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• Too small to detect drug adverse events 

• May exclude vulnerable groups such as the elderly, children, 
pregnant women, chronic disease patients 

• Often too short to assess long-term safety or effectiveness 

• Certain trials may be unethical 
 



Source: DecisionResources Group, 2016 
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• Anticipate gaps to be filled with 
RWE 3-5 years ahead  

• Realise synergies between 
products and studies  
• Data purchases, collaborations, 

alignment of protocols 
• Start investing early in accessing 

and enhancing “grey” RWD if 
needed 

• Prioritize based on budget and 
business need 
 

• Better data for 
retrospective studies 
through early planning 

• Overall cost savings 
• Faster turn-around 

times 
 



• Insulin degludec was evaluated in a large 3a clinical trial programme in 
adult patients with type 1 and type 2 diabetes (BEGIN®).  
 

• Key benefits of this new therapeutic alternative: reduction of the risk of 
hypoglycaemia. However, patients experiencing hypoglycaemia who 
may benefit from the new treatment were, for regulatory reasons, not 
included in the initial clinical trial program.  
 

• Real-world evidence (RWE) complemented the evidence base 
established by the ph3 program and helped demonstrate the product 
value in a subgroup of patients relevant to payers. 
 



• This case study exemplifies how the use of RWE helped local payers  (e.g. local 
formulary committees) in getting additional insights into the clinical 
benefits of a novel intervention in addition to evidence from the initial RCT 
program.  
 

• Demonstrating product value in real clinical practice is increasingly 
important to achieve successful reimbursement, and central to evaluating the 
costs and benefits of health technologies competing for funding decisions.  
 

• However, significant challenges in the development and acceptance of 
RWE remain to be addressed.  



• Challenges with RWD: fragmented sources of data, methodologies & 
evidence standards 
 

• Acceptability/validity of RWE: early engagement with payers & 
regulators e.g. payer partnerships 
 

• Increasing schemes of coverage with (RW or RCT-based) evidence 
development to manage uncertainty and information asymmetry 
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