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# (DOAQ) ITKBABENHERINf, TNSDIEREANAFIEDFERICTE DL
& DOACIC LB EEREDEMEIDAEIL. EABELLEBLTSKELT
0.86QALYDIENN, 755 B4 T0.71QALYDIENN, 755 M T0.76 QALYDIENN
EHTES5LTc, A7) —Z 2 IC KB EERE OB MBI DRI & BEDQALY
HIzVDBMEBRATHZBOERAMRL (ICER) . BLUHEBDOARRESRE
EECHERNIZa1L— 3V ERY,

fhem -

EEREOEMBORRNRAV -V dREREREICE >TE A
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[P-1004] ¥ O—/\IVixEi$ETIDER : Cross-Cultural
Exchange (CCE) 745 L
B8 5EE - MC, CI, All, CDM, CMC, CP, PM, PV, RA, ST

MSDH R &%t
=F IEF

HEE!:
MSDHRE# /HN K2

B#y:

Cross Cultural Exchange (CCE) 7O/ S LAEL T, VA—/\IVEERE5FHD
HEBEERL. BN HREERET 5,

Bt

AT AL HIVSA T4 VT ERTIE. 2016 FED SKERLDREEE & D H1ER
DEERCREBICEHTEN, 2023F|C, CCETOY T LEILS EIF KEAR
HEBRDATADIVZA T4V TEHPIADEA VN~ (#HERUZDEER)
M BHAREERINT ST ADRTH, RIFGREGEE. AILF13)b-
IVETFVROBLEAEELS, YO—/\VERADRILEBNELTRRE2D
BRIEFEISGEEL.

HR:

CCET O ZLMETH. BMEIEUTDREADE LHRD SN (1) T
HEPIMBOR L BEOT -0 3y TEBUTEMNEHEPAFIL. &
EDRFEB/NDEELNM ELTe, (2) 7O—/\IViERY FT—7 DS 5
BEREEBA T/ O—/\LGERY b — U EBRLIROBHBEREELY
BEGEREBAR. 3) AVFaIIV-AVETVADAE L {LHEEE
PXEDENCETZEmRZEL T REDRAINDHEPEBEONRHON
feo (4) V—B—=2w T RFIVD5RIL  ZREEMETDT -V 3v TOHER
ZBLTC 70—/ s —4—2y TRAF)UHsR{EE N, HRADEBHEED
EbuBEBNBR AL,

Ffe, BATIEEBEMNGET -7 3y T2EHBEEL. 7075 L8N
ERTTIRIEEET 52 DEBARRFEELEICHH. AFIVOXENTE
feo TSI, AT SLEMENEBFEDELROBKERIELELOEDE
HCHMBZBA/O—N\IVIBBOERDSR LTS 70T SLBMEZE
CTRLZHEBTORRBETORY NT—IBREIMSOSNDGE LVEE
TORFERZENTENT.

iEEA -

CCEZOY L. EFeHETBAEOVET VY —DOFEICEIL. 7O—
NIVER[EERE LS, £, BPIEBA CERRIEETH Y. @2 DFREIC
EhETHREIAATES, 2DOE3IT 7O—/N\)UL I 3R T CCEZ/A
IS LIERARDHEN T O—/N\IWisF—L%E)— R TEBHITHELRER
HEELEETES,
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PAREGEH
B At

HEE:
PARERASH FE

Bay:

AHEOEMIE, BARIMBROME FRANDERADSHIC, BWEREEREE &IT
EFNELGEEELICRYEEICRVBETETH S, ZORUENLDEE
Sl SEREROREET I VIBROBEZE LICRBLT,

HiE:

ChatGPT (GPT) CHEIHEEZEDH A HE—EEK %, Clinical Trial Parser (CTP)
TEENERICEDWERMEERE LIz, 4207 7O—F THHEE
HEEMBL. WVTNEBERTICKA I UART A VI E TV, EABRBREET IV
EERUFEEESME LT, 1-a) GPT/CTPHICAREF, 1-b) GPTDHIEF, 2-a)
CTPDIAMER, 2-b) GPT/CTPEIC(ER

R

7 7O—FICxt L., £81 - @B - BEFEUNCD T TEAERRE
ETFTIVEBELZETA AUCIEZNZTNRDIERETE ST, 1-a:0.6852
+0.6048+0.6811,1-b : 0.6866 * 0.5893 * 0.6841, 2-a: 0.6440 + 0.5923 * 0.6642,
2-b:0.6517+0.5681+ 0.6569. 1-a/1-bZLLE T B & GPTEADIF SIS -
EEHUNDBEDI NS Eofc, TN FEEXBE T ICECENA
TOV T b EGPTICEWW e EEZSNS, KRB L0V %
HETHTET FURBENBSVWRHEELD TESRELNHZLEEZISN
feo 2-a/2-bEHLE T2 L. GPTERADGE. 2EEDRBEDHH =&Y, 1-a
E1-b KV LFEHITHEENTHABEREG o, ThiE CTPOIERHHAED
BEENKREVNEEZISNT L L. AEEBERTIEESNED > &b
5., CTPIFEFHNERZEE LIZIBEHMH A AV TEZEHNER
EEZSNT, 5. GPTICCTPOMREARE S HR T LICL>THRENEWNE
BimtHaBIELzL,

A&

GPTRCTPERAWVWARZ&ICK ST EMEELZMRNICEN L. EENEKE
EELIEFHEOMEN TERAREENTB I N, INSDRMICKS R
2EAVT BRABROSIBELGHS TATTIVOBEDEARE L
ICISEBT 2T EICE>T lIROBVERMBRAIIRZE CESEEENH S,

R— 1% #
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ABENEIL. SEBERE KESHNHEAE L THYIZE(TETLEL
fesh. BRI DOHEERBAVARBBOEREZ TN,
COBRBAFERTZBE—SHELTC HERRRBICERTER A4 VAR
£95,

Bt

BRENEICRETST V7 — MABEEEEMKBE. SMO. AERIKTEE. CRO%F
EMRICREL . IRROFEE ., FRICH TARRLETICZTNERIT
TBIEEDEEEEIC DTS L,

National TemplatefERiE SRI&O—ILET DD ERBEMICHERERZIRET .
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R
BREWEBICETZT VI —MABDRKR. 341FDOEIE 58T, 78%
(266/341) HVABRERMEDIERICEEE R L TEH Y. 49% (168/341)
ORI EBRED SRNEDEEE TICEIHBUEEZBET 2 EDEZT
botc, Ftc. 80% (274/341) HNational  TemplateVERLICE LTS ofe B ¥t
TS DRBPEXDIREEDREREZBIRT 50X MO EMED38%
(105/274) ICER& SN Tz,
BRERIOMEICHEEEY 2RBEORE LD EIT OISR, GCPREIEDSR
BICOWT WIS THLEBEIIZ DS R W, HEADHEDOIE
PEE - BIMAEZIFANYT VT ENHIBBALR, FiERAES &I, GCPITED
LT BARMEREXDEZ Y. National TemplatefERDE—45& LTEK
RBDIEREHER TERHALE YV REVER LT, SR BFRDHERRE% B
TENRX. ZHRBAERE CORBBEER CE20EENH 5, YEERMT
R EE T SEIEICFocus LTI ZEBMITERTES,

iEEA -
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[P-1008] Increasing use of patient and clinician assessments
supporting oncology labeling

B8E 551 | PE, CDM

Clario
Reina Davis-Aoki

HEE:
Clario,/Bryan McDowell, Kelly Dumais

BHey:

To examine trends in the use of clinical outcome assessments (COAs) to
support oncology product labeling, in view of the growing emphasis on
patient-focused drug development by regulatory bodies.

FHik:

Productlabeling information was obtained (Feb 2024) from PROLABELS (Mapi
Research Trust), a database with COA-related data sourced from efficacy or
safety sections of FDA Product labels and EMA SmPC where at least one COA
is mentioned. Product labels were screened based on therapeutic indications
and study information. Study details published in the label from 1990 to 2022
were used for analysis.

BR:

180 EMA and FDA approved drugs and devices for oncology indications with
COAs mentioned in the product label were identified. 288 studies with COAs
supported these approvals. Types of COAs supporting labeling claims were
mostly patient-reported (289), compared to a smaller number of clinician-
reported outcomes (107). Most studies were in Multiple Myeloma, with the
most frequent COAs being the EORTC QLQ-C30, IMWG criteria and EMPT),
non-small cell lung cancer (frequent COAs being EORTC QLQ-C30, EORTC
QLQ-LC13 and LCSS), prostate cancer (frequent COAs being BPI-SF, FACT-P,
MPQ and PCWG2 criteria), and breast cancer (frequent COAs being EORTC
QLQ-BR23, EORTC QLQ-BR23 and FACT-B). Of the instances of COAs
supporting labeling claims, most supported secondary endpoints (53%)
and 23% supported primary. The number of studies with COAs supporting a
product label for these 4 indications increased over time with 4x more studies
in 2013-2022 (70) compared to the previous decade (2003-2012; 15).

-

Results show more studies using COAs to support efficacy and safety in
oncology product approvals. They are in line with regulators’ emphasis on the
use of COAs in evaluating clinical benefit, and with recent FDA communication
regarding good QOL assessment design to support label claims.
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[P-1009] Evaluation of Sensitivity Index for Assessing
Generalizability Across Regions

BEIESENL ST, MA

Shanghai Henlius Biotech, Inc.
CHEN Mengkai

HEE!
Shanghai Henlius Biotech, Inc.,/Ql Xiao
Luye Pharma Group,”LI Xiao

B8y:

Evaluates the reliability of the sensitivity index as a measure for the
generalization of clinical outcomes from the original region to a new region
and examines possible influencing factors.

HE:

Assuming that shifts in both location and scale parameters are random,
the changes in the Sensitivity Index are evaluated through sampling and
simulation methods under scenarios of varying target region sample sizes,
the presence or absence of actual efficacy differences between target and
original region populations, and the variability differences in efficacy data
across different regions.

R

Simulations of 5000 samples were conducted separately under scenarios with
different target region population sample sizes (N=40, 80, 120), differences in
efficacy between target region populations and original region populations
(6=0, £10%, £20%, =30%), and varying efficacy data variability (C=0.8,
1.0, 1.2 for SD). When the Shift in 6 was 0 (no difference in efficacy) and
the Inflation in C (similar efficacy data variability) was 1, the sensitivity index
(A) consistently hovered around 1, and its range of variation decreased as
the target region population sample size increased. As the Shift in & moved
further away from O or the Inflation in C moved further away from 1, the
sensitivity index increasingly deviated from 1, indicating that the results from
the original region population could not be generalized to the new region. An
example concerning a schizophrenia clinical trial was presented to illustrate
the method for assessing generalizability.

e

The sensitivity index showed the reliability for measuring the generalizability
of clinical study data and can serve as an important criterion for applying
bridging methods to extend the findings of completed confirmatory clinical
studies to the target regional populations.
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The 21 DIA Japan Annual
Meeting 2024

Toward Future Well-Being in which Each
and Every OneHas ‘lIkigai’

October 27-29, 2024
Tokyo Big Sight

. o mamt

The theme of this year’s Annual Meeting is Toward Future Well-Being in which Each and Every One Has ‘Ikigai’. \We have seen a re-

cent increase in the number of Japanese words that are accepted around the world, and ‘Ikigai’ has been added to this list for several
years. Recent studies have shown that people who have a higher sense of purpose in life, those who feel that what is important in
life makes life worth living, tend to have a lower risk of death and cardiovascular disease and have a longer healthy life expectancy.
In recent years, attention has also focused on “well-being,”(Excerpt from the Health, Labor and Welfare White Paper) a state of com-
plete physical, mental, and social well-being; the Growth Strategy Action Plan has set the goal of realizing a society in which people
can experience “well-being” in Japan.

In this context, healthcare must be designed to help people remain not only physically and mentally healthy, but also socially and
economically well and fulfilled. In the past, the mainstream of pharmaceutical and medical device industries has been the develop-
ment of products

to treat diseases. More comprehensive healthcare is required to create a world where people can live and realize “well being” by con-
necting with society despite living with their illnesses. This healthcare design change must create a new drug discovery ecosystem
different from the past.

What people find as ‘Ikigai’ in their life is unique to everyone, and each person has his/her own “well-being.” Therefore, to achieve

a society where each person can realize his/her own “well-being” with his/her own ‘Ikigai,” we must bring together people from all
walks of life in industry, government, academia, and the private sector - people from inside and outside of the pharmaceutical indus-
try, and people from Asia and other countries outside of Japan.

We hope that this year’s DIA Japan Annual Meeting will provide the forum where people from all walks of life, organizations, roles,
industries, and countries, can gather to discuss the co-creation of a society in which each person can realize their own unique “well-
being” by creating a place where everyone can freely discuss their own thoughts without excluding or being excluded from anyone
else’s ideas.

Endorsement by
MHLW, PMDA, AMED, JPMA, PhRMA, PEFPIA, PDA, ISPE, MEJ

DIA Japan
Nihonbashi Life Science Building 6F, DIA volunteers, members, and staff provide
‘ 2-3-11 Nihonbashihoncho, Chuo-ku, Tokyo 103-0023 Japan a comprehensive catalogue of conferences,
Tel: +81.3.6214.0574 Email: JapanAnnual@DIAglobal.org workshops, training courses, scientific
publications, and educational materials,
Drug Information Association throughout the year, all around the world.

Global Center: Washington, DC | Americas | Europe, Middle East & Africa | China | Japan | India DIAgIobanrg
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SUNDAY, OCTOBER 27

9:30-13:00
10:00-12:00
12:30-13:15
13:30-14:00
14:00-14:30
14:30-14:45
14:45-15:45
15:45-16:15
16:15-17:45
17:45-18:00

Student Session
Patient-driven-Session
Luncheon Seminar
Orientation

Opening

Break

Program Chair Session
Break

Keynote Address
Break

18:00-20:00 Networking Session

MONDAY, OCTOBER 28

9:30-10:30
9:30-11:00
10:00-13:00
10:45-11:45
11:00-11:30
11:30-13:00
12:00-13:00
13:00-14:30
13:20-14:00
14:30-16:00
15:00-18:00
16:00-16:30
16:30-18:00
18:00-18:30
18:30-20:15

Session 5

Session 1, SO2, S03, S04, S06

Short Course 1

S07

Break

Special Session 1, SO9, S10, S11, S13

S12

Lunch Break

Luncheon Seminar

Special Session 2, S15, S16, S17, S18, S19
Short Course 2

Break

Special Session 3, S21, S22, S23, S24, S25
Break

Special Chatting Session

TUESDAY, OCTOBER 29

9:30-11:00
10:00-13:00
11:00-11:30
11:30-13:00
13:00-15:00
13:20-14:.00
14:00-15:00
15:00-16:30
15:30-18:30
16:30-17:00
17:00-18:30
18:30-18:45
18:45-19:15

DIAmond Session 1, S27, S28, S29, S30, S31
Short Course 3

Break

S32, S33, S34, S35, S36, S37

Lunch Break

Luncheon Seminar

Poster Sessions

DIAmond Session 2, S39, S40, S41, S42, S43
Short Course 4

Break

DIAmond Session 3, S45, S46, S47, S48, S49
Break

Closing

Schedule At-A-Glance

This year’s DIA Japan Annual Meeting will be
held at the venue as follows.

After the event ends, it will be possible to
watch on demand.

TRACK and ROOM

Track 1 : 6F 605+606] e taton b Al et
I 1 <=SIm aneous Interpretation system
Track2 : 6F608 1 - muianeousinterpretation by Alsy

Track 3 : 6F 607
Track 4 : TF 101

Track 7 : 1F Reception Hall
Track 8 : 6F 610

Accessing Presentations

Available presentations will become accessible to Full-Program
registrants about a week before the meeting and an e-mail
announcement on how to access presentations will be sent to the
registrants. Please note that this does not include all of the presentations
but only those that were provided to DIA by a submission date. Meeting
handouts will NOT be provided. In addition, lectures that have been
approved for viewing will be available until the end of December.

Unless otherwise disclosed, DIA acknowledges that the statements
made by speakers / instructors are their own opinions and not
necessarily that of the organization they represent, or that of the
DIA. Speakers / instructors and agenda are subject to change without
notice. Recording of any DIA tutorial / workshop information in any
type of media is prohibited without prior written consent from DIA.

