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New possibilities of strengthening the  
preventive healthcare of workers through  
the secondary use of electronic health data 

Digital transformation in the field  
of healthcare 

Digital solutions for healthcare can increase 
the well-being, help to promote health and 
prevent disease, including in the workplace. 
They can support the reform of health sys-
tems and their transition to new healthcare 
models.

Digital tools can translate scientific knowl-
edge into helping workers remain in a good 
health and not to turn into patients. They  
also have the potential to enable a better 
use of health data in research and innova-
tion to support preventive healthcare and 
better health interventions 
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Digital tools can translate scientific knowledge into helping workers remain in a good health and not 
to turn into patients. They also have the potential to enable a better use of health data in research 
and innovation to support preventive healthcare and better health interventions. Access to data and 
the ability to use it are essential for innovation and growth.
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Access to data and the ability to use it are 
essential for innovation and growth. In line 
with the European Data Strategy 

2, health is 
an area where European Union can benefit 
from data revolution, increasing the quality 
of healthcare, while decreasing costs. 

So, one of the specific objectives of the EU-
4Health Program for the period 2021-2027, 
established by Regulation (EU) 2021/522 

3,  
is strengthening the use and re-use of 
health data, including by supporting the  
creation of a European Health Data Space. 

European Health Data Space

Healthcare authorities across Europe face 
common challenges such as diversity of 
electronic health records, lack of technical 
interoperability and access to digital health 
services, risks of privacy breaches, cyber-
security risks, as well as risks regarding the 
quality and reliability.

Fragmented and divergent legal and ad-
ministrative rules, frameworks, processes, 
standards and infrastructure for reusing 
health data restrict researchers and innova-
tors’ access to health data. They also limit 
the availability of innovative health products 
and services 

4. 

The aim of the European Health Data Space 
is establishing the rules, common standards 
and practices, infrastructures and a govern-
ance framework for the use of electronic 
health data 

5. Security and privacy are fun-
damental principles of the European Health 
Data Space, which is based on strong data 
protection and cybersecurity elements. 

The development of a common European 
Health Data Space require actions at na-
tional and European level, along with strong 
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cooperation between public and private 
stakeholders (for example, national digital 
health bodies, public health institutes, data 
protection authorities, healthcare providers, 
health professionals, academic and research 
institutions, and patient associations).

European Health Data Space supports two 
distinct uses of health data – primary and 
secondary use. 

Primary use of electronic health data

Primary use of electronic health data means 
the processing of personal electronic health 
data for the provision of health services 
to assess, maintain or restore the state of 
health of the natural person to whom that 
data relates, including the prescription,  
dispensation and provision of medicinal 
products and medical devices, as well as  
for relevant social security, administrative  
or reimbursement services  

6. 

The primary use of electronic health data 
supports the use of data for better health-
care at national and cross-border level. 
Medical data is typically stored in electronic 
health records, containing segments of a pa-
tient’s medical history (centrally or involving 
various healthcare providers). The European 
Health Data Space will allow people to ac-
cess their health data and make their data 
available to a health professional of their 
choice, including when abroad and in the 
language of the health professional. That is 
how the patient can get a better diagnosis 
and treatment with fewer medical errors and 
avoid unnecessary diagnostics 

7. 

To support data being shared between 
healthcare providers, mandatory require-
ments for interoperability, security, safety 
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and privacy will be introduced, as well as 
mandatory self-certification of electronic 
health records covering interoperability  
and security.

Member States will be required to make  
priority categories of data available in a 
common European electronic health record 
exchange format, such as patient summa-
ries, e-prescriptions, e-dispensations, med-
ical images and image reports, laboratory 
results and discharge reports.

All Member States will be required to par-
ticipate in cross-border digital infrastructure 
for the exchange of health data for health-
care delivery (MyHealth@EU).

Secondary use of electronic health data 

The secondary use of health data means  
using health data for purposes other than 
the primary reason for which they were  
originally collected. The secondary use can 
be, for example, research, decision-making, 
development and innovation, as well as  
education.

