset Specifications Meta-Data 
Standards

Data Provision

Data Integration

Minimization

Collection Standardization Publication Discovery Access Use Finalization

Semantic IO

Syntactic IO

Linkage
Anonymization and 
Pseudonymization

Content

Provenance
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Data Preparation
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Overall architecture* 
(Deliverable 7.1)

WP7: Connecting the dots

Main Issues:
- Legal and governance aspects

- Features of the Secure Processing 
Environments

- Terminolgy (Data Governance 
Act)

- Decentralized Architecture, 
Centralized services



Discussion topics on the legislative proposal 
- Purposes (Art 34(1))

- Health Data Access Bodies (Art 36(1))

- Obligations towards natural persons (Art 38)

- Deadlines for permit application and data delivery (Art 41 & 46)

- Data minimization (Art 44)

- Data access application (Art 45) 

- Data permit (Art 46) 

- Requirement to publish results (Art 46(11)) 

- Reporting clinical findings (Art 46(12))

- Access to data from a single data holder (Art 49)

- Secure Processing Environments (Art 50) 

- Cross-border architecture (Art 52)

- Dataset description (Art 55-57).

21



Considering the EHDS regulation

1. Architecture and services outlined are in alignment with the EHDS legislative proposal. 
2. The Node is the Health Data Access Body (HDAB): (large scope as node and permit authority). 
3. Secure Processing Environments (SPE’s) are important. Further specifications are needed.
4. Obligations towards data subjects need clarification. 
5. Categorization of data into 2 groups: (1)anonymized  and (2)pseudonymized remains unclear. 
6. Archival of data sets/results for results verification/data set enrichment remain unclear. 
7. Mechanisms and requirements for reporting clinical findings need further clarification. 
8. The proposal supports data transfers to a local SPE in a different country , or EU’s centralized SPE. 
On the other hand it encourages: “bring questions to data instead of moving data”.



Thanks for your attention
fidelia.cascini1@unicatt.it