&= DIAmond
WV SESSIONS

Conversations on Priorities

Hear from top thought leaders on global, interdisciplinary
topics about the future of therapeutics, and how they affect
you. Our DIAmond Sessions will bring together innovators
from industry, academia, and government agencies to
discuss key concepts, and have a conversation on priorities.

Please see pages 16, 20, and 22 for details.

Related Interest Area

SS © Six Sigma BE : Bioethics

2¢[ ] after the Title is the crowned session of the community etc.

All = All Areas AC . Academia CG : Cell and Gene

CDM  Clinical Data Management CE : Cutting Edge COM  Clinical Operation and Monitoring
CI © Clinical Innovation HE : Health Economics and Outcomes Research MA : Medical Affairs

CP . Clinical Pharmacology Ol : Open Innovation PE : Patient Engagement

MC : Medical Communication PV : Clinical Safety and Pharmacovigilance RA I Regulatory Affairs

PM : Project Management ST © Statistics O : Others
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Student Session / Patient-Driven-Session

STUDENT SESSION TRACK 1 9:30-13:00

Related Interest Area(s): All
Level: Beginner

The Safety Management of Medicines in the Post-
Marketing Phase

The post-marketing safety information is absolutely essential to ensure
the appropriate and safe use of medicines. It is important to provide and
utilize the information baked on evaluation of actual use in the medical
practice for more appropriate and safer use. This session aims to provide
an opportunity to learn and deepen understanding in safety information
in the post-marketing phase through lectures and group discussions.
Participants will learn about approaches to minimize safety risks and
current issues in the lecture. During the group discussion, participants
will consider post-marketing safety information from the users’ point of
view.

SESSION CHAIR
Mana Inatome
Showa University
Eiki Uchijima
Nihon University
Mai Hishinuma
Keio University
Rika Mihara

Keio University

What is the Safety Management which can be delivered to
patients?

Natsuko Kitagawa

Eli Lilly Japan K.K.

Panel Discussion

Motoki Arakawa

Nihon University
Katsuhiko Ichimaru
Pharmaceuticals and Medical Devices Agency (PMDA)
Jun Yamakami

A2 Healthcare Corporation
Taigi Yamazaki

Showa University

Yoshika Shinoda

Novartis Pharma K.K.

PATIENT-DRIVEN-SESSION
TRACK 8 10:00-12:00

Related Interest Area(s): All
Level: Intermediate/Advanced

Cancer Salon at Tokyo Big Sight

- Cancer Chat Cafe in DIA Japan Annual Meeting 2024 -
What can We do to Make Patients Happy?

- Primary Endpoint of Medical Care and Life Outcomes -

Awareness of Patient and Public Involvement (PPI) and their activities
have beenrecently expanding. However, there are still not many occasions
to hear the real voices from patients or circumstances that maintain
psychological safety so that participants can talk freely. In this session,
we plan to hold a venue called “cancer salon” and “exchange event”
for a social gathering and mutual communication between participants
(pharmaceutical companies, medical institutions, etc.) and patients (and
their families, etc.). The real voices of patients are very informative and
contains a lot to learn. By listening to their honest thoughts on daily
treatments, problems with medicines, and expectations for medical care
and medicine, we can talk to each other about our own purpose in life
and happiness through medical care. It would be great opportunity to
reexamine what is important in our lives.

SESSION CHAIR

Emiko Fukagawa, BsPharm
Hiroshima University Hospital
Yuko Mitobe, associate degree

Cancer Osyaberi Café / Akihabara Social Insurance and Labor Consultant
Corporation

Learn from Patients by being Sincere with Them
~My Thoughts on PPI Activities (from a Sponsor)~
Noriaki Nagao, Mpharm, PMP

JAPAN TOBACCO INC.

The Value of “Experience”

~My Thoughts on PPI Activities (from a Medical Institution)~
Emiko Fukagawa

Hiroshima University Hospital

My PPI Activities Circulate Thoughts Toward the Future
(from the Patient’s Perspective)
Yuko Mitobe

Cancer Osyaberi Café / Akihabara Social Insurance and Labor
Consultant Corporation

Panel Discussion

All Session Speakers and
Yoshimi Akai

Ryu Yahagi

Mutsumi Iwashita

Ryoko Atobe

Keiko Inoue

Chihiro Takubo

Cancer Chat Café Member

Reception

Yukiko Hirama

Masae Ohara

kaori Sasaki (Calorina)

Yuka Sakakihara
LUNCH BREAK 12:00-13:30
LUNCHEON SEMINAR 12:30-13:15
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Orientation / Opening / Keynote Address

ORIENTATION TRACK 1 13:30-14:00

Introduce how to enjoy 21st DIA Japan Annual Meeting 2024 for
participants who first time join this meeting. This might be able to help

participate much effective and confortable.
Contents: What is DIA/ Introduction of meeting place/ Program structure/

Exhibition/ hospitalities etc.

What is DIA
Rie Matsui
Pfizer R&D Japan

How to Enjoy Japan Annual Meeting 2024
Noriaki Nagao, Mpharm, PMP
JAPAN TOBACCO INC.

OPENING TRACK 1 14:00-14:30

Shogo Nakamori, MSc, RPh, MBA

DIA Japan

Marwan Fathallah

DIA

Haruko Yamamoto, MD, PhD

Chair, DIA Advisory Council of Japan /
National Cerebral and Cardiovascular Center

14:30-14:45

Related Interest Area(s): All
Level: Beginner/Intermediate

Toward Future Well-Being in which Each and
Every One Has ‘lIkigai’

Recent research has revealed that individuals with a strong sense of
purpose and those who find value in life have a lower risk of mortality
and longer healthy lifespans. Even such individuals may have illnesses
and rely on medications for their treatment. So, what exactly is health
or iliness for that matter? Can treating illnesses provide a sense of
well-being? What can we, who are involving in the development of
pharmaceuticals and medical devices, offer to people for their well-
being?

In our ever-changing lives within the information society, it is time for all
of us involved in healthcare to consider the design of healthcare for the
future where each person has Ikigai and can maintain well-being.

SESSION CHAIR
Haruko Yamamoto, MD, PhD
National Cerebral and Cardiovascular Center

Kazuo Nakamura, PhD
CMIC Holdings

15:45-16:15

KEYNOTE ADDRESS TRACK 1 16:15-17:45

Related Interest Area(s): TBD
Level: TBD

Clinical Application of Human iPS Cells - To
Perform ‘lkigai’ with Healthy Condition -

Seventeen years have passed since the discovery of induced pluripotent
stem cells (iPSCs) in 2007. Since then, iPSCs have been extensively
explored in regenerative medicine to repair or replace damaged tissues,
drug discovery, particularly for hereditary diseases, by modelling these
conditions, and more recently cancer immunotherapy using iPSC-derived
immune cells. In terms of basic research, the creation of naive iPSCs, which
have the capability to differentiate into placental cells, and the successful
induction of gonad-lineage cells from iPSCs are major milestones. These
developments are expected to deepen our understanding of human
embryology and could lead to new treatments for infertility. Efforts are
also being made to industrialize these scientific advancements, aiming
to make them widely accessible as standard medical treatments. The
challenge we now face as a society is how to responsibly harness this
groundbreaking technology to maintain health and well-being, allowing
us to perform our ikigai. This is a critical social issue that involves all of us
as stakeholders.

SESSION CHAIR
Kazuo Nakamura PhD

CMIC Holdings
Junya Toguchida, MD, PhD
Center for iPS Cell Research and Application, Kyoto University

17:45-18:00
NETWORKING SESSION
TRACK 7

We will be hosting an informal discussion and networking opportunity for
all participants on the evening of the first day of the DIA Japan Annual
Meeting. This gathering aims to foster the networking aspect that DIA is
known for, allowing attendees to connect freely. We have also planned
activities that encourage easy participation. We welcome individuals from
various sectors related to healthcare, including companies, CROs, PMDA,
academia, students, young professionals, and patients. Feel free to join us
at any time during the event, whether you're arriving late or leaving early.
We look forward to seeing you there!
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TRACK 1 9:30-11:00

Related Interest Area(s): CP, RA, AC
Level: Beginner/Intermediate

Clinical Development Strategy in Light of the
New Guidance for Japanese Phase 1 Study before
Participating in MRCTs

New guidance of “Basic principles for conducting phase 1 studies in
Japanese prior to initiating multi-regional clinical trials including Japan
for drugs in which early clinical development is preceding outside Japan”
says in principle, an additional Japanese phase 1study is not needed if the
safety/tolerability of the dosage to be evaluated in the MRCTs in Japanese
participants can be explained. This session aims to be on the same page
about the new guidance, especially for situations in which Japanese
phase 1 study is not needed or needed, by sharing and discussing the
current understanding of the new guidance from each standpoint (ie,
industry/regulatory agency/academia) after PMDA firstly provides a
general explanation about the new guidance. In addition, the industry/
regulatory agency/academia will share and discuss their perspective for
implementing the early clinical development led by Japan.

SESSION CHAIR
Jun Oikawa
Kitasato University

Overview of the new Notification on Conducting Phase 1
Studies in Japanese Prior to Initiating MRCTs

Yosuke Kobayashi

Pharmaceuticals and Medical Devices Agency (PMDA)

Future Clinical Pharmacology Strategy Considering the New
Notification on Japanese Phase 1 Studies Prior to Global
Clinical Studies -Regulatory Science Perspective-

Naomi Nagai, PhD

Musashino Unversity

Future Clinical Pharmacology Strategy Considering the New
Notification of Japanese Phase 1 Studies Prior to Global
Clinical Studies -Industry Perspective-

Yasuhiro Tsuda PhD

Nippon Boehringer Ingelheim Co., Ltd.

Panel Discussion
All Session Speakers

TRACK 2 9:30-11:00
Related Interest Area(s): CDM, COM, PV, ST, AC
Level: Intermediate

Capability Development for Next-Generation Data
Managers as a Critical Realm of Profession in
Cinical Development [CDM]

Increases in complexity combined with the challenges of incorporating
new technologies in clinical research have expanded the roles of
clinical data managers today. While this shift in practice offers many
opportunities for professional development, it also introduces many
challenges for developing new skills and abilities among today’s clinical
data management professionals. In this session, we invite the author of
a recently published paper to share a blueprint for transitioning the field
to formal, graduate education in clinical data science. The presentation
will be followed by a panel discussion of speakers from the global and
Japanese Clinical Data Management (CDM) communities offering
brief presentations on real-world examples of issues concerning data
manager’s proficiency in the workplace. The discussion will encompass
not only the transition from “clinical data manager” to “clinical data
scientist,” and highlight expectations for today’s professionals in the
swiftly evolving landscape of clinical research.

SESSION CHAIR
Mary Banach, PhD, MPH
Vanderbilt University Medical Center

Developing the Next Generation of “Clinical “ Data Scientists
Richard F. Ittenbach, PhD
University of Cincinnati College of Medicine

Panel Discussion

All Session Speakers and
Kaye Fendt, MSPH

KHF Consulting

Johann Proeve, PhD
Cyntegrity

Stephen Wilson, PhD
Retired Food and Drug Administration (FDA)
Yu Jincho, MSc, JD
GlaxoSmithKline K.K.
Mika Ogasawara

Pfizer R&D Japan

TRACK 3 9:30-11:00

Related Interest Area(s): All
Level: Intermediate

Paradigm Shift from Disease Treatment to
Prevention and Health Care

In the pharmaceutical industry, research and development of medicines
has focused on curing illness. As the term Ikigai has become a global
standard from the Blue Zone Project, a study of regional healthcare
initiatives, due to social problems such as anincreasing elderly population,
rising healthcare costs and a declining working population, in order to
live longer and healthier lives, in the future, in addition to research and
development of disease treatment, research and development of methods
to prevent disease and maintain and promote health. In this session,
we would like to focus on research and development in prevention and
healthcare, and after the speakers talk about national initiatives, the latest
trends in preventive medicine and the creation of mechanisms to move
on their own for health, we would like to discuss issues and solutions in an
interactive manner with the panellists and participants.

SESSION CHAIR
Goshi Ozawa, MSc
Juniper Therapeutix K.K.

Current Status and Future Prospects of Health Care Policies
Promoted by METI

Taisuke Hashimoto

Ministry of Economy, Trade and Industry

Current Landscape and the Bold Pursuit of Next-Generation
Solutions through RWD and Al

Hironobu Tokumasu, MPH,MD

Kurashiki Central Hospital

The Challenge to Create a System in which Each and Every
Citizen Moves on his or her Own for Health

Takamasa Ikemoto

Whitehealthcare Inc.

Panel Discussion
All Session Speakers

TRACK 4 9:30-11:00
Related Interest Area(s): MC, PV, MA, BE, AC, RA, PE, CP, Cl, O
Level: Intermediate

The Approach and Expectations for PMDA Review
Reports as Drug Information.[MC]

Many discussions have been conducted to address the challenges of
enhancing drug research and development capabilities in Japan and
resolving the issue of drug lag or loss for the Japanese in the study group
on pharmaceutical regulations to strengthen drug discovery capabilities
and ensure stable supplies. Within these discussions, the importance
of new or expanded frameworks as pharmaceutical regulations,
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characteristics of products, flexible evaluations based on medical
conditions for specific indications, and societal needs have also been
debated. On the other hand, the significance of including this information
in PMDA review reports, which can be understood by the public, has also
been advocated. In this session, based on these circumstances, we aim
to create a forum for discussing the expectations and approach towards
the future based on the utilization of PMDA review reports as medical
information.

SESSION CHAIR
Mamoru Narukawa, PhD
Kitazato University

The purpose and the future prospects of PMDA Review
Reports

Takuya Kageyama, Ph.D.

Pharmaceuticals and Medical Devices Agency (PMDA)

Future Expectations of PMDA Review Reports as Drug
Information: Based on a Survey of Pharmacists
Yasutsugu Nakano, MAhSc

Japan Pharmaceutical Manufacturers Association Regulatory Affairs
Committee / Shionogi & Co., Ltd.

Utilization of review report in DI Operations and Future
Expectations

Hideo Nakada, MS

Keio University Hospital

Examples of Utilization of PMDA Review Report in Post-
Marketing

Seiki Yamazaki

Pfizer Japan Inc.

Panel Discussion
All Session Speakers

SO5 TRACK 5 9:30-10:30

Related Interest Area(s): CDM, COM, PE, SS, ST, O
Level: Intermediate/Advanced

Breaking Away from Complex Protocols -Protocol
Simplification-

The number and complexity of evaluation criteria, procedures, and
collected data in clinical trials have been increasing every year. Complex
protocols that demand excessive data collection in trials have a
significant impact on the burden on sites, trial quality, and the privacy of
trial participants, making it an important issue to address. In this session,
we will share the current issues based on the results of the “CRF Data
Collection Survey” by DIA CDM&COM, and introduce “Protocol Lean
Design,” an initiative by companies to simplify protocols. Subsequently,
we will discuss the problems and solutions of protocol complexity with
physicians from healthcare institutions who is involved in protocol
development.

SESSION CHAIR

Yohei Takizawa
MSD K.K.

Protocol Lean Design -Method and Experience

Laura Galuchie
MSD

Towards Optimizing Data Collection - Qualitative insights from
the Result of “Survey on CRF Data Collection “ -

Akiko Kumagai

JAPAN TOBACCO INC.

Panel Discussion

All Session Speakers and
Kenichi Nakamura, MD, PhD
National Cancer Center Hospital

TRACK 6 9:30-11:00

Related Interest Area(s): All, PM, AC
Level: Beginner/Intermediate

The Future of Japan in Diversifying Global Drug
Development

Japanese drug development is globalizing, however Japan still often
follows an already determined development plan. Although the
importance of global development is recognized even for drug discovery
originating in Japan, there are still issues such as lack of experience and
development plans focused on Japan. We also understand that global
development is a means by which we can contribute to the well-being
of people around the world, including Japan, however in reality we find
it difficult and frustrating to exercise leadership in global development.
In this session, we will have an honest discussion about long-standing
challenges and thoughts in drug development and explore new ideas for
leadership in global development.

