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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
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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

Veronica Pei
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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
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Osamu IDA

DIA

%23[EIDIA HAF=2026 | Gimes
RREZBABA T, HFFESITHERS FREZEA-RXE 0

Reframing Pharmacovigilance Modernization: Resonating with

the Kintsugi Concept
Bristol Myers Squibb

Samuel WALLIS

Challenges in the Current Ecosystem and Practice Insights

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

Personal Perspectives and Expectations from a Japanese

Health Authority Professional
PMDA
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Koshika Soma

TBD
E—=dteu
A0 {8

INRILTARAY 3y
Atvia o DEEE

S 23[EIDIA HA£%2026 |

BREBHBAT, HHEITE. PEEBALRE Ll S

© 20264 Drug Information Association, Inc. |

Page 17



2BH | 108198 (A)
S-05 ZFE8%i1; 9:00-10:30

B 4E1s . CD&0:D&DS:MA&SC:P&EPR:PM&SP:Stat:Others | LAJL : thik | AXREB/RY— LB

ERDOEITERIGEZRS. REZRE
TR 9 " EEMBIFE[Clinical Innovation]

105 %, BB XN B IXEBO BB TRT LHGEA >z 1ERYIRENELALLY, Digital
Twinld, BEZREEMICBEL ., it HB - ERTREL T 55, thExRTER
HNEOGIDOFEE. EEGHARICBGCATEGLDN? Kyl ar Tl thEROEHZE
U BREBRT AU ORWEERANDREERES, £ AR TR A3V T,
EZERRAFIZE T SDigital TWindDFRARMAOAY v, REICEIT-RBZERT D,

EE
71—k K&t
HH HEBig

DIA

TBD

TBD
TBD

TBD
TBD
TBD

TBD
TBD
TBD

INRILTARAY 3y
Atvia o DEEE

S 23[EIDIA HA£%2026 |

BREBHBAT, HHEITE. PEEBALRE Ll S

© 20264 Drug Information Association, Inc. |

Page 18



2HH | 108198 (8)
S-06 2915 9:00-10:30
BE5E4EN; : EN:V&A | L)L : f#k -k | AXRE/RH9—ILEBK

%z%ﬁifﬂﬁtsﬁlzdsﬁélcwﬁﬁ;ﬁ—ﬂ‘"ﬂs
SR K ST ER

ERLOREABETEBRINIBRABTIL. IRSMBORELEFNEZTFYELS

WHELGRRZEZEDISITEDINDREELED, Aty ar TR, Hm—.ﬁﬂlﬂﬁf%'\'lé,ﬂ.ﬂféﬁﬂﬁ
2. BEABBRKRRARIZE TE2MUI74+4—LR OV U b OBEN - EHMEEE . ERE.
X AHNEE. BE-TRUGESHEULGEIOERT 5. RRRKICRROELERELRE
DBENEBRALEBEZ . BADEGE., MBS H 2R RICEBLLT, REICAIT
REETEET DL, SOICUTIVIA LT —rEELTSMEOERLIY LIF. BA®D
ERRGEFEICALER LORAZHASHICL, FRICAF-ARMEERET S,

ER
EiERSRHRE 52—
B #

DIA

% 23[EIDIA HAFS2026 | \ilmes
BRERAHBA T, (FREI TG TREBAIRE | N

RREREERARBRDICEKSFRE., BNOERZHERT-
tyia iR E HHA

ERRBEHEE 42—

2l ES

JO—NILEARICEIT2RERERIBROBEELFE
(FSy5 A0 1IEEEREREBRADSEIZFRITT)
BAMET RS

)10 g3t

RABBKSEBROICICET A EERE ~BEULERRTE
XED=HIZ~

B XRFEZEE

EH HRF

INRIIVTARBY Y
Aty avDEEE. BXU
BARZEDHE

JIlE Bhz
EiEREBARAREZ2—
LA BEF

© 20264 Drug Information Association, Inc. |  Page 19



2HE | 10A198 (A)
ANV Ltyar-1 FH1x
Bi5E4Ei: P&EPR:CD&O: Others | LRJL : #1# | BXRE/R—)LF | ABRSHY

