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Workshop Sessions 1-3
• Session 1

• Examples of ePRO in multiple healthcare systems 
• Importance of clearly defining research objectives to inform regulatory and 

policy decisions
• Session 2

• Physical function as a core clinical outcome that could be used for regulatory 
approval 

• Introduction of the estimand framework as a way to rigorously structure PRO 
studies 

• Session 3
• Scenarios using the estimand framework to assess 2 physical function 

endpoints: comparative benefit and on treatment maintenance



PRO work going forward
• Where we are

• Multiple core outcomes have been identified for oncology
• Increasing adoption of ePRO across health systems 
• Estimand framework to enable standardized approach to PRO research 

• Key barriers
• Changing the culture of clinical trial design and execution
• Financing PRO and workflow modifications
• Developing platforms and processes to keep providers and patients engaged
• Incorporating PROs into drug development and real-world evidence 

generation

• Next steps…



FDA Panelists

Theresa Mullin, PhD - Associate Director of Strategic Initiatives, CDER
Core Clinical Outcomes across Therapeutic Areas

Paul Kluetz, MD – Deputy Director, Oncology Center of Excellence
Core Clinical Outcomes in Oncology – Symptoms and Physical Function

Amy Abernethy, MD/PhD – Principal Deputy Commissioner
Physical function data in the trial and clinical care setting
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