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

B8&E4E1 : PE, CDM

Clario
Reina Davis-Aoki

HEE:
Clario,/Bryan McDowell, Kelly Dumais

BH&y:

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.

ER:

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).

e

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.

[P-1009] Evaluation of Sensitivity Index for Assessing
Generalizability Across Regions

BYIESEN ST, MA

Shanghai Henlius Biotech, Inc.
CHEN Mengkai

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

BHey:
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.

FHik:

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.

TR

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 6 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.

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.



$£21[EIDIA BHF$%2024

O EVUEYDH TIKigai (L EDHLS) 1 EEHTBWell-being R BEARIFT
20245108278 (H) 298 (&) | REE W I AT

ANE ASE R . —RMFREAT A — T A - T— - Tv/\
= n%’%hu HHJA = (A2 772D #24303]  £103-0023 Ssachsi AANEAR2-3-11 BAESA 7 TV AL, VJ6F  Tel: 03-6214-0574

DIA Japan™” = 7% b (www.DIAglobal.org)& W 5 LiIAHTES B\ T DERHAZICHESRIER S8 AD k. X —)LTlapan@DIAglobal.orgzglc &5 LA
HFLEEN, ZIE. 10EZAMURICA—IVICTEHAZSEEE RGN LET,
MERICEHATNAE,. ¥3— FI—RITERNTEMHTEE Y, FMIFBRARFAINSCRERNECEILEL,

FRBAT 3 —LRBEROBEICKVEGVETO T EZIAMICEZANTIEEL,

sA@ErzID)  ATGIEST e (ORI B~ SA%0E) o5 A
—h& ¥ 115,500 (#EiA) O ¥ 132,000 (®E3A) [ ¥ 139,700 (#HiA) O ¥151,800 (#A) I | ¥ 176,000 (FiA) O
AT ¥ 38,500 (#tiA) ¥ 44,000 (BA) [ ¥47,300 (®HA) [ ¥ 54,450 (BHA) [ ¥78,100 (HhA) O
KRR ERAEE FFERF ¥ 18,700 (éA) [ ¥ 19,800 (BiA) [ ¥ 21,340 (BA) O ¥29,590 (BHA) (1| ¥49,500 (#A) O

& 1Day: 28 SOTNLUEDERIAH L. WebTIITEF A, X—IVTDIA Japanlc BHIAHLLETL, €€
ay: &
THEE 1DayBOAIEEEA Y TR REHER TRV R E B A FHTTED £ BRULAFKLEEL,

A2
(6H30R:%) (7A18~8A31H) (9R1H~9A30H) 108 1HLLP
—f& ¥ 48,400 (Hi3A) L ¥ 52,800 (#i3A) LI ¥ 55,550 (#i3A) U ¥61,050 (HiA) O ¥70,400 (FA) L

ey . T =1D e ; BT - R EFEE, KFREFR ERTEEEDOZTEAUNDBBINEEE
Eéﬁﬁ%\ ﬁlﬁ%@(— ﬁiEEL/(ﬂa)-l Elﬁﬂuﬂﬁ ¥ 33,000 (*}?JA) D :ka)ié")?j-o ﬁﬁ*gliﬂai&ﬂ%iiﬁl}??o =

BT ¥ 15,400 (Bi3A) LI ¥ 16,500 (FA) O ¥ 18,920 (FiA) O ¥ 21,780 (F6A) O ¥ 31,240 (F64) O
AR ERERE JFEFRG ¥7,260 (FHA) [ ¥ 8,360 (FiA) O ¥9,350 (#iA) O ¥ 11,770 ®HA) [ ¥ 19,580 (BiiA) [

BNEHFLIBRICERTITFTvIZL TR, 108278 (B) O 10828H (B) O 108298 (A O

@TIV—TRI51E:BNE

*EICHEBEDOA T NAFEHTERAHFEWEWERE NEEDANEREGYET, (BL, 1 DayBmMBEIETHRALLEVET,)
585, RELIFREDAEEDETEHAHFWKTEEARETITH, EREEZDIEREDBMESEHVET,
WebTl3EEHTDRLAFHETEELEA ., 55MIE A—IVTDIA JapanlTHEERL FEE LY,

QFE . BINE
ZUMICENE AN TLIEED, RE/FRICEE BV TVSAITRIRNEEYE T,
0 <FE>
BhEE B RF 17U by A R EREAE T TN R EETOT. AF1—F Y by avns
N = . MAZOEAIC I 1088H (1) £ TIcA— U THEBUARCIEE U, f. ST DR B
FRERNOEN ¥TWOBD | (\samancross, o7 E<LE,
AF1—F Mew 3V ERER (10/27) 181N ¥ 2 860 (B55A) [ BIMNDIBEICIE BAERECAMED Job TitlelcF 5. DepartmentlCE S A HEE CTERALIEELY,

@BEEGRRE - BNE

BhNE ¥ 5,940 #B5A) O | DIARA VTV NIV =D AV NSy TADERDDEE RV EETRBREDNTREGVET,

28858

IERBDANUEEERIIINLTWE AT REERE INE5EIEFETH2ELEBDRICEHNEANTIZEL,

@S HAEI5 155U RABRS ML, RREDH Tl —— P— Siares
SERL AR ERUARTNBADMCERENET, & i kgl T ) e 2s
BERHIEMLTVEARVIEREDH L. B OTDHERIC | Membership (—fi% - BAT) ¥ 29,150 (HHA) O ¥ 52,470 (FHA) O
TEELEELN, 3 N .

