
Vjola Hoxhaj1, Constanza L Andaur Navarro1, Carlos Duran1, 
Daniel Weibel1, Miriam MCJM Sturkenboom1

GENERATING EVIDENCE FROM RWE: 
THE CONCEPTION DATA QUALITY PIPELINE

This work has received support from the EU/EFPIA Innovative 
Medicines Initiative 2 Joing Undertaking ConcePTION grant no.821520

 

There is a global need for evidence on the use and safety of medicines 

and vaccines during pregnancy and lactation. The IMI ConcePTION 

project aims to build a robuts learning ecosystem wherein Real World 

Data (RWD) can be used to generate Real World Evidence (RWE) (ww-

w.imi-conception.eu). Although RWD is promising, the value of RWE 

to guide evidence-based medicine and regulatory decision-making 

regarding medicines and vaccines largely depends on the quality and 

reliability of source. 

To develop a five-level pipeline with 35 quality checks (QC) to 

verify the overall quality of source data locally at data access 

providers (DAPs) level.

Design.  

• Data formatted according to the ConceP-

TION CDM v.2.2 (Thurin et al. 2021)

• Based on Khan et al. (2016) data quality ter-

minology, level checks were designed con-

sidered the following quality dimensions: 

conformance, completeness, and plausibility.

• Easily shareable and understood.

Execution. 

• Open-source R code runs on CDM tables and 

generates HTML reports locally.

• HTML reports show aggregrated data on 

counts, rates, and frequencies. 

• Data fitness-for-use can be assessed based on 

study-specific requirements.

Repository.

▪ Code license GNU AGLP v3

▪ Code versioning system git

▪ Software code languages R

Moral duty to provide evidence to 
women on reproductive age regarding 
medicines and vaccine safety

The QC pipeline has been successfully implemented in 
the ConcePTION project, the Vaccine monitoring Col-
laboration for Europe (VAC4EU, https://vac4eu.org/), 
CONSIGN, EMA and PASS Covid-19 vaccine safety and 
effectiveness studies

To monitor vaccines and medicines 
post-licensure, large research network 
with access to electronic health re-
cords needs to be established. 
This includes global collaboration.
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Level 1b Data Characterization at value level

Level 1 Coherence & Completeness

Level 2 Data Relational Logic Characterization

Level 3  Data Content Characterization

Level 4 External benchmarking

https://github.com/UMC-Utrecht-RWE
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CONCLUSION
As new types of data sources become available, we 
proposed the ConcePTION QC to demonstrate whether 
secondary use of existing observational data are reli-
able and relevant for regulatory decision-making of 
medicines and vaccines

RESULTS 

EU PAS protocol registration no. 50142
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