SESSION CHAIR

Asuka Kawai, PMP
Kissei Pharmaceutical Co., Ltd.

Kotone Matsuyama, RPh, GFMD
Nippon Medical School Fundation

Michiyo Ohshima, PMP, MBA
Pfizer R&D Japan

Hisashi Koike, PhD
Pharmaceuticals and Medical Devices Agency (PMDA)

Panel Discussion

All Session Speakers and

Tomoko Okudaira

Pharmaceuticals and Medical Devices Agency (PMDA)
Yukiko Komori, PhD

Pharmaceuticals and Medical Devices Agency (PMDA)
Keiko Katsui, PhD

Japan Agency for Medical Research and Development
Satoshi Suzuki

Pfizer R&D Japan

SHORT COURSE 1 TRACK 7 10:00-13:00
Related Interest Area(s): PE, MA, RA, BE
Level: Intermediate

Patient Experience Data (PED) - Its Values and Use[BE]

In Europe and North America, systematic discussions and conceptual
clarifications about PED have progressed. PED are now considered
essential in driving healthcare decision-making at various stages,
including the planning of medicine development, regulatory approval,
and health technology assessment. PED serve multiple purposes for
people in different roles, making the integration of patient engagement
(PE) into PEDs indispensable. The regulatory agencies in EU and US have
been implementing the guidance on patient-focused drug development.
In Japan, little is known about PED. Sufficient discussions regarding
the value of patient-focused evidence in drug development have not
been conducted. This workshop aims to understand what PED is and
to facilitate how we can create and utilize PED for different purposes in
Japan through group discussions.

SESSION CHAIR

Kento Asano
Osaka University Hospital

PED, and the Integreation of PE into PED
Hayley Chapman
Parient Focused Medicines Development (PFMD)

Integration of PE into PED in Japanese context
Nobutaka Yagi, MSc
Nippon Boehringer Ingelheim Co., Ltd. / YORIAILab Inc.
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Facilitator

Masanori Okuse

INSPIRE JAPAN WPD - The Japanese Association for Public Awareness
of Psoriasis

Kazuma Tamaru, Master of Nutritional Science
National Cancer Center Japan

Shun Tezuka

Pharmaceuticals and Medical Devices Agency (PMDA)
Shinobu Nakashima, BS

Fukuoka Children’s Hospital

Nao Moriyama, Msp

Teikyo University Hospital

TRACK 5 10:45-11:45

Related Interest Area(s): AC, Ol, PE, PM
Level: Intermediate

The Clue of the New Drug Development for
Rare Diseases Created by One Team; Industry,
Academia, Government and Patients

The challenges in resolving drug loss and lag in the development of
medicines for rare diseases are diverse. This session will present the
business and clinical trial feasibility issues faced by pharmaceutical
companies. We will also highlight the MASTER KEY Project, led by the
National Cancer Center, which uses a registry-based database as a
successful example of collaboration between industry, government,
academia and patients. In addition, we will address the real challenges
faced by patients and discuss potential solutions to overcome these
issues. The session will focus on identifying effective strategies and
collaborative frameworks to address drug losses and lags, with an
emphasis on active government involvement. The collaboration will
involve mid-sized pharmaceutical companies, non-core clinical research
hospitals and other stakeholders from industry, government, academia
and patient communities.

SESSION CHAIR

Fumitaka Kawasaki, MPharm
KAKEN PHARMACEUTICAL CO., LTD.

Challenges Faced by Pharmaceutical Companies in the
Development of Orphan Drugs.

Tango Handa

KAKEN PHARMACEUTICAL CO., LTD.

A platform for the development of treatments for rare cancers
through industry-academia-patient collaboration.

-MASTER KEY Project Overview Achievement, and
expectations for companies-

Masahiko Ichimura, MPharm, PMP

National Cancer Center Hospital

Struggle after my Child was Diagnosed with Drug-Refractory
Rare Epilepsy -immense Challenges, Learning and Growth-
Hiroharu Yamashita, PhD, MD

Nihon University Hospital

Panel Discussion

All Session Speakers and

Yuiko Kawauchi

University of Tsukuba Hospital

Daisuke Sato

Ministry of Health, Labour and Welfare (MHLW)

11:00-11:30

SPECIAL SESSION1 TRACK1 11:30-13:00

Related Interest Area(s): All, CDM, COM, PV, RA,
Level: Intermediate

Promotion of Pediatric Drug Development
- Current Situation and Future Prospects -

The promotion of pediatric drug development has been discussed
actively and has received more attention from public. EMA and FDA have
organized special teams to support pediatric drug development on a
cross-organizational basis and position it as a high priority issue. PMDA
has also established a center within PMDA to support the development
of drugs for rare diseases and pediatrics. In this session, we would like
to share the actual situation of FDA and EMA and discuss how to apply
it to development in Japan. In addition to regulators, a pesiatrician who
is actively involved in pediatric drug development will join the session.

SESSION CHAIR

Junko Sato, PhD
Pharmaceuticals and Medical Devices Agency (PMDA)

A Reflection on Lessons Learned, Current Trends, and Future
Directions

Dionna Green, MD, PhD

Food and Drug Administration (FDA)

Promotion of Pediatric Drug Development: a European
Perspective

Mark Turner, MD, PhD

conect4children Stichting

Ralph Bax, MD, PhD
European Medicines Agency (EMA)

Regulatory Updates Regarding Pediatric Drug Development in
Japan

Takaaki Taninokuchi

Pharmaceuticals and Medical Devices Agency (PMDA)

Panel Discussion
All Session Speakers

TRACK 4 11:30-13:00
Related Interest Area(s): HE
Level: Intermediate

What should the NHI Drug Pricing System be

to Enhance the Attractiveness of the Japanese
Pharmaceutical Industry, and What Data Show its
True Value?[HEOR+]

Astheissue of drug loss has emerged, the major priority would be to make
the Japanese pharmaceutical industry more attractive and its regulatory/
pricing system more transparent. In addition, it is important to evaluate
innovation in a more balanced manner while preserving sustainable
universal health insurance system in the face of declining population.
The latest reform of the drug pricing system introduced a potential
premium pricing scheme for usefulness, especially to new modalities,
orphan drugs and other products. It suggests that a premium may be
placed when the usefulness is demonstrated in evaluating “important
secondary endpoints”, such as quality of life. On the other hand, as the
evaluation cases in the Japanese Health Technology Assessment have
accumulated, what are the current challenges and what means the true
value in cost-effectiveness evaluation scheme? In this session, we will
discuss innovation assessment and valuing new treatment from many
diverse perspectives.

SESSION CHAIR

Hisashi Urushihara, PhD
Keio University

Key Points of the 2024 Drug Pricing System Reform and
Future Direction of Valuation of Drugs

Mamoru Narukawa, PhD

Kitasato University
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Things that cannot be Measured, are They not of Value?
Pitfalls of Quantitative Valuation

Ataru lgarashi, PhD

The University of Tokyo

How to Assess the Diverse Value of Drugs is Essential to
Strengthening the Drug Discovery Ecosystem

Kazuhiko Mori

Japan Pharmaceutical Manufacturers Association (JPMA)

Panel Discussion
All Session Speakers

TRACK 3 11:30-13:00
Related Interest Area(s): All
Level: Beginner

What is your “IKIGAI”’? Let’s Think from lllness

What is “IKIGAI” (the purpose of life)? The clue to this question lies in
the experiences and narratives of patients. For those engaged in medical
care, solving “diseases,” such as practicing treatment and developing new
drugs, has great importance. However, there are limited opportunities
to focus on “illness,” such as understanding the thoughts and lives of
patients. Medipathy (medicine + empathy), which has been managed
by medical students since 2020, has created a total of more than 60
dialogue-based events with about 100 patients and 700 participants.
Through this activity, we believe that understanding “illness” is the
first step in considering “IKIGAL” In this session, we will learn about the
“iliness” and “IKIGAI” of cancer survivors and explore our own IKIGAI
with all participants.

SESSION CHAIR
Shingo Nagura
Osaka University
Ryuichiro NISHIOKA
Toyama University.

What Does ”lkigai” Mean from the Perspective of a Cancer
Survivor?

Shunta Terashita

Tateyama Board of Education

Thinking about “IKIGAI” from the Experience of Small
Intestine Cancer in my 40s

Yousuke Nomura, MPH

I1&H Corporation

Panel Discussion
All Session Speakers

TRACK 2 11:30-13:00
Related Interest Area(s): AC, Cl, ST, RA
Level: Beginner/Intermediate

Exploring Complex Innovative Trial Designs:
Application of the Estimand Framework and Case
Studies [Stat]

In order to provide new treatments to patients faster, it’s necessary to
expedite and enhance the efficiency of the drug development process. In
2018, FDAinitiated the Complex Innovative Trial Design (CID) Pilot program
to explore innovative trial designs that streamline drug development
compared to traditional trial designs. Particularly crucial for drug
development in rare diseases and similar conditions, novel approaches
include adaptive designs, Bayesian methods, and master protocols etc.
Moreover, when planning and implementing such a complex clinical trial
design, it’s important to clarify what kind of treatment effect is desired
to be obtained in the clinical trial under the concept of Estimand in ICH
E9(R1) at the regulatory submission and also when considering future
clinical practice. This session aims to explore innovative approaches to
clinical trial design that facilitate drug development through discussions
and case studies, and to discuss how the Estimand framework can be
applied in trials.

SESSION CHAIR

Naoki Isogawa, PhD, MBA
UCB Japan Co., Ltd.

Hideharu Yamamoto, PhD
Chugai Pharmaceutical Co., Ltd

Estimand for CID

Hideki Suganami, PhD
Kowa Company, Ltd.

Current Status and Examples of Complex Innovative Trial Design
Takanori Tanase, PhD
Taiho Pharmacetutical Co., Ltd

Advancing Complex Innovative Trial Design - an Industry
Perspective

Fanni Natanegara, PhD

Eli Lilly Japan K.K.

Panel Discussion

All Session Speakers and

Yuki ANDO, PhD

Pharmaceuticals and Medical Devices Agency (PMDA)
Norisuke Kawai, PhD

Pfizer R&D Japan G.K.

TRACK 5 12:00-13:00

Related Interest Area(s): PE, COM, MA, MC
Level: Intermediate

Promoting Diversity in Patient & Public
Involvement (PPI) - Voices of Diverse Patients in
Clinical Trials[PEC]

Previous PPl sessions often focused on specific diseases, with less
participation from patients with various disease. Discussions on non-
severe diseases, pediatrics, and the elderly were also insufficient.
Sharing the voices from clinical trials across diverse diseases can provide
significant insights, especially for companies and regulatory authorities
advancing patient and public engagement. This session aims to share
patients’ experiences and the impact on their lives, contributing to
society’s understanding of the value of these experiences.

SESSION CHAIR

Shihoko Namba, MD, PhD

OKAYAMA UNIVERSITY HOSPITAL

Keisuke Suzuki, MD, PhD

National Center for Geriatrics and Gerontology

Panel Discussion
Fumiaki Tasaki

Kaoru Kudoh
Patient

Keiko Miyamoto
NPO DebRA Japan

TRACK 6 11:30-13:00

Related Interest Area(s): PV, AC, Cl, MA, RA
Level: Beginner/Intermediate

The Potential for Electronic Labeling Based
on Database Investigation - Aiming to Provide
Valuable Information!

In July 2020, the “Basic principles on validation of outcome definition
used in post-marketing database study” was published, but database
investigations were only initiated in April 2018 due to the GPSP ministerial
ordinance revision, and it cannot be said that there have been many
cases where electronic labeling revisions were actually made based on
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the investigation results. In this workshop, through group discussions, we
will collectively consider challenges of electronic labeling revisions based
on database investigations that can provide well-being to patients, such
as “mitigation” for alert level of precautions or risk-benefit assessment
based on database investigations for patient populations that were not
apparent at the time of approval. Additionally, we will exchange opinions
towards database investigations that lead to better information provision
in the future.

SESSION CHAIR
Mikiko Shitara, MSc
Alexion Pharma GK

The Potential for Revision of Electronic Package insert Based
on Result of Database Study

Yuki Kinoshita, MS

Pharmaceuticals and Medical Devices Agency (PMDA)

How to Utilize the Results of Database Studies to Safety
Measures and Update Product Profile

Makiko Hatanaka, BS

Sanofi.KK

Why Not Challenge Package Insert Revisions with Real-World
Data: Bridging the Evidence-Practice Gap

Hironobu Tokumasu, MD, MPH

Kurashiki Central Hospital

Panel Discussion

All Session Speakers and
Mano Yasunari, MPH

Tokyo University of Science

LUNCH BREAK 13:00-14:30

SPECIAL SESSION 2 TRACK1 14:30-16:00

Related Interest Area(s): All, COM, CDM, PV
Level: Intermediate

Advancing Clinical Research in China - Perspectives
from Clinical Investigators and Sites -

Multi-Regional Clinical Trials (MRCTs) have become a common practice
in drug development, and the close exchange of information between
sites in participating countries is expected to accelerate clinical trials
and drug development, which will bring significant benefits to patients.
It is also a well-known fact that not only MRCTs, but also investigator-
initiated clinical trials (IICTs), DCTs, and clinical trials for rare diseases are
major issues not only in Japan but also in China. Considering the above
situation, it is a timely session to invite the heads of major Chinese clinical
trial organizations to the Japan Annual Meeting this year to provide
information on the status of clinical trials in China. We also believe that
inviting a clinical investigator (PI) from Japan who is well versed in drug
development as a panelist to exchange opinions will provide a good
opportunity to discuss future cooperation in drug development between
the two countries

SESSION CHAIR

Ling SuPhD
Shenyang Pharmaceutical University Yeehong Business School

Clinical Researches in post-pandemic era: Challenges and
Opportunities

Wenhong Zhang, MD, PhD

National Medical Center for Infectious Diseases (NMCID)

No.600 and its Partners
Yifeng Shen, MD, PhD
Shanghai Mental Health Center (SMHC)

Challenges and Experience in Building IIT Support Platform
Lihong Huang, PhD
Zhongshan Hospital of Fudan University

Panel Discussion

All Session Speakers and

Kenichi Nakamura, MD, PhD, MBA
National Cancer Center Hospital

TRACK 2 14:30-16:00

Related Interest Area(s): PM, RA, ST, O
Level: Beginner/Intermediate

How ICH E17 Enables East Asian Countries
to Change Their Development Strategies in
Simultaneous Development?

Since ICH E5, the planning of multi-regional clinical trials focused on
discussions about how many participants are needed in each country
to assess consistency in the population of interests with the overall
population. However, with the issuance of ICH E17, drug development
strategies has been changing, such as shifting the focus toward collecting
globally available data in each phase and evaluating effect modifiers
in simultaneous drug developments. In this session, we will share the
current status of development strategies and regulations in East Asia
countries after issurance of ICH E17, and then, in the panel discussion, we
will discuss how each countries such as Japan and China should change
their development strategies in aligned with ICH E17 in order to deliver
drugs to patients around the world as early as possible.

SESSION CHAIR

Hideharu Yamamoto, PhD
Chugai Pharmaceutical Co., Ltd

Current Status of Drug Development Strategy in Japan Based
on ICH E17 in Japan

Nobushige Matsuoka, PhD

Pfizer R&D Japan
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Current Status of China’s Development Strategy in Light of ICH
E17 - Actual Examples

Annie Xu, MSc.

UCB China

Changes, Challenges and Expectations ICH E17 Provides, from
One of Japanese Pharmaceuticals’ Perspective

Kei Watabe

Sumitomo Pharma Co., Ltd.

Panel Discussion

All Session Speakers and

Yasuto Otsubo, M. Pharm.

Pharmaceuticals and Medical Devices Agency (PMDA)
Pan Guohua, PhD

Johnson & Johnson Innovative Medicine

TRACK 3 14:30-16:00

Related Interest Area(s): All
Level: Beginner

The Role of Academia in Protocol Development
for Corporate Clinical Trials

In investigator-initiated clinical trials and specified clinical trials
conducted by academia, the concepts of QMS and QbD are becoming
more prevalent, and many professions are involved in protocol planning
and brushing up. On the other hand, in corporate clinical trials, especially
in multi-national clinical trials, academia, although playing an important
role as medical institutions, is rarely involved in the protocol planning
stage and often implements clinical trials based on protocols that have
already been determined. Many Pls and CRCs are conflicted by the gap
that arises between the protocols and the Japanese medical institutions.
This session will provide an opportunity for a frank exchange of views on
the role of academia in developing protocols for corporate clinical trials,
from the perspective of both academia and pharmaceutical companies.

