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Data usage in Healthcare
Datan = Value∞ …only if we make the data useable
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Health Ecosystem
Data interoperability needs are increasing
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Various Viewpoints of the same Data
Some Thoughts
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Data used in Clinical Studies and in Care (Clinic or Home) are ‚identical‘ (really?)
➢ Consent vs User Agreement/Contract
➢ eCRF vs EHR or PHR (incl. lab results, medication, prescriptions, …)
➢ PROMs and Wearables (medical & consumer grade)
➢ episode or longitudinal; discrete or streaming data
➢ IMPORTANT: Data Protection, Privacy by Design; Data Processing Agreements, etc…
➢ AND… European Health Data Space



Real-World Data (RWD)
Diverse in Type, Quality, Usefulness ?
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Liu and Demosthenes BMC Medical Research Methodology (2022) 22:287- https://doi.org/10.1186/s12874-022-01768-6



RWD 
Challenges and Relationships
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Completeness, Accuracy,  Validity, Uniqueness, Consistency, Timeliness, Traceability, Clarity, Availability



IMI EHDEN 
https://www.ehden.eu
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Observational Health Data Sciences and Informatics  
Observational Medical Outcomes Partnership (OMOP) Common Data Model (CDM)

7 calls for data sources:
166 Data Sources; (405 + 158) 64 SMEs



Data Quality and CDM
Example ERS CRC-SHARP (severe asthma)
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Data Curation !

EHR
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…

Characte
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Kroes JA, Bansal AT, Berret E, et al. Blueprint for harmonising unstandardised disease registries to allow federated
data analysis: prepare for the future. ERJ Open Res 2022; 8: 001682022 [DOI: 10.1183/23120541.00168-2022].



It’s a process
Service Providers are needed on numerous levels !
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IMI EU-PEARL
Innovative Patient Centric Clinical Trial Platforms
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“This project has received funding from the Innovative Medicines Initiative 2 Joint Undertaking (JU) under grant agreement No 853966. The JU receives support from the European Union’s 
Horizon 2020 research and innovation programme and EFPIA and CHILDREN'S TUMOR FOUNDATION, GLOBAL ALLIANCE FOR TB DRUG DEVELOPMENT NON PROFIT ORGANISATION, 
SPRINGWORKS THERAPEUTICS INC”.
This presentation reflects only the author's view and the JU is not responsible for any use that may be made of the information it contains.



IMI EU-PEARL
Pillars, Guidance and Reference Documents
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Next Steps
European OHDSI National Node Luxembourg 
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Many European consortia are working with the 
OMOP-CDM and are enlarging the European 
data network – below a selection:

National Nodes from 
• Germany
• Italy 
• Greece 
• Spain 
• UK 
• The Netherlands
• Luxembourg (submitted)



Thank You – Grazie1000 – Merci
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Abstract
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SECURE AND SCALABLE HEALTH DATA: MAKING REAL WORLD DATA ACTIONABLE.

Healthcare data is typically heterogeneous in nature and brings operational, technical, and methodological
challenges. Wearables, sensors, smartphone apps, IT-based medical data management platforms profoundly
change current healthcare models, with huge impact on all stakeholders and potential to increase patient’s
benefits and participation. Real-world data (RWD) also offers the possibility to derive novel insights on the use
and performance of medicines in everyday clinical use, complementing rather than competing with evidence
from randomized control trials.
There is increasing interest in the use of real-world data (RWD) to support clinical studies and regulatory
decision making across the product life cycle. Key sources of RWD are electronic health records, claims data,
prescription data, and patient registries. Increasingly incorporated into the definition is data from wearables,
m-health apps, and environmental data including data on social status, education, and other lifestyle factors.
There is a growing number of databases in healthcare organizations which contain this type of patient data.
Still, to use this data optimally, we need to facilitate the collection of high-quality data and to foster
standardized models and queries.
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