In this context, opportunities are opening up 
for improving and strengthening the preven-
tive healthcare of workers through the sec-
ondary use of health data for the purpose of 
developing future health policies in the field 
of prevention of disease and work-related 
health problems. 

According to the Proposal for a Regulation 
on the European Health Data Space, re-
searchers, innovators, public institutions or 
industry, will have access to large amounts 
of high-quality health data under strict con-
ditions. The access to such data by research-
ers, companies or institutions will require a 
permit from a health data access body, to be 
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set up in all Member States. Access will  
only be granted if the requested data is 
used for specific purposes, in closed, secure 
environments and without revealing the 
identity of the individual. 

The health data access bodies will be  
connected to the new decentralised EU- 
infrastructure for secondary use (Health-
Data@EU) which will be set up to support 
cross-border projects.

Data permit for the secondary use of  
electronic health data

In line with the Proposal for a Regulation  
on the European Health Data Space 

8, the 
health data access bodies shall ensure that 
access is only provided to requested elec-
tronic health data relevant for the purpose 
of processing indicated in the data access  
application by the data user and in line  
with the data permit granted.

The health data access bodies shall provide 
the electronic health data in an anonymised 
format, where the purpose of processing  
by the data user can be achieved with such 
data, taking into account the information 
provided by the data user.

Where the purpose of the data user’s pro-
cessing cannot be achieved with anonymised 
data, taking into account the information 
provided by the data user, the health data 
access bodies shall provide access to elec-
tronic health data in pseudonymised format. 

Purposes for which electronic health data 
can be processed for secondary use, accord-
ing to the Proposal for a Regulation on the 
European Health Data Space, Article 34, are 
following:  
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-	 activities for reasons of public interest 
in the area of public and occupational 
health, such as protection against serious 
cross-border threats to health, public health 
surveillance or ensuring high levels of quali-
ty and safety of healthcare and of medicinal 
products or medical devices;

-	 to support public sector bodies or Union 
institutions, agencies and bodies including 
regulatory authorities, in the health or care 
sector to carry out their tasks defined in 
their mandates;

-	 to produce national, multi-national and  
Union level official statistics related to 
health or care sectors;

-	 education or teaching activities in health  
or care sectors;

-	 scientific research related to health or  
care sectors;

-	 development and innovation activities for 
products or services contributing to public 
health or social security, or ensuring high 
levels of quality and safety of health care,  
of medicinal products or of medical devices;

-	 training, testing and evaluating of algo-
rithms, including in medical devices, AI 
systems and digital health applications, 
contributing to the public health or social 
security, or ensuring high levels of quality 
and safety of health care, of medicinal  
products or of medical devices;

-	 providing personalised healthcare consisting 
in assessing, maintaining or restoring the 
state of health of natural persons, based on 
the health data of other natural persons.
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Secondary use of electronic health data for 
the purpose of improving health protection 
at work

Good quality data on occupational accidents 
and diseases are very important to design an 
effective prevention strategy on occupational 
health and safety, both at the national and 
European level. Reliable data are indispen-
sable for identifying hazardous sectors and 
occupations, which require prioritizing and 
formulating effective legislation, policies and 
programmes, as well as identifying priorities 
for setting the right targets towards reducing 
occupational accidents and diseases 

9. 

The intensification of migration flows, the 
ageing of the workforce and the increasing 
numbers of workers in temporary, casual or 
part-time work and precarious employment, 
do not only increase their disposition to 
accept unsafe working conditions but also 
makes them invisible to adequate health 
surveillance, and recording and notification 
of occupational diseases, all of which are 
required for the effective implementation 
of preventive strategies. Many occupational 
diseases, such as occupational cancers, are 
characterized by long latency periods and 
are, therefore, difficult to recognize until the 
clinical manifestation of their symptoms. The 
increased movement of workers to different 
jobs, their exposure to various agents during 
their working life, along with non-workplace 
factors associated with the emergence of a 
disease, can make it difficult to determine 
the occupational origin. Additionally, some 
workers may have exposure to substances 
that have not yet been identified as hazard-
ous. The nature of occupational diseases 
is altering rapidly: technological and social 
changes, along with global economic condi-
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tions are aggravating existing health hazards 
and creating new ones. Work-related stress 
is often reported work-related health prob-
lem. In addition, work-related stress can 
also contribute to musculoskeletal disorders 
and other health disorders, such as hyper-
tension, peptic ulcers, and cardiovascular 
diseases. 

