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Disclosure

This presentation represents the views of the DARWIN EU® Coordination Centre only 
and cannot be interpreted as reflecting those of the European Medicines Agency or the 
European Medicines Regulatory Network.
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Improve transparency, reproducibility and reliability

Inform reuse of cohorts, storing all metadata needed to decide

Focus on traceability: Log of decisions, responsible person/s and their 
reasoning 

DARWIN EU data network strengths and DARWIN EU catalogue of 
standard analytics in mind
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Why?



Co-creation DARWIN CC with EMA according to their 
needs and regulatory outcomes:

– Creation of a DARWIN-EMA phenotyping workgroup

– Regular meetings with EMA/NCA pharmacovigilance 
specialists to review and improve the process

– In person training sessions and discussions with EMA RWD team
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How?
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What?
The process:
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And a tool 
to follow 
it…



Phenotype Proposal Form 

Includes information on the 
requestor, a summary of the 
phenotype, the intended use 
(e.g., for incidence/prevalence 
studies, or drug utilisation, 
and the databases it will be 
used on) and timelines, and… 
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Step 1,2,3: Phenotype Proposal & Feasibility



A Clinical description summarising the disease’s epidemiology, presenting symptoms, 
treatments, and potential strengthening or disqualifying factors
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Step 1,2,3: Clinical Description and Optimisation Requirements
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Search for a Suitable Cohort & 

Suitability and Relevance to Study of 

Interest

Search for a Suitable Concept/s set &

Suitability and Relevance to Study of 

Interest

Step 4,5,6: Reusability of previous cohorts/concept sets
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Step 6 - 11: Phenotype generation and evaluation

Step 8: Refine the Concept Set
Two reviewers with a clinical/pharmacy background (PAs) and/or topic expertise and present them with the initial concept 
set from Step 7 together with the provided PPF and clinical description

Step 7: Generate the Concept Set
Systematic generation, saving the keywords used, vocabulary version, and steps followed 
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Step 9 - 14: Cohort generation, evaluation, study and storage

Step 9: Generating the Cohort
Add all the logic to generate cohorts 
using ATLAS or CAPR and fed back 
into the DECK 

Steps 10 and 11: New Phenotype 
Evaluation
Running cohort diagnostics and storing 
results for each data partner in the 
DECK, with recommendations and 
decision to approve and move the 
phenotype forward. 

Steps 12-14: Storage, Sign off for study,
and review and storage of study learnings.
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Application to two phenotypes (with a simple version)

Pancreatic Cancer
SLE
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The paper:

a.prats-uribe@darwin-eu.org

https://doi.org/10.1002/pds.70042

Questions?
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