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§ 30 million patients with rare diseases in Europe
§ 1.5-2 million patients treated in ERN centers

§Unique opportunity to collect information on 
- disease demographics
- patient cohorts available for clinical research
- natural disease history / outcomes
- efficacy and safety of disease management 
(‚real world evidence‘)

§ EU Health Programme 2018:   
5 ERNs funded to develop core registries

ERN-Wide Patient Registries



ERDRI
JRC

ERKReg 
Kidney

Data 
Warehou

se
Lung

PaedCan
Pediatric 
Tumors

EuRRECa
Endocrin

e

U-IMD 
Metaboli

c

ERN-Wide Patient Registries

§Health Programme 2019:
Funding for registries of 19 remaining ERNs

§ EU funding for designing, programming 
and roll-out of registries

§ EJP-RD 2019-2024, ERICA 2021-2025:  
Structured support for development 
of FAIR ERN registries



Federated Data Collection

Advantage: 
Data privacy preserved by deisgn

But: 

- Burden for hospital IT teams 
to set up eHR extracts 

- Limited data sets available: 
unstructured data issue

- Limited statistical analysis options



Centralized Data Collection
Advantage: 
Efficient data processing, 
flexible data analysis

But: 
- GDPR requirements must be met
- Burden of data extraction and transfer

Automated EHR data extraction 
currently not possible, due to 
- partially unstructured documentation
- fragmented, non-interoperable IT systems 

-> Manual data capture and transfer



ERKReg
The Rare Renal Registry

European Rare Kidney Disease Registry: Patient Enrolment
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ERKReg
The Rare Renal Registry

Monitoring and Benchmarking of ERN Center Performance



Data Collection, 
Integration and Sharing

WG Data collection
WG Legal aspects
WG Interoperability
WG Secondary data use

Standardized, GDPR compliant, 
machine readible 

Informed Consent Form 
in all EU languages

Standardized Collaboration / 
Data Transfer Agreements

Harmonized Data Access Policy

WP2 Virtual Platform    Pillar 2

FAIRification Stewards Team
Ethics & Regulatory Advisory Board

Joint use of common data elements, 
interoperability standards
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EU Vision: The European Health Data Space
Use case 
ERN Registries 

Unprecedented potential 
to make RD data 
available to stakeholders

Aspects to consider: 

GDPR – data privacy, 
dynamic informed consent

„Return on investment“ of PIs 



Aspects of ERN Registry Data Sharing
What contents to share...
Ø Common Data Elements
Ø Disease specific data elements
Ø Phenotype/Intervention/Outcome data

... with whom? 
Researchers inside ERN

Researchers outside ERN
Industry

National health authorities
EMA

HTA/Payors
Patient organizations

how detailed...
Ø Counts (N patients with feature)
Ø Aggregated data (tables with descriptive stats)
Ø Anonymized patient level data
Ø Pseudonymized patient level data

when...
Ø Immediately upon collection ?
Ø Grace period (X years after collection) ? 
Ø After publication? 


