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Regulatory Science in Asia: Advancing Drug
Development with Collaboration in Asia

This session will explore current initiatives and collaborative mechanisms that are
strengthening regulatory science in Asia. The session will begin with an overview of
the OPEN Collaborative Procedure and proposed initiatives for its further
advancement, highlighting how international regulatory cooperation can accelerate
access to innovative medicines. This will be followed by a discussion on Asian
Clinical Trial network as a strategic platform for promoting drug development in Asia,
emphasizing their role in harmonizing evidence generation and facilitating efficient
drug development. The session will also examine emerging Real-World

Data (RWD)-driven collaborations in Asia, presenting current examples and
discussing future opportunities to leverage real-world evidence in regulatory decision-
making and post-market evaluation.

The session will conclude with a panel discussion featuring experts from regulatory
authorities, academia, and industry to explore the

future vision of an Asia regulatory system.

ER
FRKF

5t F{k
Asan Medical Center
Joonwoo Bahn

DIA

OPEN Collaborative Procedure and Proposed Initiative for

Further Advancement
EMA
Hodei Cuenca Grao

ATLAS (Asian Clinical Trial Network for Cancer Project) as
a Platform to Accelerate Innovative Drug Development from
Asia

EMNARE L 2—dh RfxkR

h# fE—

Real-World Data (RWD)-Driven Collaboration in Northeast
Asia: Current Cases

Sungkyunkwan University

Judy (Ju-Young) Shin

INRILT LR BV 3> Future: Toward an Asia Regulatory System
Kbyl arDEEE. 5LV

DIA Fellow CHA Medical Center PMDA AstraZeneca
Ling Su Yil-Seob Lee &ik &HPH Ines Lenic
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Implementation status of ICH M11 in the US (integration
with Project PRISM and ELSA), measures to promote use,
and issues.

FDA

Janice Maniwang
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Merck & Co., Inc.

Mitzi Allred
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F. Hoffmann—La Roche Ltd
Guillaume Schoch

© 20264 Drug Information Association, Inc. |  Page 14



2HH | 108198 (8)
S-02 ZE5%15 9:00-10:30
RH5E4F1s, : CS&PV:CD&O:D&DS | LARJL : thil- b4k | ZFEL 74—

Advancing Pharmacovigilance: ICSR
Management, RWE Usage, and Their
Combined Value for Patient Safety

This session brings together global and Japan specific perspectives on PV

modernization by:

*Examining limitations of push based ICSR model highlighting how duplication,
replication, and fragmented reporting undermine signal detection and regulatory

collaboration.

*Exploring emerging ecosystem approaches, including canonical safety data
access and respective use under ICH M14.
ER

Novartis Pharma KK
Osamu IDA

DIA
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Reframing Pharmacovigilance Modernization: Resonating with

the Kintsugi Concept
Bristol Myers Squibb

Samuel WALLIS

Challenges in the Current Ecosystem and Practical Insights

from Trials and Findings
Medicines and Healthcare Products Regulatory Agency (MHRA)

Sarah VAUGHAN

Personal Perspectives and Expectations from a Japanese
Health Authority Professional

Pharmaceuticals and Medical Devices Agency(PMDA)
ik BT

INRIVTARIway

KtyviarDEEE

Johnson & Johnson

Hirotami OHARA
CMIC Co., Ltd.

Koji Kawamura
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Koshika Soma
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S 5=
This session discusses the holistic and integrated implementation of ICH E5 and E17 Beyond Consistency Assessment: Statistical and Regulatory
to lead global drug development from Asia. . . : :
Building on the principles of the guidelines, the discussion will focus on practical CthIderatlons :For Integrated Evidence Evaluation from
challenges such as determining the appropriate sample size for each participating China Perspectlve
country and interpreting the results derived from multi-regional clinical trials (MRCTs). Peking University
We will explore specific pathways to overcome differences in regional requirements Yan Hou
and construct efficient, scientifically robust development strategies from a pan-Asian Asia-led Si | Global D | S Xe
perspective. Through this session, participants are expected to gain practical insights sla<ie Imultaneous oba evelopment Strategy: Case
for achieving true global harmonization and optimizing clinical development in the Studies
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EE Leveraging Asia in Global Development Planning through
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Ministry of Food and Drug Safety (MFDS) INRILT 4 RFY 3L : Strategic Recommendations to Improve Patient Access
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Transformation in Quality Management Approach
for Global Clinical Trials — Strategic E6(R3)
Implementation to Realize “Flexible” GCP
Leveraging CTQ Factors

This session highlights the transformation in quality management approaches driven
by ICH E6(R3) and discusses the realization of “flexible” GCP operations in global
clinical trials. The focus will be on the importance of identifying Critical to Quality
(CTQ) factors that are directly linked to protocol objectives during the planning stage
and continuously reviewing them throughout the trial.

