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Disclaimers

● I am an employee of Roche

● Views expressed are of mine, on behalf of Roche and EFPIA

● I don’t work for the European Commission so will explain the EHDS as I 

interpret the text



Agenda

● Introduction to the EHDS

● Role of Health Data Access Bodies (HDAB)

● Pharma’s roles in the EHDS

● Policy Considerations 

● Where do we go from here



Introduction: What is the EHDS and why is it 

needed?



The EHDS is part of the Rapidly Evolving EU Data and Digital 

Legislative Policy Landscape 

Data Governance Act (DGA)

■ Ensure trust in data sharing and transactions

European Health Data Space (EHDS) 

■ EU Wide health specific ecosystem comprised of rules, common  standards 

and practices, infrastructures and a governance framework

Data Act

■ Sets up rules on who can use and access what data for 

which purposes across all economic sectors in the EU

Cybersecurity Directive and Cyber Resilience Act

■ Aim to Achieve a high common level of cybersecurity across the EU 

Artificial Intelligence (AI) Act 

■ The first standalone piece of legislation worldwide governing the use of 

AI across all industrial sectors

Digital Service Act (DSA) & Digital Market Act (DMA)

■ Modernise the e-Commerce Directive regarding illegal content, 

transparent advertising, and disinformation

■ Ensure a higher degree of competition by preventing large companies 

from abusing their market power and  allowing new players to enter the 

market

EMA/HMA Big Data Steering Group

■ Focused on utilising big data to improve the regulation of medicines

■ Includes DARWIN EU, data quality framework, raw data pilots and EMA guidance on AI/ML

The GDPR (already in place since 2018) 

■ Unifying data privacy laws across the EU

Pre-Read
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What is the EHDS?

First and foremost: a piece of European 
Legislation (legally binding i.e. it is not a 
choice to comply!)

More broadly defined as: an “EU Wide health 
specific ecosystem comprised of rules, common  
standards and practices, infrastructures and a 
governance framework”

Considered as: one of the key enablers of future 
innovation in Europe

Once again Europe as a first mover: as with the 
GDPR, EHDS will be world’s first regional data space 
of this size
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″The EHDS will be a crucial component of a strong European Health Union. It will enable EU-wide 
collaboration for better healthcare, better research and better health policy making. I invite all interested 
citizens and stakeholders to take part in the consultation and help us leverage the power of data for our 
health. This will have to rest on a strong foundation of non-negotiable citizens' rights, including privacy and 
data protection.″ Stella Kyriakides, Commissioner for Health and Food Safety

The EHDS

The EHDS will be one of nine Common European data spaces 
created in strategic sectors and domains of public interest



Why is the EHDS needed? 

Three points to note :

1. Individuals do not have appropriate 
access and control to their health data

2. Insufficient health data exchange

negatively impacts on the direct 

provision of healthcare (primary use)

3. Secondary re-use of data in the EU is

very low creating barriers to developing 

and delivering healthcare innovations

Image is an official European Commission Reference
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How will secondary data access work in the EHDS?  

(at a high level!)

■ Health Data Access Bodies (HDAB):

● All EU countries will need to establish a HDAB with ability to 
govern access to health data within their country 

● All HDABs will connect in a new secondary use  infrastructure 
called Healthdata@EU

● Required to catalogue all health data sets and make searchable

■ Process for gaining access to data

● Data users search data catalogue

● Data user requests access to data via permit application 

● HDAB assesses legal grounds and conditions and grants/rejects 

● If granted, HDAB works with data holder locally to curate data and 
provide access via secure processing environments

● Users have 5 years to conduct research

● Only anonymous data is provided unless access to pseudonymised 
data can be justified 

● HDAB will have to ensure transparency: information will be 
published about data access applications
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Which data types are in scope for Secondary use/access? 
17 categories of (broadly defined) health data 

(a) electronic health data from EHRs;

(b) data on factors impacting on health, including socio-economic, environmental  and behavioural determinants of health;

(ba) aggregated data on healthcare needs, resources allocated to healthcare, the provision of and access to healthcare, healt hcare expenditure and financing;

(c) pathogen data, impacting on human health;

(d) healthcare-related administrative data, including dispensation, claims and reimbursement data;

(e) human genetic, epigenomic and genomic data;

(ea) other human molecular data such as proteomic transcriptomic, metabolomic, lipidomic and other omic data;

(f) automatically  generated personal electronic health data, through medical devices;

(fa) data from wellness applications;

(g) data on professional status, specialisation and inst itution of health professionals involved in the treatment of a natural person;

(h) population-based health data regist ries (public health registries);

(i) data from medical registr ies and mortali ty registr ies;

(j) data from clinical tr ials,  clinical studies and cl inical investigations subject  to Regulation (EU) 536/2014, Regulation [SO HO], Regulation (EU) 2017/745 and Regulation (EU) 2017/746, respectively;

(k) other health data from medical devices;

(ka) data from registries for medicinal products and medical devices;

(l) data from research cohorts,  questionnaires and surveys related to health, after the first publication of results;

(m) health data from biobanks and associated databases



39

Implementation timelines as defined in the EHDS regulation 

- xxxx

6 years of implementation process before the EHDS is fully operational

Secondary use 
rules come into 
force in 4-5yrs 
time



What does this mean for industry?



Pharma will have Two key Roles in the EHDS (for secondary use)

1. As a Data Requester
Access health data types (faster) to help 

support the future discovery, development 
and delivery of innovative medicines, 

vaccines and associated health technologies 

2. As a Data Holder
We will be mandated to share data we 

collect (including data types we currently do 
not share broadly)



In practical terms some requirements include…. 

Industry as data user
■ (Once system is up and running)

■ Search health data catalogue 

(once live) & identify data 

sources we would like to 

access

■ Go through permit application 

process 

■ If granted, conduct research

■ Meet transparency 

requirements

Industry as data holder
■ (before system is up and running):

■ Catalogue all our data sets which meet 

one of the 17 health data definitions and 

contain EU patients

■ For each data set in scope send a 

description of the data set to relevant 

EU Health data access body for entry 

into the searchable catalogue

■ (once system up and running):

■ Manage data access requests 



Policy considerations



Industry Considerations Throughout the Debate

▪ 1. Lack of clarity on the broad definitions of data types in scope 

▪ 2. Lack of clarity on the format of data to be shared 

▪ 3. IP/CCI considerations - no time gated mechanisms could reduce incentives to conduct 

research in Europe

▪ 4. Opt out / Opt In mechanism - major discussion, we as industry did not see any need for 

additional layers 

▪ 5. Questions over consistency with other EU legislation e.g. GDPR, AI Act etc. in terms of 

definitions and terminology etc.

As a result, many questions remain in the final text, and efforts are needed to shape so called 

“secondary legislation” e.g. guidance designed to help further interpret the regulation
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We want the same thing..?
Multi-stakeholder statements asked for the same things in the EHDS



Where do we go from here?
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For additional resources and 

information, please visit:

https://crdsalliance.org/resources

Thank you!
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