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Context for the Workshop 

Intended use of the output from the workshop/desired use of output/benefit 
expected. 

 

• This is a pivotal opportunity for all stakeholders to engage on a topic of 
paramount importance and together, take a giant leap forward in the 
application of RWD/RWE for healthcare decision-making 

• Challenge our thinking and move the discussion beyond just optimizing the 
use of real world data to maximizing the use of real world data across the 
lifecycle of a drug 
• Eg.  

• How do we increase the quality of RWD in order to support *any* healthcare decision?  
vs. 

What kinds of decisions can we make using RWD?  



Decision-Making Challenges with Current Evidence Base 

 

• Situations where RCT evidence is not ideal or not available 
• Eg. Personalized healthcare solutions, rare diseases, areas of unmet need, etc. 

• Lack of access to RWD and RWE 
• Challenges with access to currently available RWD make it difficult and/or 

inefficient to generate RWE 

• Lack of frameworks and guidance 
• Uncertainty on the value and impact of RWE in the decision making processes 



Potential Value of RWE to Support Decision-Making 

 Where can RWE be considered? 

 

Examples in pre-approval 
• Research planning (eg. Patient selection, endpoint selection, etc.), supporting new 

or expanded indications and populations, etc. 

Examples in access and reimbursement 
• Inform disease characteristics, innovative reimbursement models, validate surrogate 

endpoints, etc. 

Examples in post-access 
• Regulatory actions (eg. Safety, expanded labels, etc.), health technology 

management, optimize reimbursement criteria 



How to Consider Quality in RWE Generation 

 

• The evidentiary bar required to make healthcare decisions should reflect 
the variability of and factors that influence a drug or therapeutic area 
• Eg. Ethical considerations such as unmet need, disease characteristics such as 

rarity, etc. 

• International groups and consortia are working on quality standards and 
frameworks for RWD 
• It is important for us to look to international efforts and align as appropriate 

• ‘Regulatory-grade’ real world data can be achieved 
• i.e. we have technology-enabled methods that can allow us to get RWD with the 

quality and integrity required to make regulatory and reimbursement decisions 



How to Assess Quality in RWE Utilization 

 

• Quality in RWE utilization can be achieved through clarity, consistency, 
and transparency in the decision making process 

• A clear and precise framework or guidance needs to be in place 
describing how and when RWE will be used and its impact on the 
decision 

• These frameworks need to be co-developed with all stakeholders of the 
process (regulatory, HTA, payers, industry, patients, etc.) 

• Frameworks and guidance should also be iterated upon to improve 
overall quality of RWE utilization (learn-by-doing) 

 

 



Solutions Requested From Sprinters 

 

Things to consider for the sprinters as you’re coming up with solutions 

 

• While healthcare decisions are local, the industry is international 
• Eg. Our clinical development programs will reflect the needs and requirements 

of other jurisdictions (FDA, EMA) and we cannot have misalignment between 
local needs and international needs 

• Technology and innovation in data science is accelerating at a breakneck 
pace 
• Many things we thought that we could not do with data in the past are becoming 

reality in the present 