SESSION CHAIR

Hideki Oi, RPh

National Center of Neurology and Psychiatry
Keisuke Suzuki, MD, PhD

National Center for Geriatrics and Gerontology

The Role of Academia in Protocol Development for Corporate
Clinical Trials from a Pl’s Perspective (Tentative)

Osamu Kano, MD, PhD

Toho University Faculty of Medicine

The Role of Academia in Protocol Development for Corporate
Clinical Trials from a CRC’s Perspective

Tomoko Kondo, PhD

Kagoshima University

The Role of Academia in Protocol Development for Corporate
Clinical Trials from a Domestic Company’s Perspective

Ryohei Tanigawa

Kowa Company, Ltd.

The Role of Academia in Protocol Development for Corporate
Clinical Trials from a Foreign-affiliated Company’s Perspective
Kenma Nozaki, MPharm

Nippon Boehringer Ingelheim Co., Ltd.

Panel Discussion
All Session Speakers

TRACK 4 14:30-16:00

Related Interest Area(s): CDM, O
Level: Intermediate

What do We Need for EHR-EDC in HL7 FHIR to
Move Forward

The importance of standardization of data provided by medical
institutions when medical information data in electronic medical record
(EMR) system etc (i.e., EHR data) are linked to EDC of clinical trials was
discussed at the DIA Japan annual meeting last year. As an international
standard for healthcare data, expectations for HL7FHIR are increasing
from the perspective of interoperability, and the introduction of FHIR-
standard EMR system has been discussed in Japan as well. It is not an
exaggeration to say that in the US and Europe, the discussion based on
the FHIR format is the mainstream even in the EHR-EDC integration,
and there are EDCs with a function to integrate FHIR-format EHR data.
This session will hold a panel discussion toward FHIR-format EHR-EDC
implementaion in Japan, from medical institutions academia, IT company
and pharmaceutical company persoectives after introducing Japan study
cases and overseas FHIR accelerator projects.

SESSION CHAIR
Yoshihiro Aoyagi
National Cancer Center Hospital East

Keiko Ota
Osaka Metropolitan University Hospital, Ehime University

Mikina Takiguchi
National Cancer Center Hospital East

What do we need for EHR-EDC in HL7 FHIR to move forward
Mika Ogasawara
Pfizer R&D Japan

Panel Discussion

All Session Speakers and
Noaki Nakashima, MD, PhD
Kyushu University Hospital
Hisashi Osanai, MSc

Fujitsu Limited

TRACK 5 14:30-16:00

Related Interest Area(s): AC, CDM, CIl, COM, CP, ST, RA, MC, MA
Level: Advanced

Challenge of DX for the Clinical Trial Ecosystem:
Utilization of Clinical Protocol Data

In order to maintain and revitalize the clinical trial environment in Japan
to address for reducing future drug lags, it is necessary for Japan
to align with the global use of digital technologies for clinical trial
implementation. This can be achieved by combining the utilization of
relevant study data and generative Al, and transforming the document
creation and data analysis processes in drug development by sponsors
and clinical sites, thereby enabling capacity enhancement and speed
improvement in clinical development. On the other hand, in order to
implement data utilization, it is necessary to share a big picture for data
utilization among industry, government, and academia and address
individual Japan specific challenges. To achieve these trial ecosystems,
we will share precedents, organize challenges, and discuss the desired
future and collaborative action taken in this session.

SESSION CHAIR
Satoru Tsuchiya, MS
Sumitomo Pharma Co., Ltd.

The Future Outlook of Digital Protocols
Akira Soma
Oracle Life Sciences

Will Protocol Writers become Digital Content Strategists?
Guillaume Schoch, PhD
F. Hoffmann-La Roche Ltd
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Summary of JPMA survey results on the status of ICH M11
Hajime Osawa, MEng

Japan Pharmaceutical Manufacturers Association Data Science Expert
Committee / Chugai Pharmaceutical Co., Ltd.

Panel Discussion

All Session Speakers and

Hiroshi Sakaguchi

Pharmaceuticals and Medical Devices Agency (PMDA)

TRACK 6 14:30-16:00

Related Interest Area(s): AC, O
Level: Beginner

From lkigai to Well-being - Let’s Dialogue about
the Future of Clinical Development with Academia,
Government, Industry, and Public - Academia PM
Cafe Spin-Off in DIA Japan Annual Meeting.

What is the future of clinical development that allows all stakeholders
to feel well-being? As various initiatives are spreading, a clinical
development approach that allows all stakeholders to feel well-being has
the potential to go beyond the boundaries of traditional pharmaceutical
development and become a new paradigm shift. In this session, we will
incorporate diverse perspectives and values from different industries and
cultures, and through the exploration of vitality and well-being, we hope
to provide participants with an opportunity to reaffirm their purpose
of existence and value, and to consider the impact they will have on
clinical development and the future of society. Furthermore, we hope to
transcend the boundaries of industry, government, academia, and the
public, leading to concrete actions that will envision the future of clinical
development.

CAFE MUSTER
Minoru Imai PhD
Institute of Science Tokyo Hospital

GUEST
Yuta Yamamoto, PhD
Wakayama Medical University

Asuka Kawai PMP
Kissei Pharmaceutical Co., Ltd.

Kazunori Shibuya, PhD
Takeda Pharmaceutical Company Limited

Naoya Kamiyama PhD
Asahikawa Medical University Hospital

Tablehost

Masahiko Ichimura, MPharm, PMP
National Cancer Center Hospital
Takashi Sato

PM Orchestra TS

Nao Horie, MMSc

Hokkaido University Hospital

Ai Okazaki

Institute of Science Tokyo Hospital
Yu Komura

National Cancer Center Hospital East

SHORT COURSE 2 TRACK 7 15:00-18:00

Related Interest Area(s): AC, CDM, HE, MA, PV, RA, ST
Level: Beginner/Intermediate

Maximizing the Practical Use of Medical
Information Databases ~Let’s Have a Hot
Discussion on Effective Utilization Among
Companies, Authorities, and Academia~

In Japan, the medical information database (DB) mainly has a lot of
receipt data, and information derived from electronic medical records
is also available. Pharmaceutical companies use medical information DB
in various fields, such as clinical development, post-marketing safety
surveillance, effectiveness evaluation, and health economics evaluation.
However, it is shared in a visible way only when it is published in approval
applications or research paper, but it is difficult to confirm other use. This
short course is planned to exchange information between companies,
regulatory authorities, and academia. First, the speakers introduce
examples of utilizing medical information DB, then conduct group
discussions on the hurdle for using medical information DB, and finally
present the results and discuss. We hope this short course will contribute
to the further spread and utilization of medical information DB.

OPENING
Kasumi Daidoji, PhD, RPh
Eisai Co., Ltd.

SESSION CHAIR
Daisuke Koide
Tokyo University

Examples of the Use of Medical Information DBs in a Safety
Department of a Pharmaceutical Company

Minoru Shimazaki

AstraZeneca K.K.

Leveraging RWD for Clinical Development
Seitaro Yoshida, PhD
Chugai Pharmaceutical Co., Ltd.

Utilizing Real World Data in Academia: How to Create Real-
World Evidence (RWE)

Sachiko Ono, PhD

The University of Tokyo

Utilization of Medical Information Databases for
Pharmacovigilance in PMDA

Tomoaki Hasegawa

Pharmaceuticals and Medical Devices Agency (PMDA)

CLOSING
Shintaro Hiro PhD
Pfizer R&D Japan G.K.

16:00-16:30
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SPECIAL SESSION 3 TRACK1 16:30-18:00

Related Interest Area(s): All, RA
Level: Beginner

Promoting Utilization of Reliance in Assessment
by ASEAN

The WHO is promoting Reliance as a measure to help countries introduce
medicines faster. In the ASEAN region, there are two types of Reliance
Schemes: the ASEAN Joint Assessment Scheme and general Reliance
Scheme. Promoting utilization of these schemes will enable the speedy
provision of innovative medicines in ASEAN.

The purpose of this session is to share the status, benefits and various
practical issues in the ASEAN Joint Assessment Scheme and general
Reliance Scheme refereeing to stringent regulatory authority (SRAs),
and to discuss what contributions other regulatory authorities, including
Japan, can make to improve such issues and what is needed to promote
the use of the Reliance scheme by pharmaceutical companies.

SESSION CHAIR
Ayumi Endo
Pharmaceuticals and Medical Devices Agency (PMDA)

Progress and Challenges of ASEAN Joint Assessment Scheme
AZUANA RAMLI, PhD

National Pharmaceutical Regulatory Agency (NPRA), Ministry of
Health Malaysia

Reliance Practices on the Registration of Drug Productsin the
Philippines

Willison John E. De Luna

Food and Drug Administration Philippines

Reliance : Insight into Benefits and Challenges from The
Indonesian FDA’s ViewPoint

Mayerni Mutiara Situmorang, MD, PhD

lIndonesian Food and Drug Authority (BPOM)

PMDA’s Collaboration for Utilization of Reliance Scheme in
ASEAN

Ayumi Endo

Pharmaceuticals and Medical Devices Agency (PMDA)

Panel Discussion

All Session Speakers and
Shinji Hatakeyama PhD
Eisai Co., Ltd.

TRACK 2 16:30-18:00
Related Interest Area(s): All, BE, PE
Level: Beginner/Intermediate

Recommendations for Plain Language Summary
to Promote Mutual Understanding

Discussions on the creation and provision of lay protocols and plain
language summaries (PLS) of clinical trial protocols, published papers,
and scientific presentations in plain text that can be understood by
patients and the public have only just begun. In this session, three
speakers will present and made a discussion on current situation of PLS
based on various viewpoints, such as what is the added value of the drug
produced by clinical trials, how society may change as a result of this
drug being produced in the world, and what should be kept in mind. We
hope that this session will deepen our understanding of PLS and help us
to work hand in hand to realize social co-creation.

SESSION CHAIR
Kotone MATSUYAMA
Nippon Medical School

The Way of Plain Language Summary (PLS) for Social co-
creation - the Current Landscape Globally and in Japan, and its
Ethical Perspective

Nobutaka Yagi, MSc

Nippon Boehringer Ingelheim Co., Ltd. / YORIAILab Inc.

Lay Communication : Communicating to a Wide Range of
People from Children to Adults - the Case of iPS Cell Research.
Hiroyuki Wadahama, PhD

Center for iPS Cell Research and Application, Kyoto University

Lay Communication in Simulated Clinical Trial Workshop
Hisayoshi Hashimoto, MD, PhD
AstraZeneca K.K.

Panel Discussion

All Session Speakers and

AKki Kitabayashi

Pharmaceuticals and Medical Devices Agency (PMDA)

TRACK 3 16:30-18:00

Related Interest Area(s): All, COM, PM
Level: Intermediate/Advanced

Implementation of QbD and IQRMP for Clinical
Trials to Enhance Field Capability ~Social Co-
Creation Process Guided by Dialogue~

The goal of clinical trials is to maximize the societal value of a development
product to solve an unmet need. Collaboration among stakeholders on
the recognition of which parts of the plan should be kept the goal clear
of any shots and which parts should be flexible so that the value and
importance can be achieved with feasible certainty during clinical trial
planning is essential to achieve the CtQ factors indicated in the new ICH
E8 guideline.In this session, we would like to focus on the IQRMP, which
is an important deliverable for ensuring and implementing quality in
clinical trials through quality by design through dialogue among multiple
disciplines, and discuss important issues related to research quality
that should be shared among stakeholders, what should be included
in the IQRMP and how it should be used, and how to communicate for
implementation.

SESSION CHAIR
Naoya Kamiyama, PhD
Asahikawa Medical University Hospital

The incorporation of Quality through @bDand the Process in
Multidisciplinary Clinical Trials

Kento Asano

Osaka University Hospital

Dialogue Using QbD Communication Sheet and Efforts to
Develop IQRMP

Ai Okazaki

Institute of Science Tokyo Hospital

Pharmaceutical Companies’ Approach to Quality Management
in Clinical Trials

Yoshitke Fujioka

Japan Pharmaceutical Manufacturers Association (JPMA)

Panel Discussion

All Session Speakers and
Hitoshi Kanno, PhD, MD
Nippon Medical School
Hidenobu Kondo, PhD

A2 Healthcare Cooperation
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TRACK 4 16:30-18:00

Related Interest Area(s): AC, PV, RA
Level: Intermediate

The Forefront of RPA/Al Use in Pharmacovigilance[PV]

Pharmacovigilance work is considered to be an area suitable for the use
of RPA (Robotic Process Automation)/Al (Artificial Intelligence), and
the government and industry are currently considering it. In addition
to improving work efficiency, some companies may also be considering
optimizing resources, including outsourcing to external companies.
However, at present, there is a lack of guidance or regulations related to
RPA/AL so the introduction of RPA/Al has not progressed very far. It will
be necessary to develop a validation process for appropriate operation
and use. Since the FDA and EMA are soliciting public comments and
working to create regulations and guidelines, it should also be proceeded
to discuss in Japan. The MHLW(Ministry of Health, Labor and Welfare)’s
research group is also conducting “research to develop guidelines for
utilizing Al to promote drug safety.”

Inthissession, each stakeholder (research group, companies, government)
will give a presentation on the forefront of RPA/Al/generative Al use in
PV, followed by a discussion.

SESSION CHAIR

Rika Okamoto, PhD

Foundation for Biomedical Research and Innovation at Kobe
Translational Research Center for Medical Innovation

Initiatives for Use of Al in Pharmacovigilance by European and
U.S. Regulatory Authorities

Kimie Sai, PhD

National Institute of Health Sciences

Challenges and initiatives in corporate utilization of generative Al
Toshiki Ishida, MsC, MBA
Chugai Pharmaceutical co. Ltd

Activities in CIOMS Working Group X1V (Al in PV area)
Yusuke Matsunaga
Pharmaceuticals and Medical Devices Agency (PMDA)

Panel Discussion
All Session Speakers

TRACK 5 16:30-18:00

Related Interest Area(s): PE, Ol, Cl, MA, MC, COM, RA, O
Level: Beginner/Intermediate

The New Wave Pioneered by Digital Technology:
Approaching Unmet Medical Needs with a
Patient-Centricity [MA]

In this session, we will delve into Unmet Medical Needs (UMN) from the
perspectives of physicians and patients, as well as the approaches taken
by companies (MA/development) to address UMN. We will explore the
commonalities and differences in the areas of focus for each stakeholder,
and consider how we can leverage digital technologies going forward
to generate evidence for resolving UMN. The session will consist of two
parts: presentations and a panel discussion.

In the presentation portion, we will hear introductions to UMN from
the perspectives of clinicians, patient organizations, pharmaceutical
companies, and digital health technology providers. The panel discussion
will then explore practical possibilities for future activities aimed at
resolving UMN.

SESSION CHAIR
Hirotaka Kuroki
Chugai Pharmaceutical co.,Ltd

Akiko Hanai, PhD
Chiba University

Unmet Medical Needs in clinical practice
Akiko Hanai, PhD
Chiba University

UMN from the Patient’s Perspective
Koichi Suzuki

Methods and Approaches for Exploring UMN in Pharmaceutical
companies

Tamaki Fukuyama

Chugai Pharmaceutical co.,Ltd

UMN in Rare Diseases : An Approach from Web Media
Akiko Nihei, PhD
Qlife Inc.

Panel Discussion
All Session Speakers, and

Junko Sato, PhD
Pharmaceuticals and Medical Devices Agency (PMDA)

TRACK 6 16:30-18:00

Related Interest Area(s): PE, PM, BE, MC
Level: Beginner

Let’s talk about the meaning of “society,” “R&D,”
and “1.” -AMED Social Co-Creation EXPO-in DIA-

AMED has been holding the AMED Social Co-Creation EXPO since
FY2022, as a place where people from ‘industry-patient-government-
academia’ can come together and try to have the open dialogue for
collaboration.