AIETIS AT AIZH115 B RO AL
DE

ARIZCEETIHITRI—IZIFEALERRNH SN BARADISTAZI—ERRTEIALKD
ERZELC. BIEISREA—DHRE|EEOEBRERLZLY,

FEHET BIRISRAI—ZHEMRELTAHIGED . RROFERERUVSE~DH
FETHATITOR[/LRATELOTELLIET EFOHFIIREITIVRT LRERE
EAORRET Do

EE

EIiL KFEEAN BRRESEKE
fREH F#HE

— &+ Fl & A LINK-J

n#h Gz

DIA

8£23[EDIA BAFES2026 | \lhmes
BREBAMA T, [FEEITHEC FREBIFE Ll WY

11:15-12:45

Fire Side Chat

— &t & ALINK-J

Wi -

CIC Institute

s #&7h

(AR Ny S iR E B E (KIIP)
ER H&

B KFEEAN RRHEXE
fRH E#E

INRILTARBY 3y
B Y—F/s—o#% KLt (KRP) TAN—DVAVRT14F1—MEX 4L

RHEH MR SR ]y
(ARDHEERERBHEERE SHIDERLRHE
INth BRE LI
(BFDNIEHELRERME(P)  7RATIRABERARH
ER EH& ik EX

© 20264 Drug Information Association, Inc. |  Page 20



S 23[EIDIA HA£%2026 |
RRAEBEAHBR T, [HHEESITH FTREBARE |y

2HE | 10A198 (A)
Asia Track —2a ZE2&15 11:15-12:45
REESESE: ALL | LAJL - MR-k | EFRRO—LER | ABERSHY
Scientific Principles Bridging ES and E17: Trial Design

Beyond E17 — Holistic Implementation of E5 and S -
. ocusing on ect Modifiers
E1 7 to Lead GIObaI Drug DeveIOpment from ASIa Pharmaceuticals and Medical Devices Agency (PMDA)

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
Asian region. AstraZeneca
Hyejong Yoo
EE Leveraging Asia in Global Development Planning through
_ E17/E5 Implementation
B—=sHtadt E17/ES Implementatio
#HE X William Wang
Ministry of Food and Drug Safety (MFDS) INRILT 4 RFY 3L : Strategic Recommendations to Improve Patient Access
TBD in Asia, leveraging E5/E17 Implementation
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Shanghai Zhigiaohang Medical Consulting Co.
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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.

EE
Pharmaceuticals and Medical Devices Agency (PMDA)

KE R

Parexel
NaYoung Lee

DIA

Paradigm Shift Driven by ICH E6(R3): Realizing ‘Flexible’

GCP Leveraging CTQ

ex E8(R1) Expert

NE L IR

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

Nanjing Medical University

Yang Zhao

Practical Challenges and Solutions for CTQ Factor

Management in MRCTs within Asia

Handok

Bokjin Hyun

Expectations for GCP Renovation Implementation:
Opportunities in Asia from a Global Development Perspective
RESaltas GmbH

Rebecca Stanbrook

INRILT 4 AH Y3 :From Asian Practice to Global Practice:
Considerations for Realizing Flexible GCP
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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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Advancing Patient—Centric Product Information (PCPI)
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Patient Focus from the Investigator's Point of View
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Kyu—pyo Kim

Decentralized Clinical Trials in Asia: From Innovation to
Implementation

University of Hong Kong, Shenzhen Hospital Clinical Trial Centre
Wenjing Zhou
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Aty avDEEE. BLUVEERVIIL—THKR

© 20264 Drug Information Association, Inc. |  Page 37



2HH | 108198 (8)

S-18 FE4R5

16:30-18:00

%23[EIDIA HAF=2026 | Gimes
RREZBABA T, HFFESITHERS FREZEA-RXE

BH;& 48/ : CD&O:CS&PV:D&DS:MA&SC:P&EPR:V&A | LAJL : il | ZE/RH/— L | 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
REZB¥EY.

