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We know how to 
engage patients. 

EMA
Reflection Paper EMA/CHMP/PRAC/148869/2025 (Draft, Sept 2025)

"...data that directly reflect the experience of a patient 
or carer, without input or interpretation by a 
healthcare professional, third party or (artificial 
intelligence [AI]-based) device."

FDA
21st Century Cures Act (2016) amended by FDARA (2017)

"...data that (1) are collected by any persons...; and (2) 
are intended to provide information about patients' 
experiences with a disease or condition, including (A) 
the impact (including physical and psychosocial 
impacts) of such disease or condition or a related 
therapy or clinical investigation; and (B) patient 
preferences with respect to treatment of the disease or 
condition."

We know what data 
patients can provide.
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We agree that patients should be engaged in 
value and health technology assessment. 

Source: Slejko, Julia F., et al. "Achieving Patient-Centered Value/Health Technology Assessment: Recommendations From a Multistakeholder eDelphi Panel." Value in Health (2025).
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We agree that the patient perspective should be 
included in assessing assumptions and limitations. 

Source: Slejko, Julia F., et al. "Achieving Patient-Centered Value/Health Technology Assessment: Recommendations From a Multistakeholder eDelphi Panel." Value in Health (2025).
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For debate: 

How should patient-

identified outcomes 

be incorporated when 

they fall outside 

traditional cost-per-

QALY frameworks? 

When does lived 

experience justify 

revisiting structural 

assumptions? 

How might patient-

informed perspectives 

influence cost-

effectiveness results, 

equity considerations, 

and uncertainty 

analysis? 

What safeguards are 

needed to prevent 

bias, double-counting, 

or unintended scope 

expansion? 
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