In this session, the objectives and significance of the AMED Social
Co-Creation EXPO and the ‘thoughts’ of the Executive Committee
members will be shared. Each of us involved in medical research and
development will share our thoughts on what ‘social co-creation’ means
to us, while each participant will reflect on the meaning and value of
our own existence and verbalize in our own way how we are connected
to society.

SESSION CHAIR
Yu KOMURA
National Cancer Center Hospital East

Aims of AMED Social Co-creation Expo

Keiko Katsui, PhD
Japan Agency for Medical Research and Development

Strength and Importance to Keep Learning: Challenges as a
University Student Undergoing Treatment

Taiki Fujii

Kansai University

Design for Co-Creation that Transcends Barriers - From Efforts
to Transform the Cancer Experience into New Value and Apply
it to Society

Yuichiro Yajima

Dakarakoso Create / Karacre Lab. / Osaka Gas Network Co., Ltd.

Panel Discussion
All Session Speakers, and

Koichi Konno, PMP, PMS
PM consulting Positive Intention.

18:00-18:30
SPECIAL CHATTING SESSION
TRACK 7
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EncAGE AND ExcHANGE: SPECIAL CHATTING SESSION

LeT’s CHAT! “WHAT’s THE DIA WorLp 2024”

Track 7

Related Interest Area(s): ALL

Level: ALL

SESSION CHAIR
Miyoko Yamauchi

Chugai Pharmaceutical Co., Ltd. / COM Program Committee Chair

The Special Chatting Session will be held on the evening of the second day of the meeting. One of the main purposes of DIA is to exchange our
opinions! We hope you will take advantage of this opportunity to network and exchange ideas with other participants. Whether you are a younger or a
more experienced person, or work in academia, investigational sites, or with PMDA, please join our chat. Even if you are attending this event alone, we
invite you to join our circle and discuss with us the topics that interest you - then, we are ALL companions!

This year, we offer fifteen (15) themes and DE&I theme, for you to enjoy chatting about. Facilitators from each community will be present, so please join

us the table that will discuss the topic of your interest. So let’s have a fun chat at the venue!! The opinion expressed in this Special Chatting Session are
those of the individual participants and should not be attributed to DIA, any affiliates, or any organization with which the participants are employed or

affiliated.
<List of Topics>

18:15-20:15

Please stop by the table of your interest on the day of the meeting. You can join, leave, or move around during the meeting.
*Details will be available in September.

# Committee

1 | Bioethics

Topic

Data Governance and the State
of the ePRO and eConsent

Facilitators

Kazuma Tamaru (NCC)
Nao Moriyama (Teikyo Hospital)

Abstract

The Declaration of Helsinki is expected to be revised in October 2024, and data governance and
secondary use of data are expected to be revised significantly. Let’s talk extensively about the future
of consent for clinical research and the use of PROs.

2 Clinical Data
Management

What is Well-being Data?:
Diverse Data and Expectations
for CDM

Yu Jincho (GlaxoSmithKline K.K.)
Akiko Kumagai (Japan Tobacco Inc.)

Clinical data, which continues to undergo dramatic changes both quantitatively and qualitatively,
should be managed and utilized in a way that contributes to a society where people can feel “Ikigai
(a sense of purpose in life).” We would like to discuss this with an awareness of technological
advancements and ICHE6(R3). We aim to gather expectations for CDM and engage with those
outside of CDM as well.

3 | Clinical Innovation

Let’s talk about digital health
technologies in clinical
development..

Yan Liu (Chugai Pharmaceutical

Co., Ltd.
Tomohiko Takahashi(Otsuka Pharma-
ceutical Co., Ltd.)

The development of various digital technologies is accelerating innovation in clinical trials.

In disease areas that rely on subjective evaluation, there is a high need for objective indices to
support evaluation, and companies are now considering and implementing the development and
utilization of digital biomarkers.

We would like to discuss the industry trend of digital health technologies, and the future of drug
development..

4 Clinical Operation &
Monitaring

Careers
Deviation Management:
Start-up

Yukihiro Matsuda (ICON Clinical
Research GK)

Kaori Watanabe (The University of
Tokyo Hospital)

Masayuki lijima (Chugai Clinical
Research Center Co.,Ltd)

Careers: Let’s think about careers from the perspective of well-being for us working in the healthcare field.
Deviation Management: Deviation Management to ensure study quality and efficient clinical study conduct.
Start-up: Sharing of current efficiency and problems where initiatives focusing on the Start-Up period have been
deepened and accelerated

5 | Clinical Pharmacology

The Scientific Thinking and
Communication to Enhance Drug
Discovery and Development

Kei Fukuhara (Pfizer R&D Japan)
Atsunori Kaibara (Eli Lilly Japan K.K.)

Japanese clinical trials and data contributing to global drug discovery and development, as well as
the dissemination of healthcare information, will be discussed through a cross-community dialogue.
This discussion will cover hot topics such as the latest advancements in modeling and simulation,
the strategic considerations of conducting Japanese Phase | studiess before initiating multi-regional
clinical trials, and the digitalization of medical information.

6 | HEOR+

What is the true value of medicine?
What data should be generated
and how will we evaluate it?

Shinzo Hiroi (ICON Clinical Research)
Toshihiko Aranishi (Eli Lilly Japan)

Medicine has a wide range of value, including QOL, good safety, user convenience and reduced burden
of caregivers. Why don’t we talk together about when (Development phase? Post-marketing?), how
(Clinical trial? RWD? PRO?), and how data that demonstrates these values should be generated and
evaluated?

7 | Medical Affairs

Shall we discuss how Medical
Affairs (MA) is evolving and can be
further advanced through digital
transformation?

Mitsutoshi Toda(Novartis Pharma K.K.)
Hirotaka Kuroki(Chugai Pharmaceutical
Co., Ltd.)

How will the roles and workflows of Medical Affairs (MA) evolve with the advancement of digital
transformation? Let’s exchange insights and lessons learned from the application of Omnichannel, Al,
Generative Al, Machine Learning, and Process Automation in MA. We look forward to discussions not
only with MA professionals but also with colleagues from other departments and academia.

8 | Medical Communication

Digital utilization of medical
information: Can clinical data be
more effectively utilized for patient
treatment?!

Miki Makimura (GlaxoSmithKline K.K.)
Keiko Tsumori (MSDK.K.)

In actual clinical practice, individual patient treatment choices utilize not only the overall
results of clinical trials but also individual patient outcomes, creating a need for personalized
information utilizing clinical trial and healthcare data. We would like to discuss the outlook,
challenges, and actions regarding these future digitized medical information.

9 | Open Innovation

Let’s learn about the current
mainstream of drug development:
Open Innovation

Makoto Nagaoka (BeiGene Japan GK)
Tomoko Kondo (Kagoshima University)

Drugs are not created only by pharmaceutical companies. The interface between good science and

agood environment is important. In Japan, the foundations and systems for that purpose are being

put in place, but many challenges remain compared to Western countries. Would you like to discuss
why open innovation is necessary now and the environment in which drugs are born and raised?

10 | Patient Engagement

Early Patient Involvement:
The Future Approach to Drug
Development

Atsushi Kitamura (Pfizer R&D Japan)

Nobuko Ushirozawa (National Cancer Center
Japan)

We will focus on “Involving patients in drug development from an earlier stage”, discussing patient
needs and their involvement in development strategies. Instead of patient participation just before
the start of clinical trials, we aim to reflect patient voices from an earlier stage. We plan to have
discussions to enable the early patient involvement and the impact on drug development.

1 Pharmacovigilance &
Labeling

Let’s imagine and talk about
future PV & Labeling!

Kazuhiko Ishida(Astellas Pharma Inc.)
Mikiko Shitara(Alexion Pharma G.K.)

The environment surrounding PV & Labeling is changing dramatically due to DX, Al, RPA, etc. Keeping an eye
on the changes currently underway both in Japan and overseas, and imagining future changes that will occur,
let’s talk freely about the future of “PV (including the RMP system in general)” and “Drug information, etc.,
including e-Tenbun (including not only provision but also utilization, etc.).”

12 | Project Management

Management Leading to Well-
being ~ Let’s talk about sources of
motivation! ~

Minoru Imai(Institute of Science Tokyo Hospital)

Naoko Hagimori(Foundation for Biomedical
Research and Innovation at Kobe.)

Why don’t we all discuss what each of us values in our daily management practice to realize
diverse “well-being” and what is the source of motivation that leads to each “Ikigai”.

13 | Regulatory Affairs

Regulatory Issues to Solve Drug Lag/
Drug Loss

Kaniji Hirai (MSD KK)

Taking the opportunity to address the issues of drug lag and loss, discussions on improving Japan’s
pharmaceutical regulations are being held at the Study Group on Pharmaceutical Regulations and the Drug
Discovery Ecosystem Summit, etc. We would like to discuss the impact on pharmaceutical development and
regulatory aspects, including initiatives such as the establishment of overseas offices by the PMDA, acceptance
of English application documents, and collaboration with overseas regulatory authorities.

14 | Six Sigma

How to implement reforms and new
initiatives in an exhaustive, effective,
and sustainable manner

Katsuhiko Sawada (Otsuka Medical
Devices)Tomonori Abe (Linical)

One of the Six Sigma methods is Design for Six Sigma (DFSS) as a method for successful reform and new
product development. Participants will exchange ideas about DFSS and the challenges and questions they face
inimplementing new initiatives in an exhaustive, effective, and sustainable manner.

15 | Statistics

How about using generative Al in
our clinical development? Let’s share
our tips!

Takeshi Mikami (Janssen
Pharmaceutical K.K.)

The advancement of generative Al has led to great advances in the fields of natural language
processing and image generation. This has led to improved efficiency in clinical development, such
as creating protocols and statistical analysis plans, generating programming codes, analyzing graphs
and tables, and creating and summarizing various types of documents. Let’s talk together about the
new changes that generative Al will bring.

Name

Topic

Facilitators

Abstract

DE&I

How about using generative Al in
our clinical development? Let’s
share our tips!

Urashima Tadashi( GlaxoSmithKline KK.)
Goshi Ozawa (Juniper Therapuetix K.K.)

What is happiness for each and every one of us? Let’s think together about the best way to work!
Let’s have a casual chat about how to make the most of the values of the team, noting that it is said
that performance increases as the sense of belonging (belonging) to the organization increases
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DIAMOND SESSION1 TRACK1 9:30-11:00

PO O] A 20
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Related Interest Area(s): All
Level: Intermediate

Future Design

Our lifestyle has undergone significant changes in recent years within
the context of an information society. Healthcare is no exception, as
advanced technologies such as telemedicine, user-friendly medical
apps, new technologies including Generative Al, and secondary use
of medical and health data are increasingly being adopted, prompting
shifts in our living infrastructure. Moreover, recent discussions on patient
and public involvement are globally reshaping the role of healthcare
protagonists. These transformations will profoundly influence not only
the pharmaceutical industry but also societal values towards living and
health. In this scenario, what kind of future can we create? Let’s design a
future healthcare beyond conventional concepts.

SESSION CHAIR

Masaru Iwasaki, MD, PhD
University of Yamanashi
Eri Sekine

CMIC Co., Ltd

What is “Future Design”?-Let’s Predict the Future
Kazuo Nakamura, PhD
CMIC Holdings

Panel Discussion

All Session Speakers and
Naohisa Yahagi, MD, PhD

Keio University

Kihito Takahashi, MD, PhD

Sobi Japan

Keita Masui

Deloitte Tohmatsu Consulting LLC
Takayuki Nakamura

CMIC Trust Co., Ltd.

S27 TRACK 2

Related Interest Area(s): COM, CDM, RA, O
Level: Intermediate/Advanced

Preventing Misconduct Recurrence -
implementing Detection Mechanisms and
Fostering an Environment that Deters Misconduct

Last year, it was discovered that systematic misconducts by a SMO
had been taking place for a long period of time, shaking the credibility
of clinical development in Japan. In order to restore credibility, it is
necessary to create an environment in which such misconducts do not
occur and a system that can detect them if they do occur. It is expected
that signals that suggest misconduct, such as fabrication or falsification
of clinical trial data, can be detected using a risk-based approach and
central monitoring, and the track record and effectiveness of such
implementation are very interesting. However, since the system can only
detect signals that suggest misconduct, we will also consider investigative
methods to identify misconduct, skills that should be introduced into
daily monitoring and auditing, and the creation of an environment in
which misconducts do not occur.

SESSION CHAIR
Kiyomi Hirayama, PhD
MSD K.K.

CDER’s Clinical Investigator Site Selection Tool
Bei Yu, PhD
CDER, Food and Drug Administration (FDA)

Current Situation in Japan - from a Survey of Activities Related to
Detection of Fraud Signals, Such as Fabrication or Falsification of
Clinical Trial Data Obtained in Medical institutions-(Tentative)
Hiroko Niwa

Pharmaceuticals and Medical Devices Agency (PMDA)

Skills Needed for Investigating and Monitoring/Auditing to
Identify Fraudulent Activities (Tentative)

Kayo Tamura MSc

Bristol Myers Squibb

Panel Discussion
All Session Speakers

TRACK 3 9:30-11:00

Related Interest Area(s): Cl, PE, COM
Level: Intermediate

The Ideal State of Clinical Trials in Japan and the
Creation of a Clinical Trial Ecosystem through the
Implementation of DCT in the Oncology Field

DCT is attracting attention, and more cases are appearing investigator-
initiated oncology trials. Additionally, the implementation of DCT is
underway in industry-sponsored trials as well. The use of eConsent to
recruit patients from remote locations and the use of telemedicine to
reduce the burden of clinical trial participation for patients is expected to
shorten trial periods and reduce costs.

When implementing DCT, it is necessary to create an ecosystem
that benefits patients, medical institutions, and sponsors. Currently,
approaches that improve the operational efficiency of both sponsors and
medical institutions are being considered.

In this session, we will introduce several examples of DCT case studies
observed in industry-sponsored oncology trials in Japan. We will also
discussing what the ideal state of DCT in Japan would look like from the
viewpoints of both medical institutions and sponsors.

SESSION CHAIR

Takuma Matsunaga

MICIN, Inc.

Mami Takahashi

Chugai Pharmaceutical Co., Ltd.

Panel Discussion

Takafumi Koyama, MD, PhD
National Cancer Center Hospital
Hiroya Taniguchi, MD, PhD
Aichi Cancer Center Hospital
Kanako Saito

Eli Lilly Japan K.K.

Yuji Minami

Takeda Pharmaceutical Company Limited
Tomokazu Handa

Janssen Pharmaceutical K.K.

TRACK 4 9:30-11:00
Related Interest Area(s): Cl, COM, CP, RA
Level: Intermediate/Advanced

Updating Regulatory Documents through the Use
of Digital Technology and implementation of New
Platforms

New drug applications and its reviews rely on document-based
information exchange. However, implementation of digital technology
and a platform for centralized information management is expected
to speed up and internationalize the review process, that causes
reducing drug lag and loss. This not only contributes to patient well-
being (improving their health and quality of life), but also leads to the
reconstruction of sustainable business practices in the pharmaceutical
industry and work style reform. This session will address the utilization of
digital technologies for efficient document creation such as Al generation,
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their expectations and issues, and the latest information on the real-
time information exchange platform between applicants and regulatory
authorities. This session can be provided an opportunity to consider the
ideal state of pharmaceutical affairs documents from a medium- to long-
term perspective in association with the utilization of digital technology
and the introduction of a new platform.

SESSION CHAIR
Shiho Koizumi, MPH
Kyoto University

Regulatory Document Development in Future
Tsuyoshi Ishiki

Japan Pharmaceutical Manufacturers Association (JPMA)/Eli Lilly
Japan K.K.

Generation of Clinical Trial-Related Documents Using
Generative Al.

Yuichi Furuya
Rozetta Corp.

Update on the AccumulusSynergy
Susumu Kitamura
Sanofi K.K.