Ex
TBD
TBD

DIA

JPMAD R ENS RBTORIVLNAAT—H—IZE T s
Bl ERMEARERICHIT-EERE(R)
BASEIERS

e ER

TIVFRT—IRIVT —BEIZKDINILRT FDXDIE —
DECODEZRAJ 5L DRI ({R)

Ametris, LLC (formerly known as ActiGraph)

Christine Guo

AV aA—TRAFITTITILDSTORILINA AT —h—
~#HEICHEFHEIMEER-BEEROOOIETUR
BE R

HRKE

B BF

INRILTARBY I

KEviavDERE. BLUV

MIITBCEN EXRSERBRLEHE

TBD

© 20264 Drug Information Association, Inc. |  Page 38



2BH | 108198 (A)
S-19 ZFE5%=15 16:30-18:00

BH;&E4E18 : CD&0O:QAC:P&EPR:Others | L)L : thifk- Lk | BARE/R7—ILEER

EEE{E — Single IRBEIEE([ZW](FTT

AREEDRIZATSNSHIEGCPIZE-ST, Single IRB(1;481IRB) ARAMELSh D FE
THbD. TOAMAEIEFEST-LDD | RRFARELEHO TEEIRNETANEINTEY.
FEEDOEMELGDEREMELH S, 152, IRBITIKFLEWREEEEEE D AR Z T
EAVRBRDLLMER. BiEPOARBROMYRLICOVTIE, RRFDOKRELRETH
%, Tz ABIKEELIRBOZHCERADSHAERERIZOVTL, BEABETH D,
AtEylarTlEH. ZDRBICTOVTEERLYVEE /R AMIAZTIAT7ZEHER
1T REICRITRRER S,

EE
AFEERARARIIT+—R /MSDEH &4t

FIL A

DIA

F23EDIA BAFR2026 | ks
BREVHEAT, A ITHEC PREBALRE bl SN

WIEGCPE S DEEE -single IRB
E45E4
FE EF

Single IRBIZRIITTOBRAA /N F XD EE
KR A2 20 1 R b
— & EHF

Single IRBEEZ (M) [+ THOREZDEY 4 &
BABETERGS
TBD

INRIIVTARBYL Y
KEvlarDEEE. BLU
ELE5EE

K FEsh

© 20264 Drug Information Association, Inc. |  Page 39



2HB | 108198 (A)
’l"l- A E [ ] [ ]
S-20 ZE6=1x 16:30-18:00
BH;&E4E1H : CD&O0:Others | LAJL : #)#k-h#k | BARE/XEFERHWSHR
= o i Y /4
XEER vl gy  EAGTAME~EF
e > &
ERTISUONMCEFDARE ~
[Operation Team]
FERERICAWT. EFFRBTELAFIEO BN R Z LU T HIrE EDQ BN T
BRI LS BB EEEDDE, ER. BRI HAHIEFIK, — A RTIUEBE
DARBREODZEILZMY. BEEOREBMTYELHE T S0, ZTOH EEESIEMA+
SIZEFIZEDOTLEWAREENH D, CORMFT vy I ARETHY . HAETOR
DELFHE-HMEREDERIZHY S5,
Ayl a v TCIIBEFEATIUERRIZLEZRGAERICTARIESN =Xy TaH &I

SHEEE(TS. HIEHA THEBRERL. “A0rHIcOEBETIOH NS
ULEHRRLL, BANSTHELASNABEHLIRGCEEHHT B,

E&
IAY—ANIRTTHKE1T
EH &5

DIA

TBD
ZeeDia life sciencetfX &1t

£ 5 K

TBD
RS ERaRER
B IH thK

INRILTARAY 3y
Atvia o DEEE

S 23[EIDIA B A4£%2026 |

BRERHEA T, [HHE I TEC PREBALRE Ll

© 20264 Drug Information Association, Inc. |

Page 40



2BH | 108198 (A)
S-21 F7=15 16:30-18:00

BH;E4EH: Stat:RA:CD&O | L)L : ik -k | BARFE/RI—ILEX

RIBZTEHONSERAIDE ARG —EE

mBAFEICBITAEBERALEBER
[ Statistics)

HE, ERAIZEESRARDOESETLRRICERLOOHIN. EDEHKIC-EZFET:
EDLIIMFEZDDMNIEVIEBLANILOBEFHFFEEZDLED Ky ar TR AIE
FIRTCIIKIRGIELEOBRICILL. ERANEKERORAEMERE T D, FRT
(T, HNRAREEXENSDBFBRRRRUVXEER O BB L. HEHBITREDERD
FBEMEEBEET SEPIEBTORYEA . AIT— o b eDHBICKYEFRETH-
A FEORE -BRMERBLI-BHEMY LTS, ARILTA XAV a3V TIE RE
HROEFOREENEBERICMZ . AIRATAIHRERBEZAHE - AHBERD
BRICOVTELEREZED D,

