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Early patient involvement is essential:
Patients should contribute to PRO development from the start to ensure tools are truly 
reflective of their experiences.

HRQoL data should be fit-for-purpose:
Regulators and payers need evidence that is methodologically sound and 
patient-centered.

Real-world data complements clinical trials:
Especially for rare or chronic diseases, real-world evidence can fill gaps left by rigid 
trial protocols.

Quality matters more than quantity:
Overloading patients with multiple PROs reduces engagement and data integrity; 
brevity and clarity should guide instrument selection.

Standardized tools alone are insufficient:
Instruments like EQ-5D are not always sensitive or relevant for specific
conditions; disease-specific and qualitative measures must supplement them.
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Frameworks for qualitative evidence are evolving:
Bodies like NICE are becoming more receptive to patient narratives, but consistency 
and transparency are still needed.

Patient burden must be minimized:
Instruments must be acceptable, relevant, and not overly taxing for patients,
especially those experiencing disease progression.


