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HTA6 

This research aims to better understand the role of OS and other OREs in decision-

making of novel cancer medicines by HTA bodies / payers. The goal is to:

1. Identify current challenges and drawbacks related to the use of OS in clinical trials 

2. Articulate the value of OREs in addressing these challenges

3. Define the barriers preventing the adoption of OREs other than OS, particularly by 

HTA bodies / payers

4. Suggest a set of cross-stakeholder and individual stakeholder actions to help ensure 

timely access to medicines that provide benefits to patients

Aims

Background

• Overall survival (OS) is a robust and clinically relevant measure of importance to 

patients that is universally accepted as evidence of the value of a medicine, especially 

for HTA bodies / payers

• However, reliance on OS in HTA body / payer decision-making for novel cancer 

medicines presents limitations

• OREs include OS, other clinical endpoints and PROs that capture outcomes of high 

importance in a given cancer type

Key takeaways

Enhanced use of oncology-relevant endpoints 

(OREs) in HTA / payer decisions can expedite 

access to beneficial medicines, optimise patient 

outcomes, and potentially cut healthcare costs
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1. Challenges and drawbacks related to the use of OS 

Results

• Extending OS remains highly important across cancer types and stages, particularly in 

cancer settings where survival remains a high unmet need and OS data is more readily 

available

• However, reliance on OS data presents three key limitations:

2a. Value of OREs

• The value of OREs should be considered and evaluated per cancer type / stage to 

ensure they are fit for purpose, measuring outcomes of high importance to patients, 

collecting core outcome sets per treatment setting and using standardised 

methodologies to collect them

2b. Classification of OREs

• Endpoints used in clinical trials can be classified according to the outcome types they 

are intended to measure. They can be broadly considered to measure time to event 

and response rates. In addition, PROs provide disease-agnostic, tumour-specific or 

symptom-specific measures

4. Actions to drive acceptance of OREs

• Proposed actions target early cross-stakeholder dialogue to ensure suitable OREs are 

chosen for pivotal trials

• This addresses uncertainties hindering OREs' use in HTA body / payer decision-

making in oncology, helping to ensure future assessments improve patient outcomes

3. Barriers to acceptance of OREs

Progress in using OREs beyond OS requires 

stakeholder collaboration to overcome 

obstacles, ensuring HTA / payer decisions lead 

to optimal patient outcomes
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