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Patient-Focused Drug Development Glossary
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This glossary defines terms that will be used in the series of methodological Patient-
Focused Drug Development (PFDD) FDA guidance documents that are required by the
21st Century Cures Act, and part of commitments made by FDA under the sixth
authorization of the Prescription Drug User Fee Act (PDUFA VI). The goal of this glossary
is to provide standardized nomenclature and terminologies related to patient-focused
medical product development. As the science of patient input matures, or in response to
comments received on FDA’s guidance, this glossary may be updated.

B. What is patient preference information?

Patient preference information, for the purposes of this guidance, is defined as qualitative or
quantitative assessments of the relative desirability or acceptability to patients of specified
alternatives or choices among outcomes or other attributes that differ among alternative
health interventions.?

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/incorporating-voluntary-patient-preference-
information-over-total-product-life-cycle

Patient preference information (PPI): Assessments of the relative desirability or
acceptability to patients of specified alternatives or choices among outcomes or other
attributes that differ among alternative health interventions. The methods for generating
PPl may be qualitative, quantitative, or mixed methods. (Source: EDA Guidance on PPI for
medical devices)

https://www.fda.gov/drugs/development-approval-process-drugs/patient-focused-drug-development-glossary
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Patient Preferences for Attributes of Chemotherapy for Lung Cancer:
Discrete Choice Experiment Study in Japan
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Read the PREFER recommendations

The PREFER recommendations in brief

Finding out what patients

PREFER

On 28 April 2022 we launched the PREFER
Recommendations on why, when and how to assess
and use patient preferences in medical product
decision-making.
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A Roadmap for Increasing the Usefulness and Impact of Patient-
Preference Studies in Decision Making in Health: A Good Practices Report
of an ISPOR Task Force

John EP. Bridges, PhD, Esther W. de Bekker-Grob, PhD, Brett Hauber, PhD, Sebastian Heidenreich, PhD,
Ellen Janssen, PhD, Alice Bast, BA, Janel Hanmer, MD, PhD, Andriy Danyliv, PhD, Eric Low, MSc,
Jacoline C. Bouvy, PhD, Deborah A. Marshall, PhD

Many qualitative and quantitative methods are readily available to study patient preferences in health. These methods are
now being used to inform a wide variety of decisions, and there is a growing body of evidence showing studies of patient
preferences can be used for decision making in a wide variety of contexts. This ISPOR Task Force report synthesizes current
good practices for increasing the usefulness and impact of patient-preference studies in decision making. We provide the
ISPOR Roadmap for Patient Preferences in Decision Making that invites patient-preference researchers to work with decision
makers, patients and patient groups, and other stakeholders to ensure that studies are useful and impactful. The ISPOR
Roadmap consists of 5 key elements: (1) context, (2) purpose, (3) population, (4) method, and (5) impact. In this report, we
define these 5 elements and p practices on how patient-prefe hers and others can actively contribute
to increasing the usefulness and impact of patient-preference studies in decision making. We also present a set of key

questions that can support researchers and other stakeholders (eg, funders, reviewers, readers) to assess efforts that promote
the ongoing impact (both intended and unintended) of a particular preference study and additional studies in the future.

Keywords: decision making, impact, patient preferences, patient-preference methods, preference-based methods.
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Many qualitative and quantitative methods are readily available to study patient preferences in health. These methods are
now being used to inform a wide variety of decisions, and there is a growing body of evidence showing studies of patient
preferences can be used for decision making in a wide variety of contexts. This ISPOR Task Force report synthesizes current
good practices for increasing the usefulness and impact of patient-preference studies in decision making. We provide the
ISPOR Roadmap for Patient Preferences in Decision Making that invites patient-preference researchers to work with decision
makers, patients and patient groups, and other stakeholders to ensure that studies are useful and impactful. The ISPOR
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the ongoing impact (both intended and unintended) of a particular preference study and additional studies in the future.
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S1&0MDWork Plan -Key Milestones and Activities- EMDA

Expected

Completion date 2Ll el
May. 2025 « Stakeholder engagement Plan
 PWP consultation on step 1 draft Technical Document; preparation of EWG
Oct. 2025 :
step 2 presentation
Dec. 2025 « Step 1 sign-off/ Step 2a and 2b Endorsement
Feb. 2026 « Public Meeting during Public Consultation
Apr./May 2026 -+ Public Consultation ends/ Review of Comments begins
Jul. 2026 - Additional training material developed
 PWP consultation on revised version of step 2b document; preparation of
Nov. 2026 :
EWG step 4 presentation
Dec. 2026 » Step 3 sign-off
Dec. 2026 « Step 4 adoption
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