Panel Discussion

All Session Speakers, and

Yasuhiro Araki

Pharmaceuticals and Medical Devices Agency (PMDA)

S30 TRACK 5 9:30-11:00

Related Interest Area(s): RA, PV, MC, MA, PE, AC
Level: Intermediate/Advanced

Now and Future of Digital Utilization for Patient
Pharmaceutical Information: Initiatives in Western
Countries and Future Approaches in Japan

In Japan, healthcare digital transformation (DX) is progressing, and
towards the future of well-being for citizens and patients, Product
Information(PIl) are becoming increasingly important. In Europe and
America, consideration of using generative Al for creating Pl is rapidly
advancing. Utilizing the DX technologies, provision of the Pl has been
actively discussed and starting to be implemented. The EMA and FDA
completed a pilot study of electronic Pl based on the international
electronic common standard and planning to implement them.. In this
session, the following will be shared and discussed: the latest cases to
create and provide the Pl using the generative Al that are discussed in
western companies, the initiatives of DX of EMA and FDAs’ Pl andalso the
latest situation of Pl in Japan. Industry-academia-government will discuss
the current status, future and challenges for the electronic provision of Pl
in Japan.

SESSION CHAIR

Rie Matsui, RPh
Pfizer R&D Japan

Overview of Next Generation Labels Based on Personalization,
Structured Dosing, and Al Generated Content

Craig Anderson
Pfizer Inc.

FDA SPL-on-FHIR: Opportunities for Modernization and
International Harmonization of Product Information
Scott Gordon, PhD

Food and Drug Administration

Overview of Medical DX and Providing Drug Information in
Japan

Miki Ota

Pharmaceuticals and Medical Devices Agency (PMDA)

Panel Discussion

All Session Speakers and

Susumu Wakabayashi, RPh
Kyorin University Hospital

TRACK 6 9:30-11:00

Related Interest Area(s): All
Level: Beginner

Introduction to Coaching: Discovering lkigai
[Student OBOG]

Join our session to discover your “ikigai” through the power of coaching.
Coaching is an essential tool that supports personal growth and goal
achievement. It plays a crucial role in enhancing team performance and
promoting individual career development. By mastering self-coaching
techniques, you will gain a deeper understanding of your strengths and
values, enabling you to create actionable plans to achieve your goals.
This session will help you cultivate an environment where everyone feels
motivated and connected to their “ikigai,” significantly improving the
overall well-being of your organization. Together, let’s harness the power
of coaching to build a fulfilling and well-being-centered future for all.

SESSION CHAIR

Masato Koizumi
Tokyo Medical and Dental University Graduate School

Panel Discussion

Takashi Sato, MSc, PMP, CPCC
PM Orchestra TS

Miyoko Yamauchi
Chugai Pharmaceutical Co., Ltd.

Panel Discussion

All Session Speakers and
Toshihiko Kuga

Janssen Pharmaceutical K.K.

SHORT COURSE 3 TRACK 7 10:00-13:00

Related Interest Area(s): PE, COM, MA, MC
Level: Intermediate

Aiming for Clinical Trials That Satisfy Participants:
Thinking Together with All Stakeholders About
Actions for Satisfaction

The enhancement of participant satisfaction in clinical trials is pivotal
for fostering a positive perception of future studies and facilitating
easier enroliment. Initiatives have been undertaken to gather patient
insights prior to trial engagement and to assess experiences post-trial
through surveys. Despite these efforts, concerted actions by multiple
stakeholders to elevate satisfaction on a global scale remain scarce.
Inclusive of pharmaceutical entities, healthcare providers, and patients,
this collaborative approach seeks to pinpoint challenges via simulations
of the patient journey that reflect actual participant experiences. Our
objective is to engage in a multi-stakeholder dialogue aimed at problem
resolution and to aggregate measures that bolster overall satisfaction.

SESSION CHAIR
Mika Maeda, PhD
Kitasato University/ Kitasato University Hospital

Challenges in Clinical Trials Identified at the DIA Patient
Engagement Community (PEC) Workshops

Kazuyuki Suzuki, Master’s degree
Novartis Pharma K.K.

Challenges of Clinical Trials from a Patient’s Perspective

Masanori Okuse
INSPIRE JAPAN WPD

Facilitator

Atsushi Kitamura, MS

Pfizer R&D Japan

Yu Komura

National Cancer Center Hospital East
Yuki Sasaki, MBA

Hokkaido University Hospital
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Yuta Kasai

Astellas Pharma Inc.

Noriko Iwaya

Intractable Disease Society Support Familia Yamaguchi

11:00-11:30

Related Interest Area(s): All, PE, AC
Level: Beginner/Intermediate

To Promote Patient and Public Involvement in Drug
Discovery in the Field of Neirological Diseases

Recent advances in drug therapy are changing the perception that
neurological diseases are difficult to treat. New drugs and successful
disease-modifying therapies (DMTs) for Alzheimer’s disease are
emerging. The Japanese Society for Neurotherapeutics aims to establish
superior treatments through collaboration among industry, government,
and academia, supporting clinical trials, and providing education
on clinical research. Composed mainly of neurologists, the society
emphasizes extensive cooperation for drug discovery. This session will
highlight drug discovery initiatives, patient and public engagement, and
present challenges. Various stakeholders will discuss the current status
and expectations, promoting collaboration among all through a general
discussion.

SESSION CHAIR

Harumasa Nakamura, MD, PhD

National Center of Neurology and Psychiatry
Keisuke Suzuki, MD, PhD

National Center for Geriatrics and Gerontology

JSNT’s initiative for Drug Development and Patient and Public
Involvement

Yoko Fujimoto, MD, PhD

Pfizer Japan Inc

Current Status and Initiatives for Patient and Public Involvement
in the Field of Intractable Diseases (Tentative)

Yukiko Nishimura, PhD

Advocacy Service for Rare and Intractable Diseases

Patient Public Involvement and International Collaboration in
Therapeutic Development for Myotonic Dystrophy

Masanori Takahashi, MD, PhD

Osaka University

Current Status and Initiatives for Patient Involvement by PMDA
Tatsuro Hoshino
Pharmaceuticals and Medical Devices Agency (PMDA)

Panel Discussion
All Session Speakers

TRACK 2 11:30-13:00
Related Interest Area(s): RA, Ol, AC, CG
Level: Beginner/Intermediate

Current Status and Issues of Pharmaceutical
Venture Support Based on Efforts to Improve
Pharmaceutical Regulations [RA]

Application lag has improved in recent years. Also, from last year, the
MHLW discussed concrete measures to improve regulations at the
“Review Committee on the Ideal Way of Pharmaceutical Regulations to
Strengthen Drug Discovery Capabilities and Ensure Stable Supply, etc.”
On the other hand, in the US, academia and venture companies have
been working on drug discovery and development, and have succeeded
in practical application. However, many of the drugs developed by these
emerging venture companies (EBP) have not yet been started in clinical
studies in Japan, raising concerns about new drug losses. In this session,
we will discuss the problems faced by venture companies in practical
application, the issues necessary to attract overseas EBP to Japan, more

efficient support measures, etc. based on the recent trends such as
improvement of pharmaceutical regulations in Japan.

SESSION CHAIR
Yasuko Terao, PhD
Takeda Pharmaceutical Company Limited

Creating Biotech Ecosystem Open to the World
Toshio Fujimoto, MD
iPark Institute Co., Ltd.

Aiming to become a drug discovery powerhouse
-Inbound and out bound -

Tadahisa Kagimoto, MD
Healios K.K.

Improving Drug Discovery Capabilities in Japan
Tadayoshi Mizutani
Ministry of Health, Labour and Welfare(MHLW)

Panel Discussion

All Session Speakers and

Jun Kusunoki

Jhonson and Jhonson innovation

TRACK 3 11:30-13:00

Related Interest Area(s): Cl, CE, AC, BE, ST
Level: Intermediate/Advanced

How Does Clinical Development Change with
Health Data in Digital World? #Digital Health
#Generation of Synthetic Patient Data #Clinical
Prediction Model [CI]

Since the enforcement of the Next-Generation Medical Infrastructure Law
in2018, there hasbeen adiscussionregarding the utilization of anonymized
medical information for clinical development. The development of data
science in the field of healthcare, including the utilization of Personal
Health Records (PHR), data management techniques, and data analysis
methods, has been remarkable. However, the adoption of cutting-edge
technologies into clinical trials is not easy. In this session, we will discuss
how to implement technologies derived from the latest health data
science into clinical development. We will focus on three topics: “Digital
Health,” “Generation of Synthetic Patient Data,” and “Clinical Prediction
Model.”

SESSION CHAIR
Yusuke Kajimoto, PhD, PMP
MSD K.K.

Future of Clinical Trials Utilizing Digital Health Data
Keiichi Yamamoto, PhD
Osaka Dental University

Development and Validation of Clinical Prediction Models
Satoshi Teramukai, PhD
Kyoto Prefectural University of Medicine

Applications of Digital Health and Modeling & Simulation in
Clinical Trials

Norisuke Kawai, PhD
Pfizer R&D Japan G.K.

Panel Discussion

All Session Speakers and
Yusuke Kawashima, BA
IGNITION POINT Inc.
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TRACK 4 11:30-13:00

Related Interest Area(s): CP
Level: Intermediate/Advanced

Modeling & Simulation - Potential Challenges for
Breakthrough in Current Drug Loss/Lag State [CP]

As a potential challenges to the current Drug Loss/Lag state in Japan,
CP community advocates for use of “Simulation”-based information as
an alternative of clinical study data, which could be difficult to obtained
sufficiently in Japanese (pediatrics or rare diseases, for example) and thus
often recognized as one of the reasons for the Drug Loss/Lag state. Our
community would like to emphasize the “Simulation”-based information
obtained by reliable “Model”, constructed through clinical data assessed
under appropriate Model Informed Drug Development (MIDD) strategy.
In the session, the key opinion leaders in industry-regulatory-academia
will discuss how this solution should be effectively implemented to solve
and elucidate issues confronting its implementation by each stakeholder.

SESSION CHAIR

Naoto Uemura, MD, PhD
Oita University Faculty of Medicine

Industrial Viewpoints to Tackle with Regulatory and Academia
Necessary for Enhanced Application of M&S to Challenge the
“Drug Loss/Lag” Situation.

Atsunori Kaibara, PhD

Eli Lilly Japan K.K.

Points to Consider in Utilizing MIDD Data at Clinical Setting
Yuji Kumagai, PhD, MD
Kitasato University

Industry Perspective on Using MIDD to Support Regulatory
Approval

Mayu Osawa, PhD

Bristol-Myers Squibb

Panel Discussion

All Session Speakers and

Wataru Takada

Eli Lilly Japan K.K.

Daisuke Iwata

Pharmaceuticals and Medical Devices Agency (PMDA)

TRACK 5 11:30-13:00

Related Interest Area(s): COM, PE
Level: Intermediate

Promoting a “Clinical Trial Ecosystem” as ALL
Japan

In recent years, Drug lag/loss has become a problem due to the fact that
drug development in Japan is avoided in association with the increase in
clinical studies mainly conducted by bioventures in the US and Europe.
As one of the solutions, the introduction of a “Clinical trial ecosystem”
aiming at the further enhancement of the efficiency of clinical trials has
been started by MHLWs.This session will focus on 1) Central IRB, 2) ICF
Common Template, and 3) Clinical trial cost estimation based on FMV in
presentations and panel discussions.Our true goal is to contribute to the
realization of Well-being in the world as a whole by improving Japan’s
global competitiveness in drug development and bringing new treatment
opportunities to the people of the world as soon as possible.

SESSION CHAIR
Keiichi Inaizumi, MSc
Pfizer R&D Japan G.K

Toward the Utilization of the Central IRB

Yoichi Yamamoto, MD, PhD
Osaka University Hospital

For the Spread of ICF Common Template
Shin Nishikawa
Eli Lilly Japan K.K.

Introduction and Promotion of Task-based Benchmark Cost
Calculation Based on FMV

Toshimichi Naito

MSD K.K.

Panel Discussion

All Session Speakers and

Katsuaki Ura

Ministry of Health, Labour and Welfare

TRACK 6 11:30-13:00

Related Interest Area(s): All, PM, AC, O
Level: Beginner/Intermediate

Facing the Reality of Healthcare, How Do We
Live? - What Do | Really Want to Do? -[PM]

Japanese healthcare today is a collaborative effort where individuals
from industry, government, academia, and the public come together,
experiencing a range of emotions from joy and happiness to sadness and
suffering. Our motivations and values are diverse: some of us strive to
deliver effective medicine, save the patients before us, ensure safety, or
contribute to the advancement of healthcare. Recognizing and embracing
this diversity can provide us with Ikigai and help us move towards a
brighter future for Japanese healthcare. This session aims to create a
space for dialogue, allowing participants to understand the thoughts
and ideas of people from various backgrounds and gain new insights. As
individuals involved in healthcare, let’s explore together how we want to
live and make a difference.

SESSION CHAIR
Shuji Sumida, MSc, RPh, PMS
Project Quality & Risk Manegement

The Easiest Way to Change the World Better
Yoko Kazami
Nobelpharma Co., Ltd.

YOUR Reason for Being, How to Respond to Yourself? -Live
Well until Death.

Noriko Fujiwara, PhD, Medicine

IMSUT hospital, of the Institute of Medical Science, the University of
Tokyo

Panel Discussion

All Session Speakers and facilitator

Yumie Yanagihara, PhM

OTSUKA Pharmaceutical Co., Ltd.

Naoko Hagimori, PhD

Translational Research Center for Medical Innovation, Foundation for
Biomedical Research and Innovation at Kobe.
Ai Okazaki

Institute of Science Tokyo Hospital

Takashi Sato, MSc, PMP, CPCC

PM Orchestra TS

LUNCH BREAK 13:00-15:00
LUNCHEON SEMINAR 13:20-14:00
POSTER SESSIONS 14:00-15:00
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DIAMOND SESSION 2 TRACK1 15:00-16:30

eSO SIONS TS neea)
W SESSIONS

Related Interest Area(s): All RA
Level: Intermediate

China Townhall

The Chinese government and NMPA are integral to the global regulatory
system, particularly in Asia. At the same time, China has the magnificent
goal of leapfrogging to be a great pharmaceutical power in the following
years. At last year’s JAM, the China Town Hall was a big success and
fully met the interests of the Japanese audience. | believe such efforts
should be continued. In this JAM, we set up the “China Town Hall”,
inviting the NMPA delegation and professionals in the Chinese drug R&D
industry to share a wonderful Chinese drug R&D outlook for audience via
presentations, panel discussions or other forms..

SESSION CHAIR
Xiaojun Yan
BeiGene

Daisuke Tanaka
Pharmaceuticals and Medical Devices Agency (PMDA)

Welcome Address (Introduction of the Delegation and
Statement of the Purpose)

Feng Zhu

China Center for Food and Drug International Exchange (CCFDIE)

China’s New Initiatives to Encourage Innovation and
Regulatory

Songmei Xie, PhD

CDE, NMPA

Recent Progress in Pre-Approval Inspection and Exploration of
Digitalized Regulatory Science in China

Cao Meng, PhD

NMPA Shanghai Center for Drug Evaluation and Inspection

Panel Discussion

All Session Speakers and

Ling Su, PhD

Shenyang Pharmaceutical University Yeehong Business School
Joyce Liu

Takeda Greater China

Na Wang

Astellas China

Zengyu Wen

Tigermed

TRACK 2 15:00-16:30
Related Interest Area(s): Cl, ST
Level: Intermediate

Innovative Thinking to Optimize Drug
Development for Rare Diseases - Ideas for
Efficacy Evaluation and Strategies for Utilizing
RWD -

With rising drug development costs and the need for new rare disease
treatments, efficient clinical trials become crucial. For marketing approval,
even rare disease drugs with limited patient numbers must demonstrate
efficacy and safety through clinical trials. Traditional trial designs often
lack sufficient power due to small sample sizes. The FDA’s draft guidance
supports more efficient rare disease drug development. Similarly, Japan
supports advanced trial designs for rare cancers including Bayesian
approaches. Real-world data (RWD) has become crucial in this process.
This session explores non-traditional methods for estimating treatment
effectsinrare disease trials and the use of RWD in regulatory applications.
Additionally, we will learn more about the Japanese Rare Disease Data

Registry, which supports patient registries and industry-academia
collaborations. The panel will address considerations in planning clinical
trials for rare diseases, aiming to optimize drug development using RWD,
fostering innovation, and offering hope to patients.

SESSION CHAIR
Taro Amagasaki, PhD
Novartis Pharma K.K.

