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Real World Data?

Definition

Slides adapted from Dr Beth Russell



Real World Data

• Within the oncology community, growing interest exists in using data from 
the real world to address clinical and policy-relevant questions that cannot 
be answered with data from clinical trials. 

• The FDA has defined RWD as data relating to patient health status and/or 
the delivery of health care that are collected from sources that include 
electronic health records (EHRs), billing claims and product and disease 
registries . 





Real world evidence can be 
used to complement evidence 
from controlled clinical trials



• Patients in RCTs are highly selected and have a lower risk profile than real-world 
populations, with the frequent exclusion of elderly patients and patients with co-
morbidities. 

• Supplementing RCT evidence with data from observational settings can also 
improve the external validity of oncology drug trials, such that physicians treating 
patients in real-world setting have the appropriate evidence on which to base their 
clinical decisions. 

THE NEED FOR RCTS AND RWE



NICE 
DEFINITION 

OF RWE

Real-world data can be used to 
contextualise randomised trials, to 
estimate effects of interventions in 
the absence of trials, or to 
complement trials to answer a 
broader range of questions about 
the impacts of interventions in 
routine settings.



RWE in practise

• NICE Real World Evidence 
Framework published June 2022

• “Real-world data can improve our 
understanding of health and social 
care delivery, patient health and 
experiences, and the effects of 
interventions on patient and system 
outcomes in routine settings”

• “The framework aims to improve the 
quality of real-world evidence 
informing our guidance”



Sydner, Pawlowski and Poisson 2020

https://link.springer.com/article/10.1007/s11912-020-00904-z


Real World Data

Prostate Cancer



PCBase Sweden



Research Priorities 



• PIONEER is part of the Innovative Medicine Initiative’s (IMI’s) “Big 
Data for Better Outcomes” (BD4BO) umbrella programme. The 
BD4BO mission is to improve health outcomes and healthcare 
systems in Europe by maximising the potential of Big Data

• PIONEER aims to transform the field of prostate cancer care with 
particular focus on improving prostate-cancer related outcomes, 
health system efficiency and the quality of health and social care 
across Europe.

www.prostate-pioneer.eu

http://www.prostate-pioneer.eu/




Reducing heterogeneity in data collection



Real World Data

Bladder Cancer



Research Priorities 



Bladder cancer data science partnerships?

• 9th most common malignancy worldwide. 

• One of the most expensive malignancies to 
manage on a per patient basis from diagnosis 
to death. 

• Receives <2% of cancer research funding - this 
has stifled innovation

• Outcomes have remained substantially 
unchanged for >30 years.

• Greater fundamental biological understanding 
could lead to rapid translation of diagnostic, 
prognostic, predictive and surveillance 
biomarkers, and novel treatment approaches, 
across all patient groups.



Conclusion



Real World Data …

• can help address research priorities.

• can complement RCTs.

• needs guidelines for data homogeneity.

• is further developed in the prostate cancer field.

• needs more support and development in the bladder cancer field.

• requires multidisciplinary COLLABORATIONS! 
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