EE
BRA—51U)—#A &4t
JeER M2

DIA

%23[EIDIA HAF=2026 | Gimes
RREZBABA T, HFFESITHERS FREZEA-RXE

4 RAIFA R RAL =R E A FETDMedical Writing 75 & VB
REEEFODEIE

EEsMEESH

AR AR

ERERRAER(CH T A HETHEITHBEES LU BITIIREL A7k
D BEMERICRA I+ T-ALE A

KAXSIT kXSt

K EE

BMETREAIT—D ORI E : METRBICH(THEETES
REFTEDRR

BAS—S/UU—BR&it

Kl B

INRILVTALRBYS 3
RKEyiavDEEE. LUV
RREH XS

=K F7

© 20264 Drug Information Association, Inc. |  Page 41



2BH | 108198 (A)
S-22 %815 16:30-18:00

BH;E4EHE: CD&O0:CS&PV:D&DS:RA:Stat | LARJL : thifk | BARE/RV—ILEHK

BRSBTS IT1VIBRDE
A:BERELIVBNMNBTHIRHEBERR
Y —DHRRDD

TSI IT490BRERY ANTEEKRHARIL. BEZERIGEVRET CERIN . R
VHBRSMEOSERR. fVICEERH LOBRBREICETHIIETURENEMIC
Bl I AL HFEIND, TLHERELT. LELGHANEE EFRELHET 520D
ERGERNREUT —ANEENH TN, —AT. RE LOEHEFH I IENE
1R EThH D, TransCeleratel I KEFDALT—T ILhy TEEEREL. TSI 371097
BROFEAICAIT-BEAEEBELz, Ktyiar Tk, ChETORYEANLELN
FHMRERBL, T IT4v 0 BEREHBARRICMY ANS-OICRFATAESREE
[CDWTERT Do

ER
EIHRMREEA ELHH- ARERTR 54—
F i

DIA

S 23[EIDIA B A4£%2026 |

BREBHBAT, HHEITE. PEEBALRE Ll S

TS3TIT4vIBFREDRYANBERAEBROBIEL
TransCelerate M F L M) B Y #H A
TransCelerate.” 774 —R&DE R &4t

T H Intst

T— I TEENOHDARA—HE LRG| L RBDHRR
TransCelerate,”/ 1—Y—E—U v /UM &4t

Wi 3R

ICH E19H A FSA VIt BIPMAD R K
I—H1 &4t
B BhTR

INRILTARBDY 3
AKtyiavDEEE. LUV
MIAITBUEAN EXRERBSREEHIE
TBD

© 20264 Drug Information Association, Inc. |

Page 42



2BH | 108198 (A)
S-23 FE9=15 16:30-18:00

RH5E 4B : MA&SC:PC:CD&O | LARJL : k- h#k | BERE/RI—ILEK

BEOZHIEIHIDIZ. BEB-INELD
MN?— RWD-AICRHILVE I TEEDID &4
£ ERHE DX v S [Medical Affairs])

RAERENFELGVERICES T ARCEHMOBRREAH->TH, BE—AVEY
DIERPEFE R, MEHIC+2EASNTUVVENREX. AEZEOHERKEDIRG
[CHEAELTLS, BERICIE. AR, FIERE. ERREN T TNELGSKE-BM-
REE#OLETERREZITICET IRARPERRZRMABEDRRH HMIE~EHE
UOGARRIZHMmMNELTLNS, Ryl ar T ME— ARYERShEWN IZRERIS. TH
TI7.WENRLE RWDEXE, BEHAAKLNEL.RWD-AIZHBERBLLT, BFPL
DERREDHRTE . AT—IHRILT —EEEDAIREMELRA . TLTHEELEICH T
BEEORBEICOVNTERT S,

EER
AT F RN F R R4
R E—

DIA

%23[EIDIA HAF=2026 | Gimes
RREZBABA T, HFFESITHERS FREZEA-RXE

[HE— ANRYRSh WD IERREIIECTERBSNSD L
AIMGAINTAHRWDEMI £ RE . EEFERDAREME LB R
P EpN-

R ¥

[BETD | [XEZTERIN S0 — EEiHNSR-3DDF vy
HERREEK

=EEF

BETDEBITFTHEESGL— S - AT AL OIRBOER R
TLOz (A4

i R

ISRILVTAR AV I

Kty ar OEEE. BEU

— @ FAEAE—R Y

BES RKE

PwCaIVHILT1V T EREH
aE Bt

© 20264 Drug Information Association, Inc. |  Page 43



2HEB |10A19H(A)

