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What are Patient Preferences?

• Data that are collected by any persons and are 
intended to provide information about patients’ 
experiences with a disease or condition

• Includes the experiences, perspectives, needs 
and priorities of patients related to (but not limited 
to):

• Symptoms of their condition and its natural history

• Impact of the conditions on their functioning and quality of life

• Experience with treatments

• Input on which outcomes are important to them

• Patient preferences for outcomes and treatments

• Relative importance of any issues as defined by patients

2

collect and measure the value or importance that 
patients place on various characteristics of a 
medical product or disease, ensuring a patient-
centric approach. 

Patient Experience Data (FDA) Patient Preference Studies (FDA, Novartis)
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One typical way to collect patient preferences

Treatment BTreatment ADCE Attributes

2 years3 yearsAverage Survival

20% chance10% chanceSevere Pain

30%40%Severe Fatigue

• More than 30 different methodologies exist which can answer different types of questions
• Discrete Choice Experiments (DCE) are one of the more common preference methods

Do you prefer 
treatment A or B:

A B
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Patient Preference Studies – External Expectations

Regulators across the globe are requiring evidence of 
patient involvement and are expecting robust patient 
experience data to inform decisions. One form of 
generating this evidence is the conduct of Patient 
Preference Studies

• FDA: e.g. Patient-Focused Drug Development guidances, Benefit-
Risk guidance, CDRH PPS guidance

• EMA: e.g. Qualification Opinion on IMI PREFER in 2022, Patient 
Experience Data reflection paper expected in Q3 2025 with guidance 
on PPS methods

• ICH E22 «General considerations for Patient Preference Studies»; 
Planned finalization in 2026
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Patient Preference Studies – External Expectations

HTA bodies / payers are also increasingly demanding 
evidence of patient involvement, still with a wide 
variation in approaches. 

They might consider patient preferences as supportive 
evidence as investigated in special HTA projects and 
communicated in publications and at conferences. 
However, there are less guidances from HTA than for 
regulators on when and how preference information 
might support HTA decisions.
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Patient Preference Studies – External Expectations

Regulators, HTA bodies & payers provided consistent messages during IMI PREFER about 
the use of patient preference information and the robustness of data:

• Regulators & HTA: in early clinical development Patient Preference Information is useful to guide the 
selection of appropriate endpoints

• Regulators: to inform benefit-risk assessments

• HTA: to inform reimbursement decisions as supportive evidence

• Regulators & HTA expect 

• scientifically robust patient preference studies

• an early dialogue with the study sponsor on the study design and methodology (scientific advice)

These expectations require the right statistical skill set and experience of Patient Preference 
Studies. 
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Speaker intro

• Byron Jones (Novartis)

• Michael Bui (University Twente)

• Divya Mohan (Open Health)

• Cecilia Jimenez Moreno (Kielo Research)
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