Considerations for Treatment Efficacy Evaluation in Rare
Disease Drug Development

Kiichiro Toyoizumi, PhD

Janssen Pharmaceutical K.K.

RWE Data as Part of a New Drug Application: Two Case-
Studies in Rare Diseases

Berggren Lovisa

UCB S.A.

Possibility of Clinical Development Using “Rare Disease Data
Registry of Japan” in the Rare Disease

Kazumasa Tanzawa

St. Marianna University School of Medicine

Panel Discussion

All Session Speakers and

Yasuhiro Araki

Pharmaceuticals and Medical Devices Agency (PMDA)
Osamu Komiyama

Pfizer R&D Japan G.K.

Ralph Bax, MD, PhD

European Medicines Agency (EMA)

TRACK 3 15:00-16:30

Related Interest Area(s): AC, Cl, PM, RA
Level: Beginner/Intermediate

Toward the Better Timing and Necessary
Measures to Initiate Pediatric Drug Development:
For the Well-Being of Pediatric Patients.

In response to the Basic Policy 2023, the “Study Group on the Drug
Regulation System to Strengthen Drug Discovery and Ensure Stable
Supply” was convened in FY2023. The study group discussed the
promotion of pediatric drug development to eliminate drug lag/drug
loss. Based on the results, a notification was issued in January 2024
recommending that a pediatric development plan be prepared when
developing drugs for adults.

In this session, experts from relevant fields will introduce the discussions
at the study group and related notification, and current efforts by
industry, government, and academia. Then, discussion is to follow on
the better timing and necessary measures to start developing medicines
for patients with cancer and other intractable diseases in children in an
appropriate manner.

SESSION CHAIR

Kayoko Kikuchi, PhD
FUJITA HEALTH UNIVERSITY

Initiatives to Resolve Drug Lag and Drug Loss and Promote
Development in Pediatric Cancer

Ayumu Arakawa, MD

National Cancer Center Hospital

Administrative approach for promoting development of
pediatric drugs

Katsuaki URA

Ministry of Health, Labour and Welfare,

Current Status of Pediatric Drug Development and Aiming to
Future Acceleration in Japan

Mariko kozai

Japan Pharmaceutical Manufacturers Association (JPMA)
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Panel Discussion

All Session Speakers and

Hidefumi Nakamura, PhD, MD

National Center For Child Health and Development
Kana harada

Toho University Omori Medical Center

S41 TRACK 4 15:00-16:30

Related Interest Area(s): PV, MC
Level: Intermediate

Toward Advancing Risk Communication in
Pregnancy through Data Collection and Utilization

Monitoring the safety of drug exposures in pregnant women in Japan is
challenging due to the inadequate data quality through the current data
collection system conducted by pharmaceutical companies. The Japan
Drug Information Institute in Pregnancy (JDIIP) at the National Center for
Child Health and Development has developed a database (DB) containing
comprehensive information on medication use, patient backgrounds, and
birth outcomes from pregnancy cases. This DB is anticipated to enable
systematic collection and evaluation of data on drug exposures during
pregnancy. In this session, we will discuss the key features of this DB and
explore how it can be leveraged to enhance pharmaceutical companies’
data collection processes for pregnant women, ultimately improving risk
communication regarding drug exposures in this population. Additionally,
the roles of various stakeholders in optimizing the utilization of this DB
will be discussed.

SESSION CHAIR

Tomiko Tawaragi
RAD-AR Council, Japan

Advances and Innovations in the Development and Utilization
of Pregnancy Registries

Atsuko Murashima, MD, PhD

Japan Drug Information in Pregnancy Society

Potential Application of JDIIP Data to EnhanceMaternal Risk
Communication

Shinichi Matsuda, PhD

RAD-AR Council, Japan (Chugai Pharmaceutical Co., Ltd.)

Pregnancy Information Collection Schemes and Issues in
Pharmaceutical Companies

Makoto Miyazaki, PhD

Pharmacovigilance Expert Committee, Drug Evaluation Committee,
Japan Pharmaceutical Manufacturers Association (JPMA)

Panel Discussion
All Session Speakers and

Haruka Iwai, BPharm
Ministry of Health, Labour and Welfare (MHLW)

TRACK 5 15:00-16:30

Related Interest Area(s): COM
Level: Intermediate

Taking on the Challenge of Operational
Transformation in Clinical Trial

In recent times, drug development challenge “Drug loss” has been widely
discussed, and one contributing factor is the inefficiency of clinical trial
operations. Despite the current situation, numerous tasks continue to
burden both study sites and monitoring teams, leading to prolonged
fatigue at the frontline. What changes should be made to improve this
situation and achieve more efficient clinical trial operations? in this
session, the discussion will take into consideration the applicant to ICH-
E6(R3).

SESSION CHAIR

Toshiko Ishibashi, RN, PhD
Daiichi Sankyo Co., Ltd.

The Heart of ICH-E6 (R3) What is Required for Operations
Osamu Komiyama, BS
Pfizer R&D Japan

What’s Happening Now in Clinical Trials: A PI’s Perspective
Hiroya Taniguchi, MD, PhD
Aichi Cancer Center Hospital

What is happening to monitoring activities in globe.
-from Sponsor’s point of view -

Yoshihiro Omayu, MSc
AbbVie GK

Panel Discussion

All Session Speakers and
Kosuke Itagaki, MPh, MBA, Rph
Daiichi Sankyo, Inc

TRACK 6 15:00-16:30

Related Interest Area(s): RA, PV, MC, PE, MA
Level: Beginner

Creation and Provision of Pharmaceutical Product
Information Considering Health Literacy

The provision of product information for patient centricity has been
increasingly discussed in Japan. However, there is a possibility that
concentrating too much on following the guidance and regulations may
lead to lack of patient’s perspective. Further consideration is needed
from the perspective of patients for creating product information such
as: What specific product information is actually necessary from patient
point of view? What is patient-centric product information? How should
it be provided so that patients would find it useful? Delivering them in
various ways, utilizing digital technology, can be considered to align with
patient’s needs or convenience. In this workshop, we will share patient-
centric approaches to product information, considering their healthy
literacy. Through group work, we will explore not only the content of
product information for patient centricity, but also how to provide them,
using a hypothetical product.

SESSION CHAIR
Rie Matsui, RPh
Pfizer R&D Japan

Pharmaceutical Information Based on Health Literacy:
Optimizing Content and Provision for Patient Centricity
Michiko Yamamoto, PhD

Graduate School of Kumamoto University

Panel Discussion

All Session Speakers and

Akira Shinohara, PhD

National Cancer Center Hospital East
Toru Kishida

Cancer Notes Non-Profit Organization
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SHORT COURSE 4 TRACK 7 15:30-18:30

Related Interest Area(s): MA, MC, AC, HE, CE
Level: Intermediate

Challenge to Visualize Our Impact! Strategies
to Improve Patient Outcomes in the Healthcare
Industry

How the healthcare industry can visualize the impact such as patient
outcomes through various activities is important but not easy.

In order to visualize the impact of activities, linkage between strategies
and activities, pre-specified plan for patient outcomes, selection of
suitable database to assess are should be considered.

However, at present, there are not a few cases where we are limited to
measuring KPIs for activities (Examples: Number of events, number of
publications, number of engagement with customers, etc.).

In this session, we would like to discuss the impact of our activities and
visualization of patient medical outcomes, leading to enhancement of the
value of the healthcare industry in the future for patients.

SESSION CHAIR

Yoshiyuki Sugimoto, PhD
Abbivie GK

Current Statusof Medical Affairs Key Performance Indicator
Jun Hasegawa
m3, Inc.

What is the Platform to Support the Three Key Elements of
Data-Driven Decision Makingapproach?

Futoshi Yabuhana

Veeva Japan

Characteristics of Medical Database and Information Source to
Obtain Patient Outcomes

Hideki Ninomiya

Datack, Inc.

Challenge towards a Data-Driven Patient Outcome Approach
Tadashi Urashima
GlaxoSmithKline K.K.

Is Patient Outcome really Useful?Lessons Learned from
Practical Experience in Cardiovascular Diseases
Mitsutoshi Toda

Novartis Pharma K.K.

BREAK

DIAMOND SESSION 3 TRACK1 17:00-18:30

UROESIONS KL o
W SESSIONS

Related Interest Area(s): All
Level: -

DIA Townhall

For many years, the PMDA Townhall has been a staple of the DIA Japan
Annual. This year, however, we are introducing the ‘DIA Townhall.’
In addition to the usual panelists from the PMDA, we will also have
representatives from industry, academia, and the public. Together, we will
discuss the future of pharmaceutical development and the directions we
should aim for, with a broad perspective, while envisioning a ‘Well-being
Future,” the theme of this year’s conference. The DIA Townhall epitomizes
DIA’s hallmark of being a forum for exchanging opinions across different
positions. It is a rare opportunity to hear the views of panelists who are
usually hard to meet. As always, we welcome your questions for the
PMDA and the panelists. We hope you will join us.

SESSION CHAIR
Atsushi Tsukamoto, PhD
Daiichi Sankyo Inc

Eri Sekine

CMC Co,, Ltd.

Panel Discussion

Haruko Yamamoto, MD, PhD

National Cerebral and Cardiovascular Center

Naoyuki Yasuda

Pharmaceuticals and Medical Devices Agency (PMDA)
Yoshiaki Uyama, PhD

Pharmaceuticals and Medical Devices Agency (PMDA)
Takashi Yasukawa

Pharmaceuticals and Medical Devices Agency (PMDA)
Taro Ishibashi

Pfizer R&D Japan

Nobuko Ushirozawa

National Cancer Center Japan

Kazuo Nakamura, PhD

CMIC Holdings

TRACK 2 17:00-18:30

Related Interest Area(s): AC, COM, PM, O
Level: Beginner/Intermediate

Are You Ready for the GCP Renovation Initiative?

At present, ICH is having conversations about ICH E6 (R3), which is
predicted to reach Step 4 by the end of this year. The draft content of ICH
E6 (R3) has been made public during last year’s public consultation, and
this has resulted in some clarity on the issues to be addressed. However,
many medical institutions in Japan may still be uncertain about specific
actions to take and thus may not have taken action yet. To get ready
for GCP Renovation, our objective is to facilitate discussion between
participants at the venue on what needs to be done concretely, by sharing
current situations in medical institutions in the United States and Japan
that have already taken steps to comply.

SESSION CHAIR
Masaaki Nishitani
A2 Healthcare Corporation

GCP Renovation -Overview of ICH E6(R3) revision -
Rie Tomiyasu
Pharmaceuticals and Medical Devices Agency (PMDA)

GCP Renovation: The Present and Future of a Japanese
institution

Junko Yamasaki

Kobe University Hospital
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Our efforts toward GCP Renovation at Cleveland Clinic
Yuki Kuramochi
Cleveland Clinic

Challenges for Domestic Implementation of GCP Renovation
Kenichi Nakamura, MD, PhD, MBA
National Cancer Center Hospital

Panel Discussion
All Session Speakers

TRACK 3 17:00-18:30

Related Interest Area(s): All
Level: Beginner

Development of New Drugs / Medical Devices
with “Public Mind”: The Expected Roles of
Industry (Private Sector) & Agency (Public
Sector) and its Balance

Although there has been remarkable advances in modern medical
science, numerous unmet medical needs still exist. These needs are
qualitatively diversifying in response to changes in people’s lifestyles and
social environments. While there is an urgent need for the research and
development of new treatments to satisfy such diverse unmet medical
needs, there are many cases where companies are forced to abandon
or even cannot start development due to various reasons including,
but not limited to, the complicated development and approval process,
hurdles in new market development, challenges in business case, etc.,
as exemplified by development for rare diseases. In this session, a few
examples of new drug / medical device development achieved with
“Public Mind” will be showcased, and the expected roles and balance
between the private sector and the public sector in development of new
therapy will be discussed.

SESSION CHAIR

Kosuke Yoshida, MSc
Linical Co., Ltd./Japan Society of Clinical Trials and Research

Case Example of Anti-HER2 Therapy Phesgo Development:
Aiming to Reduce Patients’ Treatment Burden and Streamline
Medical Resources

Naoki Kotani, PhD

Chugai Pharmaceutical Co., Ltd.

Domestic Sales Initiatives for Medical Devices Responding to
Unmet Medical Needs

Akira Nakanishi

Century Medical Inc.

Administrative Efforts to Develop Drugs to Address Unmet
Medical Needs

Reina Kodera

Ministry of Economy, Trade and Industry (METI)

Panel Discussion
All Session Speakers

TRACK 4 17:00-18:30
Related Interest Area(s): Ol, AC, O:Others
Level: Beginner/Intermediate

Choosing to Work in Start-ups: Talent Mobility
and Promotion of Open Innovation in Japanese
Pharmaceutical Industry[Ol]

In the past, pharmaceutical companies favored in-house development,
from research to product delivery. Nowadays, mergers and collaborations
with startups have become the norm, highlighting their significant
societal role. However, in Japan, psychological barriers still impede talent
mobility into startups, with experienced professionals hesitating to join.
This session will share firsthand accounts from those working in startups,
exploring how a startup career can be a viable option and contribute to
our overall well-being.

SESSION CHAIR

Fumitaka Noji
Moderna Japan Co.,Ltd.

Why Pharma Professionals are Necessary to Build a Drug
Discovery Ecosystem: A Comparison between Japan and the
us

Hiroshi Nagabukuro, PhD

SFG SCIENCES

Transitioning from Big Pharma to Startups:What Gaps Await?

Sayaka Nagami
Ubie, Inc.

Current Job Market Landscape in Japan’s Biotech Startup

Mizuho Homma, PhD
JAC Recruitment Co., Ltd.

Panel Discussion

All Session Speakers and
Kazumi Taguchi, MSc
Astellas Pharma Inc.

Eri Tomikubo, MSc

JAC Recruitment Co., Ltd.

TRACK 5 17:00-18:30

Related Interest Area(s): O
Level: Beginner/Intermediate

Digital Apps Change Healthcare - Toward the
Creation of ‘lkigai’-

As the nation moves forward with medical DX, efforts are underway to
improve the quality of medical care and contribute to health, not only
through the use of Saftware as a Medical Device (SaMD), but also through
the use of various smartphone applications. Many medical and health
support apps are being utilized, such as early detection of arrhythmia
with SaMD, early detection of subjective symptoms of side effects of
medications to prevent serious illness, and efforts by local governments
to visualize the health status of residents to support the extension of
healthy life expectancy. By sharing the current status, development
strategies, and business strategies of these digital apps, we will discuss
the possibilities of digital healthcare for providing high-quality medical
care and extending healthy life expectancy, and the world of health and
medicine that these apps will open up.

SESSION CHAIR

Kensuke Ishii, PhD
Pharmaceuticals and Medical Devices Agency (PMDA)

AppleWatch Challenges Early Detection of Arrhythmias
Takehiro Kimura, MD, PhD, FHRS, FESC
Keio University

Yoshiyuki Makino
Kanagawa Prefecture

Harnessing App for Drug Adverse Event Management
Hideaki Takimoto
Ono Pharmaceutical, Co., Ltd

Panel Discussion
All Session Speakers
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S49 TRACK 6 17:00-18:30

Related Interest Area(s): All
Level: Beginner

Career Development with Ownership! - For a
Future Filled with Well-being -[OT]

The healthcare field is undergoing a period of change toward the
realization of a society filled with “well-being”. Under this situation, how
can young generation contribute to society while proactively developing
their careers? In this session, we will welcome speakers who are involved
in digital health, preventive medicine, and support for developing
countries, and share their career trajectories along with their diverse
experiences and perspectives. The panel discussion will delve into the
process and mindset of each speaker’s career development and provide
suggestions for self-realization. We will be exposed to new values and
provide an opportunity to think about our own “well-being” and “ikigai”
working in the healthcare field for a future filled with “well-being”.

SESSION CHAIR
Masaki Kawai
The University of Tokyo

Cross-Industry Engineer’s Challenge: Building a Career in
Pharma with Digital Skills

Yuki Tabata

CHUGAI PHARMACEUTICAL CO., LTD.

