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quality, relevance, safety and efficiency of drug development and inform regulatory decision making, It

also presents opportunities for development of new ICH guidelines to provide a globally harmonized = — A\ AV — ~
approach to inclusion of the patient’s perspective in a way that is methodologically sound and fit-for- . P RO%@E““% j Ij I\t Aﬁ;m (C OA) ((_ D b\ z @t 4 l\ 7 4 /

purpose for both regulated industry and regulatory authorities.
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Patients have direct experience in living with a disease. They have firsthand knowledge of the impact

of the disease on their life and on how they feel and function. They bring unique and valuable Patient-Focused D[ug Development ‘pFDD)
perspectives to drug development that cannot be provided by the clinical, scientific, legal and other

experts. It is important for health authorities and for drug developers to incorporate the patient’s .
perspective early in the drmg discovery and development stage and to continue throughout the entire v ICH Reflection Paper on PFDD
drug lifecycle.
. . . . _ . The ICH Reflection Paper on Patient-Focused Drug Development (PFDD) identifies key areas where incorporation of the
Growing patient advocacy and patient engagement, and continued advances in communication . . . ) . .
technologies, internet, social media, and a proliferation of information services and sources, have created patient's perspective could improve the guality, relevance, safety and efficiency of drug development and inform regulatory
a rich yet complex environment for eliciting and incorporating patient perspectives throughout the drug decision making. It also presents opportunities for development of new ICH guidelines to provide a globally harmonized
development process. In this enviromment it is increasingly critical to develop & harmonized approach approach to inclusion of the patient's perspective in a way that is methodologically sound and sustainable for both regulated

to collecting and incorporating patient perspectives for these to become more prominent in dru, . I
& [POrsting p Petsp P & industry and regulatory authorities.

development and decision making.

In many instances patient focus is already considered in traditional development plans, and patient input The Reflection Paper was endorsed by the Assembly in Novernber 2020 and was published on the ICH and other ICH

is already sought except that the methods for identifying, collecting, and analyzing what is meaningful Regulators’ websites for public consultation up to March 2021. As a result of this public consultation, the Reflection Paper was
to patients, are not standard or harmonised. Similarly, studies of patient preferences may not be useful

revised and endorsed by the Assembly in June 2021, and can be downloaded below.

Reflection paper :
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related decision making,

https://admin.ich.org/sites/default/files/2021-06/ICH_ReflectionPaper_PFDD_FinalRevisedPostConsultation_2021_0602.pdf
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1. INTRODUCTION

1.1 Background

Patient preference studies (PPS) aim to assess the relative desirability or acceptability of actual £

or potential health interventions, or their characteristics and outcomes. PPS can generate

structured insights about the relative importance of characteristics, also referred to as attributes,

that axe considered by patien{Tpp o U IXAEMED B B ERIT A, ULE DERIADIEORERIC
include, for example, efficaq st 5 AR R L SCRAMER TS Z LEERLT B HO)

characterlstlcs. https://database.ich.org/sites/default/files/ICH_E22 Step2_ draftGuideline_Assembly Endorsed FINAL 2025 1119.pdf l

AEPLBRROFHICOWVT, BERCEOTDORL—RATPOHEMNREREZFMI S




"What” : BERIFHZE (PPS) &I(? e

e e e . Tr a d e off S
What Matters to Patients How Much it Matters

Patients are Willing to Make Between
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: @ Patient Preference Information (PPI, EB#H&EIFIEHR) :
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S1&MDWork Plan -Key Milestones and Activities- EMDA

Expected
Completion date

Deliverable

« PWP consultation on revised version of step 2b document;

Sep. 2026 * Preparation of EWG step 4 presentation

* Training material completed
Nov. 2026 * Include development of basic and advanced training module (ICH Pilot Al
supported development)

: ign-off
Dec. 2026 Step 3 sign-o

« Step 4 adoption of final Guideline
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