
RWE is a must 
have 



What is Real World Evidence? 
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Retrospective Prospective 

 Legend: Bubble size indicative of study execution cost 
  Color indicative of study complexity 

Single database studies 
(e.g., claims, EHR, or 

lab) 

Linked  
database studies (e.g., 
claims, EHR, genetics) 

Hybrid studies (e.g., 
claims w/prospective 

data collection) 

Social Listening Social Network Based 
Research 

Patient surveys 

Patient registry 

Prospective observational  
study 

Randomized  
clinical trials 

Pragmatic 
clinical trials 

RWE 



Broad Uses for Real-World Evidence 

3 Real-World Evidence Generation and Evaluation of Therapeutics: Proceedings of a Workshop:  National Academy of Sciences 
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RWE creates opportunities from early development through 
market access to commercial programs  

SOURCE: McKinsey CARE 
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Drug and discovery  
development Approval and launch Growth and maintenance 

  Current core 
RWE   

Time 

Across entire lifecycle  
 Relapse and prevention management  
 Proactive safety risk monitoring  through social media 
 Personalize multichannel marketing 
 Develop adherence programs 

Discovery 
 Target sourcing 
 Early patient 

stratification 
 Predictive 

models 
 Unmet medical 

needs/new 
indications 

 Accelerate 
attrition 

Development  
 Ideal patient population 
 Recruit trial patients 
 Demonstrate burden  

of disease 
 Estimate accurately 

cost effectiveness 
 Randomized trials  

with EHRs 
 Non-RCT data gene-

rated by 3rd party 

Market Access 
 CE studies for 

pricing and 
formulary 
access 

 Differentiated 
pricing 

 Fast track 
limited proof 
market access 

Launch 
 Identify 

and track 
high pre-
scribers 

New competitor 
 Data driven 

sales force 
 Pay for 

outcomes 

New indications 
 Demonstrate 

unmet need 
 Sequence new 

indication 
launches 

 Orphan 
disease finding 

Lifecycle mgmt 
 Prove differen-

tiation to avoid 
switch to Gx 

 Crowd-sourced 
package 
redesign 

RWE uses 

 Biggest opportunities in next 2-3 years 



The application of RWE can improve decision making and 
outcomes through all stages of the asset lifecycle 

Discovery 

• Estimate unmet 
needs 

• Identify and 
validate targets 

• Characterize 
patient 
heterogeneity 

• Predict drug 
response  

Development 

• Optimize trial design 
e.g. estimating trial 
sample size, 
inclusion/ exclusion 
criteria 

• Estimate market size/ 
opportunity 

• Economic model 
inputs 

• Characterize place in 
therapy 

• Clinical pathways 
development 

• Price optimization 

Post-launch 

• Utilization 
patterns 

• Comparative 
effectiveness 

• Pharmacovigilanc
e 

• Compliance/ 
adherence 

• Resource use 
and economic 
impact 

• Effectiveness in 
sub-populations 

• Support payor 
interactions 

• Outcomes-based 
contracting 5 Support Government Relations, Policy, External Affairs 

Patient Insights / Patient Engagement 
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