Transitioning from the Field of Advanced Medical Care to the
Field of Pre-Symptomatic State

Yumie Kawashima
SUIKA-ANN OFFICE CARE

Global Perspectives on Healthcare and Entrepreneurship in
developing countries: The Future Guided by lkigai

Mio Tsunoda, BSc
Darajapan Inc.

Panel Discussion
All Session Speakers and

Yusho Kubota
A2 Healthcare Corporation

BREAK 18:30-18:45

Noriaki Nagao, Mpharm, PMP
Program Vice-Chair / JAPAN TOBACCO INC.
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[P-1003] Cost effectiveness of atrial fibrillation screening for the
hypertensive elderly

Related Interest Area(s): HE : Health Economics and Outcomes
Research(HEOR)

Mitsuko Nakata
Kyoto Prefectural University of Medicine

Co-author:
Satoshi Teramukai / Kyoto Prefectural University of Medicine

Objectives:
The Cost-effectiveness of systematic screening for the Japanese hypertensive
elderly was estimated using real-world data.

Methods:

The results of observational studies such as ANAFIE registry, Shinken database,
J-RHYTHM registry, FUSHIMI-AF registry were integrated. Then, the risk of stroke
and the preventive effect of direct oral anticoagulant (DOAC) were estimated for
the hypertensive eldery. The stochastic disease transition model was constructed
from these estimates.

Results:

At the screening conducted in 2019 for the volunteers, 15 of 1,607 patients
(0.93%) were newly diagnosed with atrial fibrillation, of whom 12 (0.75%) were
recommended to be treated with a direct oral anticoagulant (DOAC). Based on
these results and ANAFIE’'s DOAC-treated and untreated patients, treatment of
asymptomatic atrial fibrillation with DOAC resulted in a 0.86 quality-adjusted
life year (QALY) increase in 65-year-old men compared with no treatment, The
estimated increase in quality-adjusted life years (QALYs) was 0.86 QALYs for
65-year-old women, 0.71 QALYs for 75-year-old men, and 0.76 QALYs for 75-year-
old women. We will present the incremental cost-effectiveness ratio (ICER),
which is the additional cost per QALY of diagnosing and treating asymptomatic
atrial fibrillation through screening, as well as stochastic simulations which
involve the uncertainty in the estimates.

Conclusion:
The systematic screening of asymptotic atrial fibrillation can be cost-effective for
the hypertensive elderly..

[P-1004] Cultivating Global Competencies: Cross-Cultural
Exchange (CCE) For Japan

Related Interest Area(s): MC, Cl, All, CDM, CMC, CP, PM, PV, RA, ST

Junko Miyazaki
MSD K.K.

Co-author:
Eri Tamura / MSD K K.

Objectives:

To present a CCE program as a professional development opportunity to promote
a global collaboration and to develop individuals into successful leaders of global
teams with worldwide perspectives.

Methods:

Two team members (individual contributor and senior leader) in each medical
writing department from the US and Japan traveled to their counterpart’s
country to join the thoughtfully designed CCE programs including workshops
and discussions up to 2 months. The development objectives were: 1) shared
learning and exchange of best practices, 2) relationship building, and 3) cultural
competence.

Results:

Following completion of the CCE program, participants developed the following
key competencies: 1) Technical expertise: Best practices were shared to enhance
technical knowledge, skills, and understanding of regulatory environments
through hands-on workshops, targeting employees working on pharmaceutical
development in Japan. In-person interaction facilitated specialized skill
development. Several workshops conducted in Japan were highly satisfactory to
participants. 2) Networking and relationship building: Built a global professional
network across functional areas, fostering future collaborations and stronger
relationships. 3) Cultural competence: Cultivated empathy and appreciation
for diverse perspectives through cultural activities and discussions on cultural
differences. 4) Leadership capabilities: Strengthened global leadership skills
through workshops and discussions in diverse divisions, fostering adaptability
and improved collaboration across colleagues worldwide.

Conclusion:

The CCE program offered professional development, fostering key competencies
and global perspectives. It is applicable across divisions and can be tailored
to address specific challenges. In a globalized world, CCE programs grow
pharmaceutical professions in Japan to lead global teams successfully.
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[P-1005] Feature quantification of Eligibility Criteria with Medical
Implications for Predicting the Success of Clinical Trials

Related Interest Area(s): PE

Takuya Sekiyama, MS
CHUGAI PHARMACEUTICAL CO., LTD.

Co-author:
Ryouichi Chatani, Isao Sano / CHUGAI PHARMACEUTICAL CO., LTD.

Objectives:

This research aims to quantify eligibility criteria, including medical meaning. The
evaluation of the quantified features will use a model predicting the success or
failure of enrollment.

Methods:

The format of eligibility criteria was standardized utilizing ChatGPT (GPT), and
medically meaningful items were extracted with Clinical Trial Parser (CTP). Four
models were evaluated, each using combinations with and without GPT/CTP. In
all the patterns, BERT embedding was utilized for feature quantification.

Results:

Models predicting the success or failure of case registration were developed for all
therapeutic areas, oncology, and non-oncology, using four GPT/CTP use patterns:
1-a) neither, 1-b) GPT only, 2-a) CTP only, 2-b) both. The AUC results were: 1-a,
0.6852/0.6048/0.6811; 1-b, 0.6866/0.5893/0.6841; 2-a, 0.6440/0.5923/0.6642;
2-b, 0.6517/0.5681/0.6569. The GPT only (1-b) model showed higher accuracy
for all therapeutic areas and non-oncology areas, likely due to identical prompts
used for GPT across all areas. It was considered that more accurate feature
quantification could be achieved by designing prompts specific to each disease.
For 2-a and 2-b models, accuracy was generally lower than in 1-a and 1-b, possibly
due to CTP item extractability. However, no serious decrease in accuracy was
observed, suggesting that CTP is capable of feature quantification using item
extraction considering medical meaning.

Conclusion:

These findings suggest potential for GPT and CTP in standardizing the format of
eligibility criteria and extracting medical meaning. This could facilitate designing
successful clinical trials by creating accurate prediction models for outcomes of
enrollment and aiding in trial planning.

Poster Sessions

[P-1006] Shorten discussion time for Clinical Trial Agreement! ~
First step towards creating the National template

Related Interest Area(s): COM

Kanoko Morisawa, Master
Novartis Pharma K.K.

Co-author:
Aki Ogawa / Ome Medical Center
Yasuko Takano / A2 Healthcare Corporation
Shuhei Nobutani / NHO Osaka National Hospital
Masaaki Nishitani / A2 Healthcare Corporation

Objectives:

Due to non-standardized templates among medical institutions and sponsors,
contract discussions might delay trial starts. As a first step towards a solution, we
propose guidance to improve this issue.

Methods:
We conducted a survey on CTAs with medical institutions, SMOs, sponsors,
and CROs, identifying challenges and potential solutions. Our goal is a National
Template, but we propose stepwise solutions. Initially, we’ll identify clauses
requiring lengthy discussions and propose clause examples based on GCP
ordinance.

Results:

We received 341 responses from a survey on CTA. 78% (266/341) found
challenges in contract creation, 49% (168/341) said it took over a month from
initial discussion to content agreement. 80% (274/341) agreed to a National
Template, yet 38% (105/274) of supporters feared barriers like adopting a new
template or clause standardization.

After identifying and analyzing time-consuming clauses for discussion, we found
that for GCP-related clauses, regardless of the template used, the purpose doesn’t
change, making it easier to accept the wording or changes/additions from the
other party’s template. Based on this, we drafted specific GCP-compliant clauses
and created guidance for contract content discussion, the first step towards a
National Template. This could potentially shorten contract agreement time and
allow more focused, effective discussions.

Conclusion:

Contracts, where a word can be a risk, demand scrutiny. Is the current negotiation
period apt? Will nations adopting a National Template to expedite trials or Japan,
taking two months for contract talks, be chosen ? Intend this report as step one
to a National Template.
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[P-1007] Towards Achieving Efficient Clinical Trials through
Electronic Health Record (EHR) to EDC Data Integration

Related Interest Area(s): Cl, CDM, COM

Emi Shibusawa
Japan Pharmaceutical Manufacturers Association (JPMA)

Co-author:

Rina Ohata, Emi Shibusawa, Sho Hibino, Yoshinori Ito, Mirai Kikawa,
Mami Takahashi / Japan Pharmaceutical Manufacturers Association
(JPMA)

Objectives:
Contribution to competitive pharmaceutical development by efficient clinical
data collection through integration of EHR data

Methods:

1. Data standards, including standard codes and related data standards

2. Discussion and consideration of operational models

3. Organization of CRF (Case Report Form) items collected by pharmaceutical
companies

4. Exchange of opinions with experts from academia, vendors

5. Dissemination at conferences, symposiums, and active discussions with
stakeholders

Results:

1. EHR are customized for each site, resulting in variations in the types and
formats of data that can be obtained.There is data necessary for clinical trials
that is not typically recorded in EHR.

2. The clinical trial data collection operations are optimized for each site, and
there are concerns about the costs involved in updating these operations. To
efficiently transform the operations, overall optimization is necessary, and it
should be driven and promoted by the government.

3. It is necessary to identify the CRF items that can be linked through data
integration in a cross-industry manner and make efforts to minimize variations
among companies and protocols in terms of these CRF items.

4. Through discussions with academia, the importance of using FHIR
Questionnaire as a template input function for electronic health records,
enabling standardized exchange and increasing the effectiveness through the
expansion of the range of data that can be integrated, has been recognized.

Conclusion:

To apply the utilization of new standards for medical information exchange
to clinical trials and promote the integration of HER, there are challenges to
resolve with industry-wide efforts. The JPMA Task Force will continue engaging
stakeholders and facilitate the resolution.

[P-1008] Increasing use of patient and clinician assessments
supporting oncology labeling

Related Interest Area(s): PE, CDM

Reina Davis-Aoki, PhD
Clario

Co-author:
Bryan McDowell, Kelly Dumais / Clario

Objectives:

To examine trends in the use of clinical outcome assessments (COAs) to support
oncology product labeling, in view of the growing emphasis on patient-focused
drug development by regulatory bodies.

Methods:

Product labeling information was obtained (Feb 2024) from PROLABELS (Mapi
Research Trust), a database with COA-related data sourced from efficacy or
safety sections of FDA Product labels and EMA SmPC where at least one COA is
mentioned. Product labels were screened based on therapeutic indications and
study information. Study details published in the label from 1990 to 2022 were
used for analysis.

Results:

180 EMA and FDA approved drugs and devices for oncology indications with
COAs mentioned in the product label were identified. 288 studies with COAs
supported these approvals. Types of COAs supporting labeling claims were
mostly patient-reported (289), compared to a smaller number of clinician-
reported outcomes (107). Most studies were in Multiple Myeloma, with the most
frequent COAs being the EORTC QLQ-C30, IMWG criteria and EMPT), non-small
cell lung cancer (frequent COAs being EORTC QLQ-C30, EORTC QLQ-LCI13 and
LCSS), prostate cancer (frequent COAs being BPI-SF, FACT-P, MPQ and PCWG2
criteria), and breast cancer (frequent COAs being EORTC QLQ-BR23, EORTC
QLQ-BR23 and FACT-B). Of the instances of COAs supporting labeling claims,
most supported secondary endpoints (53%) and 23% supported primary. The
number of studies with COAs supporting a product label for these 4 indications
increased over time with 4x more studies in 2013-2022 (70) compared to the
previous decade (2003-2012; 15).

Conclusion:

Results show more studies using COAs to support efficacy and safety in oncology
product approvals. They are in line with regulators’ emphasis on the use of COAs
in evaluating clinical benefit, and with recent FDA communication regarding
good QOL assessment design to support label claims.
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[P-1009] Evaluation of Sensitivity Index for Assessing
Generalizability Across Regions

Related Interest Area(s): ST, MA

Chen Mengkai, Master
Shanghai Henlius Biotech, Inc.

Co-author:
Qi Xiao / Shanghai Henlius Biotech, Inc.
Li Xiao / Luye Pharma Group

Objectives:

Evaluates the reliability of the sensitivity index as a measure for the generalization
of clinical outcomes from the original region to a new region and examines
possible influencing factors.

Methods:

Assuming that shifts in both location and scale parameters are random, the
changes in the Sensitivity Index are evaluated through sampling and simulation
methods under scenarios of varying target region sample sizes, the presence
or absence of actual efficacy differences between target and original region
populations, and the variability differences in efficacy data across different
regions.

Results:

Simulations of 5000 samples were conducted separately under scenarios with
different target region population sample sizes (N=40, 80, 120), differences
in efficacy between target region populations and original region populations
(6=0, £10%, +20%, +30%), and varying efficacy data variability (C=0.8, 1.0,
1.2 for SD). When the Shift in 6 was 0 (no difference in efficacy) and the
Inflation in C (similar efficacy data variability) was 1, the sensitivity index (A)
consistently hovered around 1, and its range of variation decreased as the target
region population sample size increased. As the Shift in © moved further away
from O or the Inflation in C moved further away from 1, the sensitivity index
increasingly deviated from 1, indicating that the results from the original region
population could not be generalized to the new region. An example concerning
a schizophrenia clinical trial was presented to illustrate the method for assessing
generalizability.

Conclusion:

The sensitivity index showed the reliability for measuring the generalizability of
clinical study data and can serve as an important criterion for applying bridging
methods to extend the findings of completed confirmatory clinical studies to the
target regional populations.
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Please fill in the total amount and submit. ¥



mailto:Japan%40DIAglobal.org?subject=
mailto:Japan%40DIAglobal.org?subject=

Payment Options

Register online at www.DIAglobal.org or check payment method.

[JBANK TRANSFER: You will recieve an invoce with bank information detail by e-mail after registration completion.
All local and overseas charges incurred for the bank transfer must be borne by payer.

[CJCREDIT CARD (VISA or MASTERCARD ONLY) [JVISA []MasterCard

Exp. (mm/yy) Card No.

Cardholder Name Signature

When making a payment, please be sure to include the name of the participant and the name of the company in the "Client” field. If you wish to transfer
the participation fee for more than one person from the same company at the same time, please notify DIA Japan (DIA Japan) in writing of the names of
the participants and the date of transfer. All bank charges related to the transfer must be borne by the payer.

Please check the applicable category

LastName O Dr. O Mr. O Ms. First name Company

Job Title Department

Address City State Zip/Postal Country
Email Required Phone Number Required

DIA Terms and Conditions
CANCELLATION POLICY: On or before September 27, 2024
Administrative fee that will be withheld from refund amount:
Member or Nonmember = ¥20,000
Government/Academia/Nonprofit (Member or Nonmember) = ¥10,000
Cancellations must be in writing and be received by the cancellation date above. Registrants who do not cancel by that date and do not attend will be responsible for
the full registration fee paid.
You may transfer your registration to a colleague at any time but membership is not transferable. Please notify DIA of any such substitutions as soon as possible.
Substitute registrants will be responsible for nonmember fee, if applicable.
DIA does NOT allow registrants to pass name badges to others. DIA may ask attendees to show identifications, if necessary.
DIA reserves the right to alter the venue, if necessary. If an event is cancelled, DIA is not responsible for any airfare, hotel or other costs incurred by registrants.
EVENT STREAM AND RECORDING
If you attend a DIA event, we make video and audio recordings of events (both face to face and online) that may include your participation in the event, including your
image, questions and comments. To view our full photography and video recording policy, click here.
(https://www.DIAglobal.org/general/photography-policy)
PRIVACY STATEMENT
DIA respects the privacy of all of its members and customers. To view our privacy policy, click here. (https://www.DIAglobal.org/about-us/privacy-policy)
You agree that your personal data will be transferred to DIA in the US.
The personal information provided when you register for an event will be used to contact you with information about upcoming events, programs, products and servic-
es of DIA. In addition, your name and organization may be shared with the Program Committee, speakers, and participants of the event for which you have registered.
By submitting this information with your registration form you are regarded as having agreed to this handling of information. Should you have any questions, please
contact the DIA Japan office (japan@diaglobal.org).
By signing below | confirm that | agree with DIA’s Terms and Conditions of booking. These are available from the office or online by clicking here.
(https://www.diaglobal.org/General/Terms-and-Conditions?productIDs=7240118)


https://www.DIAglobal.org/about-us/privacy-policy
https://www.diaglobal.org/General/Terms-and-Conditions?productIDs=7240118
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