¥ 23[EIDIA B A F£2026 o T
BREBAHBZ T, [FHESITHE FEEZBA-ERE L -

Poster Sessions1) 1F R4 I 18:15-18:55

A-01 RERRHEBEETOITL—MDER—FSY
T ORM R EZRHEBDEC~DIMEAH—

E i NRARE S 2—F R

i 50

A-02 Initial Implementation of a Single-IRB

Model in Pediatric Clinical Trial Network
MSD.K.K.
Tanaka Junya

A-03 HFMERGENZEDHECT—HERENE
F AFHORELHERIZE T EOLERRL

FRATSAREKRAEH
2 KB

DIA

A-04 EERX{RIRERIZES T AERABREORIGHE
LEHIBIENEHE S

BAARFER KERKE

K R

A-05 JRMEERZRAWV-BERXZHLEETRAE
T—ELIET—9 a3y DERBRERE
IQVIAY—E S —X T v\ B8RS4t

h# StF
A-06 EREREABRICHITHQMSH SERIFE DEE

IAY—ANILARTTHA=H
e B

© 20264 Drug Information Association, Inc. |  Page 44



2HEB |10A19H(A)
Poster Sessions®?) 1F 7

B-01 Early postmarketing phase vigilance: a

role in current pharmacovigilance?
Eli Lilly Japan K.K.
YoshizawaKenichi

B-02 HARMPIXFMDH2ENDREHREIEIE
#8595 — BflREAICERT5ERDAREA

Eli Lilly Japan K.K.
MO Xiuting

B-03 JRBERICFIBET A= XRFIAHROEY KL
By HERERE

BAXFEKRFB
RE Shig

DIA

¥ 23[EIDIA B A F£2026 o T
BREBAHBZ T, [FHESITHE FEEZBA-ERE 'L -

AL 18:15-18:55

B-04 £RAIZERAL-BEREERITAFERT
AEXDEhEIE

REHEHAH
WA Ei&

B-05 mERAEFEIZHTSHEU-RMPEIJ-RMPDHE
BrEY LB 5 4T

Eli Lilly Japan K.K.

PR B3

B-06 Operationalizing Broad Consent for
Future Secondary Use of RWD in Japan

Prime Research Institute for Medical RWD, Inc.

Megumi Kitayama

© 20264 Drug Information Association, Inc. |  Page 45



2HEB |10A19H(A)

¥ 23[EIDIA B A F£2026 AR s
BREBAHBZ T, [FHESITHE FEEZBA-ERE B

Poster Sessions@ 1F 7

AL 18:15-18:55

C-01 A Framework for Risk-Based Monitoring C-04 MIDD Case Study: Donanemab Modified
Using QbD in Academic Clinical Research Titration Justified for Japanese AD Patients

Osaka Metropolitan University Graduate School of Medicine

Fujii Hisako

Eli Lilly Japan K.K.
Uenaka Kazunori

C-02 HYZRZEAMRELI-OS2 =4 —30 ¢8| C-05 Breaking Boundaries: Integrating

BETOLRDEE
INFELRIENASH
BAk L5

C-03 Recent Initiatives to Advance
Regulatory Science at PMDA

Pharmaceuticals and Medical Devices Agency

Ilwahara Yuki

DIA

Estimands into DM via Collaborative Learning

Estimands Study Group
Yamahara Yuko

C-06 PMDAEEZSEHWGOHEFEAIZDINT
MITITBUEAN ERAERBSRLAHE
ERRKEN

© 20264 Drug Information Association, Inc. |  Page 46



¥ 23[EIDIA B A F£2026 AR s
BREBAHBZ T, [FHESITHE FEEZBA-ERE B

2HEB |10A19H(A) \
ANV IWFovTa400 2yay Leoiavt—IL
19:00-20:45

wE8&
TBD
TBD

DIA © 20264 Drug Information Association, Inc. |  Page 47



3BH [ 108208 ()

