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Goal of this session

• Introduce EHDS for secundary use

• Provide insights on how OMOP CDM and our proven tools and 
processes can help?

• Your thoughts….
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We are drafting a publication about the value of 
the OMOP CDM and the OHDSI eco-system for 
operationalising the EHDS.
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European Data Spaces



European Commission Adoption 2024 
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the European Union's institution.

AI-generated content may be incorrect.

EHDS in a nutshell – what is it about?

1. Primary use = use of data for the delivery of healthcare 
• Improving patients’ access to their health data; 
• Ensuring seamless exchanges for continuity of healthcare. 

2. Secondary use = use of data for research and public interest purposes 
• Making data available for research, policy-making etc. in a safe and secure way. 

3. Requirements for electronic health record (EHR) systems 
• Creating a single market for electronic health records systems, supporting both 

primary and secondary use.

7

https://www.ehds.io/


The European Health Data Space (EHDS)

• Health Data Holders (HDH) have a 
legal obligation to make health 
data available for Health Data 
Users (HDU).

• Intended to unlock data for 
research, public health, 
regulatory decision-making

• Not mandatory to get access to 
data!

• Technology-neutral → risks 
fragmented national 
implementations

• Huge opportunity for 
OMOP/OHDSI to support EHDS 
implementation
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Towards European Health Data Space (THEDAS)
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https://tehdas.eu/



11Slide from HealthData@EU pilot & Darwin EU | Multi-stakeholder workshop on Real World Data (RWD)
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Need for interoperability on all layers
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Without a shared technical & analytical representation we cannot make the necessary paradigm shift

• EHDS ensures legal 
interoperability (access & governance)

• But does not specify technical 
standards

 → Member States might 
 implement incompatible data 

models

 → Cross-border evidence 
generation becomes difficult
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Two operational models under EHDS both need 
interoperability of data and tools

Upload approach: 
raw subsets into SPE
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Federated model: preprocessing & analyses 
run locally, aggregated results shared



We are already executing studies at scale in Europe 
following EHDS principles
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18 National Nodes

Large number of 
European Projects



Data 
discovery

Data 
access 

application

Data 
preparation

Data 
provision

Data use

Results 
output

How can we help in the User journey?

How can we help in the User journey?

Data user
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What health data exists to support my research?

Can I use this data for my research project?

Health Data 

Access Body

Health Data 

Holders

Data User

Issue permit and make data ready for use, ensuring data quality and privacy.

Give access to Secure Processing Environment

Analyse and process data

Publish results, ensuring privacy and verifiability
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Where can we add value?
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Exploration Initiation Implementation Execution Dissemination



Where can we add value?
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Exploration Initiation Implementation Execution Dissemination

Exploration Phase
• Data Quality Label can benefit from automated QA (fit-for-use)
• Data Diagnostics via large-scale dashboards and feasibility analytics (fit-for-purpose)
• Meta Data available for many data sources



Where can we add value?
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Exploration Initiation Implementation Execution Dissemination

Initiation Phase
• Setup of necessary infrastructure, e.g. SPE used in DARWIN EU (anDREa), collaborative space, 

code repositories, service desk, etc.
• Expertise in Framework Contracts and Work Orders



Where can we add value?
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Exploration Initiation Implementation Execution Dissemination

Implementation Phase
• Many standard analytics, e.g. HADES, that can be applied centrally or in federated approach.
• Standardized Study Code Repositories
• Study Protocol Templates
• Cohort Diagnostics and Phenotyping tools and processes
• Expertise with Governance Board Approval steps



Where can we add value?
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Exploration Initiation Implementation Execution Dissemination

Execution Phase
• Processes and tools for sharing common analytics
• Reproducible federated or central execution mechanism
• Processes for user support
• Tools for sharing aggregated results after local approval.



Where can we add value?
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Exploration Initiation Implementation Execution Dissemination

Dissemination Phase
• Quality Assessment processes
• Standardized dashboards for large scale evidence dissemination
• Supporting tools for automatic report generation



What OHDSI can offer member states & HDABs
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• Proven expertise in large-scale evidence generation
• A very large network of data sources in one CDM and semantic layer
• Analytical tools for every study design
• Capacity building via National Nodes, and training programs.
• …



What can EHDS offer OHDSI?

• A push to improve interoperability of data.

• FAIR data, tools, and results.

• A Technical Platform that supports OMOP CDM studies and 
federated execution.

• Access to more linked data.

• Streamlined governance procedure across Europe.

• More service providers that can help with ETL and QA.

• More data users with OMOP CDM Expertise.

• ….
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Implementation of EHDS regulation
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Call-to-action
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Let’s: 
1. Align national implementations on OMOP & use of OHDSI tools;
2. Engage with HDABs in Europe;
3. Expand the data network!
4. Demonstrate how to scale real world evidence generation as community.

EHDS provides the mandate - OHDSI provides the methods.



Q&A
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HOW DO YOU THINK OHDSI COULD 
CONTRIBUTE TO THE EHDS 

IMPLEMENTATION?

HOW DO YOU THINK EHDS CAN HELP 
OHDSI?

p.rijnbeek@erasmusmc.nl

mailto:p.rijnbeek@erasmusmc.nl
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