Furthermore, we will examine practical connections with other guidelines, such as
using estimands (ICH E9(R1)) to identify potential CTQ factors and determining how
to communicate priority risk management issues across all participating countries
and sites (ICHE17). Through this session, participants will comprehensively learn
about next-generation quality management strategies leveraging a risk-proportionate

approach.
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Pharmaceuticals and Medical Devices Agency (PMDA)
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NaYoung Lee
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Paradigm Shift Driven by ICH E6(R3): Realizing ‘Flexible’

GCP Leveraging CTQ
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Quality by Design from a Statistical Perspective: Identification
and Management of CTQ Factors Using estimands
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Yang Zhao

Practical Challenges and Solutions for CTQ Factor

Management in MRCTs within Asia
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Expectations for GCP Renovation Implementation:
Opportunities in Asia from a Global Development Perspective
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Advancing Patient—Focused Drug Development:
From Clinical Trials to Real-World Medication Use

Patient focus is increasingly recognized as a critical component of drug development
and medication use. Integrating patient perspectives can improve the relevance of
clinical research, reduce participation burden, and support better treatment
adherence and health outcomes.

This session will discuss practical approaches to implementing patient-focused
strategies across the drug development lifecycle. Topics will include patient-centric
clinical trial design to reduce burden, such as simplified protocols, decentralized trials,
and digital tools that facilitate participation and data collection. The investigator’s
perspective on how to collect patient voice will be addressed and discussion will
explore how patient preference studies may inform drug development, risk-benefit
assessment, regulatory submission and evaluation. The session will also discuss
considerations in promoting patient-centric product information (PCPI) worldwide.
Through examples and discussion, participants will gain insights into how patient-
focused approaches can strengthen evidence generation, improve real-world use of
medicines and better empower patients.
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Ling Su
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Dorothy Toh
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Advancing Patient—Centric Product Information (PCPI)
across Regions: Enhancing Understanding, Adherence and
Patient

Pfizer R&D Japan G.K.

Rie Matsui

Patient Focus from the Investigator's Point of View
— How to Collect Patient

Asan Medical Center

Kyu—pyo Kim

Decentralized Clinical Trials in Asia: From Innovation to
Implementation

University of Hong Kong, Shenzhen Hospital Clinical Trial Centre
Wenjing Zhou

INRILT 4R B YL 3Y: Advancing Patient—Focused Drug Development
Across the Product Lifecycle: From Patient Voice to Real-World Impact

Aty avDEEE. BLUVEERVIIL—THKR

© 20264 Drug Information Association, Inc. |  Page 37



2HH | 108198 (8)

S-18 FE4R5

16:30-18:00

$£23MDIA BA££2026 | ¥
BREBAHBZ T, [FHESITHE FEEZBA-ERE

BH:E455: CD&O:CS8PV:D&DS:MAZSC:PREPR:VEA | LU : i | HIEL 74—zt | ABIRSY

Bl g T oI A R—h—T A AT L
DRI REREBA T a 1D FR{RE

TORIWNAFT—H—(dBM) (&, £ H—0I 7 ST IVERICEYEONIEEH - E
BHRERT —4THY. BECEHEREHHLT BEMICINETELRITHEENH D, K
FFREAIRON TN BERRET —2EBEMICIGTREEL . EEMBRARCREROT
VEALFHBTERNARRICERL TS, — AT, RERRTOFAPLHRIRE, FEM
OB RTIXKAREN LS Ayl a TR RBROBREBA IS 1 ZH8IC. &
X-THATIT7-4REXRA. RZROTREK. BRELEE~ORM. fIERE. GoUIcT
AVRATLERTOHGAREAEES HEORMNEEORY AZLEMICERL . EEM
REZHBEY.

EE
D e
8 #

DIA

HELEDHERADSRDZTIORINNAAIR—H—IZHEITS
[FEE I EXBREAEREICRIFEEEZRE(R)
AASET 4

N ER

TILFRT—IHRIVE —EEEIZKBANILATPDXDIE —
DECODEZ A% S5 LMD R

Ametris, LLC (formerly known as ActiGraph)
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Bioethics, CDM: Clinical Data Management, CI: Clinical Innovation, COM: Clinical Operations & Monitoring, CP: Clinical Pharmacology, CS&S:
Clinical Science & Strategy, HEOR+: Health Economics and Outcomes Research and Beyond, MA: Medical Affairs, MC: Medical
Communication, Ol: Open Innovation, PEC: Patient Engagement, PV&L: Pharmacovigilance & Labeling, PM: Project Management, RA:
Regulatory Affairs, Six Sigma: Lean Six Sigma & Healthcare Process Excellence, Stat: Statistics
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China Town Hall

The China Town Hall features three insightful presentations by subject matter experts

covering key advances in China, in the areas of national regulatory and

reimbursement policies, patient-centric clinical trials, and Al-driven drug development.

The first speaker will present the latest updates on drug regulations, GCP, regulatory
initiatives such as NAMs, as well as reimbursement policies supporting innovation.
The second speaker will share practical application of electronic Patient-Reported
Outcomes (ePROs) in clinical trials in China and discuss how to implement patient-
centered concept in drug development. The third speaker will explore innovative
clinical development approaches in the Al era, illustrating how data and modeling
technologies can accelerate clinical evidence generation for new drugs.
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Practical Application of eéPROs in Clinical Trials in China
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Kevin Lin

Clinical Development of Innovative Drugs in the Al Era:
Accelerating Evidence Generation through Data and Models

Blueballon Medical Research Co. Ltd.
Terry Hu

Q&A and Panel Discussion

Shanghai Pharma Holding
James Cai
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