F23EDIA BAFR2026 | ks
BREVHEAT, A ITHEC PREBALRE bl SN

DIAmond-1 E1£15  9:00-10:30

BAEMEE: ALL | LAV : ik | BRFE/RI—LER | AFRRSY
BAMEEA RiEKEREESREITHH

BAROHMARRETERAZ LA TEY ., AHHRAXIEORE. RHEFZOSE L. €L
TEEROIO—/NIVBEAMETSHIET. BREAN/RN—av e BRAREITHHT-
BEHNEENDDH D, A tvlar TR AR -RH- EXDEIFEAKRTLI=ZEN
—Z[C2L. REKEREBANGHANRAT H1-O DI LREEERT Do

AT IFAMEDHF EFBERICKSHFEE. BFIIHEEESE R (PMDA) . EHCEO (F4t &
H)EMARRELT, D HEMNEEDEY AEBARDS O—/\LEESE HRIEIZE
(1= A RERILERT Do

ER
MITBUEN EXRERBFEEHE

PRI BBk

DIA

&= DIAmMmond
W SESSIONS

EETREEROMELIZR T7-AMEDE IHAD Y AIZDLVT
EIFEEEEA A AERTIEESRME
hEF

INRIIVTARBYL Y
KEvlarDEEE. BLU
P ERAET

BH &

© 20264 Drug Information Association, Inc. |  Page 48



388 | 10A208 (X)
S-24 ZFE2&=1m 9:00-10:30

$£23MDIA BA££2026 | ¥
BRERAHBA T, (FREI TG TREBAIRE | N

RH5E4F1s: CD&O:CS&PV:PE:PM&SP:RA:VEA | LAJL : @1k | BERFE/RV—IER | AFIRSY

bR - RELIGDBRKHARSMELS HHFE

— ICH E21 RSB E DB E &= LMIE - 1R Hl -

SEEDEHE —[Bloethlcs]

1R - REIRIIREICTOIYEBRREBRN SR SN DT LN ZL FIRM-1RELAIE TS
EEGOEDME -ZLEICETIREMNIETUANTELTWSIEAERMICZIERES
NTW%, COTREDRDT DR IIE, RERKRICEWTHR, BE. FERICHTHE
BOHEORLMICEEERIZTAIREMENH D, ICH E21HARZA (. COFEBITIEA
SERMREAELTEESNS— A, TIRBELEHIELTERRILSNALLRE KD #HE
HADBEFFELROONTIND, Kty arTIE, ME, . REZ DUCH LA
ELT, 17 1REIRDER RGBS MERET - DICEHT HEEORELREIAL. 5
BOBEBICOVNTERT Do

35
EIREERHR L 5—
NTTE S -y

DIA

ERARARICETEERELIVRIAPOLEDSMICET S

75 #e A
WITRCEN EXRERRERAHE

TBD

FRM NG L BRI S RI-1TE - IBIIROBKREERAD
SN EMADRZEEREBERADHARF

European Medicines Agency

Corinne de Vries

BARICHITSHICH E213R%E  iFiREFEFELTE
BERESFEAT

ErREERAE L 4—

Bk xETF

INRILTAARBAYS 3
Kyl avDEEE. LUV
J74Y—R&DAEREH
INE ERF

BB EF K R
ME B+

TUORBIH®D

© 20264 Drug Information Association, Inc. |  Page 49



3BH [ 108208 ()

F23EDIA BAFR2026 | ks
BREVHEAT, A ITHEC PREBALRE bl SN

L¥aSk)—tviar2 FE4=i5  9:00-10:30

BRESER: ALL | LAJL: iR | 338, hERI—LER | ABRSY

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.

ER

DIA Fellow

Ling Su

DIA Fellow

Hironobu Saito
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Update from China: Regulation, Innovation, and Access

DIA China Strategic Advisor
Wendy Yan

Practical Application of eéPROs in Clinical Trials in China
Xincere Med.
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
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Optimize Protocol Data Collection

This session provides robust, empirical evidence from a recent study characterizing
the high and rising volume of data collected in clinical trials, and the underlying
reasons for collecting that data. Insights from the study identify practical ways to
optimize protocol design including protocol simplification and the reduction of
participant and investigative site burden. Presenters will also discuss new tools and
ways of thinking about designing clinical trials that are fit for purpose and more

feasible to execute.
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