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Naissance de la notion de RWD et RWE 

“The health care system is integrating more effective ways 
to leverage electronic tools to gather and use vast 
amounts of health-related data. These tools offer new 
opportunities to use data collected during the routine care 
of patients to advance medical care. Leveraging such data 
– typically called real-world data (RWD) - to improve 
regulatory decisions is a key strategic priority for the FDA”

These data may be derived from a diverse array of 
sources, such as electronic health records (EHR), 
medical claims, product and disease registries, 
laboratory test results and even cutting-edge 
technology paired with consumer mobile devices. 
These data are being used to develop information and 
real-world evidence (RWE) that can better inform 
regulatory decisions.
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The PRagmatic-Explanatory Continuum Indicator Summary 2 (PRECIS-2) wheel.

Kirsty Loudon et al. BMJ 2015;350:bmj.h2147
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1 - Collection 2 - Transformation 3 – Use cases

Scientific research +++

Innovation

Monitoring and 
management

Source: Doutreligne M, et al. Good practices for clinical data warehouse implementation: A case 
study in France. PLOS Digit Health. 2023 Jul 6;2(7):e0000298. doi: 10.1371/journal.pdig.0000298. 
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Real-life trajectories modelling
Identify patterns of healthcare use

Source: JEAN C, et al. Hospital Care Trajectories of Older Adults with Cancer and the Associated Clinical Profiles: linking a French 
Prospective Cohort Study and a Clinical Data Warehouse. (SIOG 2023 & Submitted)
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Predicting treatment effectiveness and survival

Emulated target trials are used for comparative effectiveness research on observational 
data, when RCTs are unavailable. (Hernan and Robins., Am J Epidemiol., 2016;183(8):758–764)

Source: Usman MS, et al., Target trial emulations: bridging the gap between clinical trial and real-world 
data. Eur J of Heart Failure (2021), 23, 1708-1711 

Emulated target trials



Real-Word Data / Real-world Evidence : pas une 
révolution mais participe à la prise de conscience 
de la complémentarité nécessaires des données 
issues du soin et de l’observation / expérimentation

Population sous-représentées et sélectionnées dans 
les essais cliniques idéaux

Nécessite une expertise pour l’analyse et 
l’interprétation (prise en compte des biais) 
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