The fact is that emerging risks are increas-
ingly linked to new technologies developed 
and implemented without enough consid-
eration given to occupational health and 
safety aspects, to new types of workplaces, 
including remote work, and to social and  
organizational changes.

In this context, the secondary use of health 
data can contribute to new insights and 
benefit developing future health policies 
in the field of prevention of disease and 
work-related health problems.

Projects and activities  

There are ongoing projects and joint actions 
within the EU4Health Program aimed at pre-
paratory activities for the European Health 
Data Space.

Croatian Health Insurance Fund is partici-
pating in TEHDAS project (Towards European 
Health Data Space), which develops joint  
European principles for the secondary use  
of health data and is focused on:

-	 engaging other European projects and 
policymakers in a dialogue about the  
European Health Data Space;

-	 ensuring sustainability of the secondary 
use of health data in Europe;
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-	 developing a governance model for 
cross-border co-operation in the second-
ary use of health data between European 
countries;

-	 promoting the reliability and compatibili-
ty of and access to health data for  
secondary use;

-	 clarifying the role of individuals in the 
secondary use of health data and includ-
ing them in dialogue about the use of 
health data for research and policymak-
ing.

Within the EU4Health Program there also 
possibilities of awarding direct grants to 
the Member States’ authorities in order to 
accelerate the establishment and capability 
enlargement of health data access bodies 
across Member States and the rollout of 
connections for the future European Health 
data Space infrastructure for secondary 
uses (HealthData@EU). Where services and 
infrastructures of health data access bodies 
have already been established, this action 
will also support Member States in enlarging 
the capabilities of such bodies, including 
the design of new services and their further 
development.

We hope that above-mentioned projects 
and activities, in line with the Proposal for 
a Regulation on the European Health Data 
Space, will contribute to the development of 
a common European Health Data Space built 
on the principles of strong data protection 
and cybersecurity, and enable the second-
ary use of health data in order to improve 
health protection at work, too. ●

Vinka Longin Peš 
Croatian Health Insurance Fund (HZZO) 

www.hzzo.hr
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1.	 Communication from the Commission to the European Parliament, the Council, the European Economic  
and Social Committee and the Committee of the Regions on enabling the digital transformation of health 
and care in the Digital Single Market; empowering citizens and building a healthier society, accessible at  
https://eur-lex.europa.eu/legal-content/EN/TXT/HTML/?uri=CELEX:52018DC0233&from=EN 

2.	 Accessible at https://eur-lex.europa.eu/legal-content/EN/TXT/HTML/?uri=CELEX:52020DC0066&from=EN 

3.	 Accessible at https://eur-lex.europa.eu/legal-content/EN/TXT/HTML/?uri=CELEX:32021R0522&from=EN  

4.	 Communication from the Commission to the European Parliament and the Council:  
A European Health Data Space: harnessing the power of health data for people,  
patients and innovation, accessible at   
https://eur-lex.europa.eu/legal-content/EN/TXT/HTML/?uri=CELEX:52022DC0196&from=EN 

5.	 Proposal for a Regulation on the European Health Data Space, accessible at   
https://health.ec.europa.eu/publications/proposal-regulation-european-health-data-space_en 

6.	 Proposal for a Regulation on the European Health Data Space, Article 2.2.(d)

7.	 Communication from the Commission to the European Parliament and the Council:  
A European Health Data Space: harnessing the power of health data for people, patients and innovation.

8.	 Proposal for a Regulation on the European Health Data Space, Article 44

9.	 International Labor Organization regarding prevention in the field of occupational health and safety

Croatia | Prevention

december 2022

– 6|6 –


