
RWD and RWE
Real-world data (RWD) are 

information relating to patient health 
status and/or the delivery of 

healthcare collected outside of 
randomized clinical trials (RCTs)1,2

 Real-world evidence (RWE) is the 
clinical evidence regarding usage of 

a medical product derived from 
analyzing RWD1

THE VALUE OF REAL-WORLD EVIDENCE

RWE: Does the drug work? 
RWE provides information on the 
effectiveness of the drug in the 
everyday clinic setting

Unable to determine causality

Patients are not randomized

Diverse and unselected patient 
populations that can result in varied 
outcomes

Routine clinical practice

Data derived from assessments of clinical 
judgment, with variability in patient care 
and adherence

RWE complements and supplements RCT data3-5

What information do they provide?

Clinical outcomes (efficacy) (effectiveness)

Safety

Quality of life (QoL) and patient-reported outcomes

Practice patterns and treatment adherence

Information on broader patient populations

Healthcare resource utilization (HRU)

RWE
Real-world 

practice

RCTs
Controlled 

setting

Healthcare stakeholders require an increasing amount of 
evidence to address their key needs. This information can be 
generated from RWD, leading to increased prominence and 

acceptance of RWE in the healthcare field5-11

Increased acceptance of RWE in the healthcare field
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Regulatory 
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NEEDS

Assess risk-benefit ratio
Post-market surveillance

Optimize care protocol
Stratify outcomes by 
subpopulations
Understand patient 
preferences

Optimize personal health
Receive care in line with 
personal preference 
or need

Cost-effectiveness 
assessment

Effectiveness
Safety 
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 RWE complements and supplements RCT data2,3

RCTs and RWE answer different questions

RCTs: Can the drug work? 
RCTs provide information 
on the efficacy of a drug 
in a controlled setting

Designed to show causality

Patients are randomly assigned 
to treatment or comparator

Selected patient population with strict 
inclusion and exclusion criteria

Protocol-driven treatment; highly 
monitored, controlled environment

Data derived from prespeci�ed, 
protocol-de�ned, uniformly 
assessed endpoints

Combination of data derived from 
RCTs and RWE provides 

a more complete picture of 
a therapeutic intervention

Improved

Clinical practice
Healthcare decisions 
Patient management and outcomes
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