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® Patient Preference Information/Studies (FEBEEIFISIR/EEEIFAER)

Incorporating Voluntary Patient . . . .
Preference Information over the Total B. What is patient preference information?

Product Life Cycl . . . . . . o
roduet 1 &7 Patient preference information, for the purposes of this guidance, is defined as qualitative or
Draft Guidance for Industry, Food

" o quantitative assessments of the relative desirability or acceptability to patients of specified
and Drug Administration Staff, and . . . . .
Other Interested Parties alternatives or choices among outcomes or other attributes that differ among alternative
. . health interventions.>

)mment purposes

EBAFTHATUYIIAY NEE |

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

Patient-Focused Drug Development Glossary | Patient preference information (PPI): Assessments of the relative desirability or
Foras | Xront | i e | 8 onat | & 7 acceptability to patients of specified alternatives or choices among outcomes or other
attributes that differ among alternative health interventions. The methods for generating
Ejdf’w{ 323:%;?::5?:%;:5:;i:;;:es%fin?%:zz:%z:lgfrgze;yt—:ne PPl may be qualitative, quantitative, or mixed methods. (Source: FDA Guidance on PPl for
ottt fmiarosut Teoo o | meical devices)
o e e ey | omee? https://www.fda.gov/drugs/development-approval-process-drugs/patient-focused-drug-development-glossary

AEDSETFTRFE (Attributes) (CDWT., BH(CEDT IMEAH] TEDEE] EEH (Patient
Preference Information) %&, E# (Qualitative) , 28 (Quantitative) [CIRFFIT D&
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e Research to Quantitative Prefere
ive Meningococcal Disease. Patient. 2024 M:

What Matters to Pafieﬁté How Much it Matters Tradeoffs Patients are Willing to
Make Between Benefits and Risks
[ EEDH ] [ENETEED [BFETCEBA ML —FRAT]
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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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PREFER recommendations / EMA Qualification

MDIC Benefit-Risk Framework and Compendium of

Methods
ISPOR Good Research Practices
FDA CDRH Guidance on Patient Preference

Information; CDRH/CBER Draft Guidance on

Patient Incorporating Voluntary Patient
Preference Information over the Total
Product Life Cycle

A
ELSEVIER al
A Roadmap for Increasing the Usefulness and Impact of Patient- )
Preference Studies in Decision Making in Health: A Good Practices Report 2

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 eroups. and other 10 ensure that studies are useful and impactful The ISPOR.

Roadmap
define thes
to increa:

questions
the ongoin

Keywords:

MEDICAL DEVICE INNOVATION
CONSORTIUM (MDIC) PATIENT
CENTERED BENEFIT-RISK
PROJECT REPORT:
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Contains Nonbinding Recommendations

Draft - Not for Implementation

Incorporating Voluntary Patient
Preference Information over the Total
Product Life Cycle

Draft Guidance for Industry, Food
and Drug Administration Staff, and
Other Interested Parties

DRAFT GUIDANCE

This draft guidance document is being distributed for comment purposes
only.

Document issued on September 6, 2024.

You should submit comments and suggestions regarding this draft document within 60 days of
publication in the Federal Register of the notice announcing the availability of the draft
guidance. Submit electronic to https://www.regulations.gov. Submit written
comments to the Dockets Management Staff, Food and Drug Administration, 5630 Fishers Lane,
Room 1061, (HFA-305), Rockville, MD 20852-1740. Identify all comments with the docket
number listed in the notice of availability that publishes in the Federal Register.

For questions about this document regarding CDRH-regulated devices, email cdrh-

ppi@fda hhs gov. For questions about this document regarding CBER-regulated devices, contact
the Office of Communication, Outreach, and Development (OCOD) at 1-800-835-4709 or 240-
402-8010, or by email at ocod(@ fda.hhs.gov.

When final, this guidance will supersede “Patient Preference Information —
Voluntary Submission, Review in Premarket Approval Applications,
Humanitarian Device Exemption Applications, and De Novo Requests, and
Inclusion in Decision Summaries and Device Labeling,” issued August 2016.

U.S. FOOD & DRUG

U.S. Department of Health and Human Services
Food and Drug Administration

Center for Devices and Radiological Health
Center for Biologics Evaluation and Research

ADMINISTRATION


https://www.ispor.org/heor-resources/good-practices/article/a-roadmap-for-increasing-the-usefulness-and-impact-of-patient-preference-studies-in-decision-making-in-health
https://www.imi-prefer.eu/recommendations/
https://mdic.org/project/patient-centered-benefit-risk-pcbr/
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Expected Completion date Deliverable

Summer/Autumn 2025 » Stakeholder Engagement Meeting

December 2025 « Step 2A/B
* |ICH Parties consensus on Technical Document
* Draft Guideline adoption by Regulators

February 2026 e Step3
* Regulatory consultation and Discussion

May 2026 * Begin to develop educational materials

December 2026 e Step4
* Adoption
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