@717 S TR B RIS E R 5 Liads DF5id. KEAE Academia (K% EEHEE JEEHEHE) ¥ 21,450 @A) O ¥38,610([#A) [
%ZDIA JapanEk TA—IUICTEZEIfEELY, A ¥ 6,600 (FHA) O

SHEE 0. F2EM+2.288H)

BHEEE TRAD L HBAREEN,



https://www.DIAglobal.org
mailto:Japan%40DIAglobal.org?subject=

EXIhFHE

CHEEDZINFEICFTvIEANTLIEEL,
[SZHhAE] OIRFRA FREEXALETOTC. FOERICE>TIRAFHEEETOTLLLEL,
OoL2ybhh—F EREAEIL VY bA—F (EBS5MDICFTy4) [IVISA [IMasterCard

H—FEHAR(Mm/yy) h—FES
h—kcaE TEL

TAZDIE SEKBEADRICHL T EBMERE LURHBELB L LTV, B—2 1 TEEZOSNEZFERIR)ATNSISEIE. EE@TTEM
EREIRABZDIA Japan (—iEEEAT A — 74 - T—- D v I\V) FTHRSELLEVIRAICE T2 FHRRHEIRAANEIBTEEVLLEY,

BIAEREEAMR 7L 77 RYMEE)TIRALLESN

LastName (#) 0O Dr. O Mr. QO Ms. First name (4 )

Company
Job Title Department
Address City State Zip/Postal Country
Email (4478 )

Phone Number ( #2478 )

* BIIDF v B UAKFZEE, 2024598278 F TEFHR E LT TeD@VBLZRITE Y,

(521 EIDIABARESR2024] —R2 & - IERE £ 420,000, B/ AZBHREICDOVTIERE -IFREB 48,000/, F4ICDLNTIE1,000M
ZFNLPEDF v LIVIC DV TEBINELBEZR LZTEITOTTAEERL TV, A—2Hh SOEMEEIZTTEET T H. ZDEIEFHEEHICDIA
JapanETHHMSELIEET L, (REERDEFEEIITEIEADT. RELLTOBMEZHLRIIZIEEHHVET, ) BMEF+roIlThD
BACId, AT EMTDIA Japan® TTEREVNE T,

* KERTIE. DIADEREENERT 2EM T FREPEFRICBINEZ TR - BEZIRT T 5 EHHYE T, KERDBMEL. DIALGERL
feBRiR - BEHICDWC, DIADEGER BIRYIKRUA > 2 —2 v MENDBEZDM—YIOFIBICRHMER] (BRE. \T VTS EgHET) 1E
DIAICJREB Y 5T & %588, DIABMEE THERICHBETESD T L EZHHETHEDELET,

* DIAZEDRHICIE. BTEFEECKANTTEMOKES BEOLTHEVET,

[DIALERYRSEANIERIC DT
BHRLAHWIEWEANBRIIDIAD S DRFBEAEMIFOEMICERA S BTV LEX T, BRI SRV e KERO SR E IFHEHE

BECKREELBLILVANEBNE BRE -BRE (TOVSLES) IRVERTBHEDHVE T ARAEDIREZEH > TULEDEANERDS
EIRWICTRBW W EDEERO T LETHN SRIBEVRIFEVSEIIDIA Japank CTEFEE L,



The 21 DIA Japan Annual
Meeting 2024

Toward a Well-Being Future in which Each
and Every One of Us Has ‘Ikigai’

October 27-29, 2024
Tokyo Big Sight

. o mamt

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

seen a recent 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 complete 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, EFPIA, PDA, ISPE, ISPOR, 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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The 21" DIA Japan Annual Meeting 2024

SUNDAY, OCTOBER 27

Schedule At-A-Glance

This year’s DIA Japan Annual Meeting will be

9:30-13:00 - Student Session held at the venue as follows.

10:00-12:00  Patient-driven-Session After the event ends, it will be possible to
13:30-14:00 Orientation watch on demand.

14:00-14:30 Opening

14:30-14:45 Break TRACK and ROOM

14:45-15:45  Program Chair Session Track16F605+606: ) ) )

15:45-1615 Break ETrack 2 6F608 i<—S|muItaneous interpretation by Al system
16:15-17:45  Keynote Address Track3 . 6F607

17:45-18:00 Break Track 4 : 1F 101

18:00-20:00 Young Professionals Exchange and Track 5 : 1F102  i<Simultaneous interpretation by Al system

Networking Session

MONDAY, OCTOBER 28

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
13:30-14:00
14:30-16:00
15:00-18:00
16:00-16:30
16:30-18:00
18:00-18:15
18:15-20:15

Session 1, S02, SO3, S04, SO5, SO6

Short Course 1

S07

Break

S08, S09, S10, S11, S13
S12

Lunch Break

Luncheon Seminar

S14, S15, S16, S17, S18, S19
Short Course 2

Break

S20, 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
13:30-14:00
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

S26, S27, 528, S29, S30, S31
Short Course 3

Break

S32, S33, S34, S35, S36, S37
Lunch Break

Luncheon Seminar

Poster Sessions

S38, S39, S40, S41, S42, S43
Short Course 4

Break

S44, 545, S46, S47, S48, S49

Break
Closing

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.

Related Interest Area

All = All Areas AC :
CDM  Clinical Data Management CE:
CI © Clinical Innovation HE
CP . Clinical Pharmacology ol
MC : Medical Communication [2AVAN
PM ! Project Management ST :

SS © Six Sigma BE :

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

Academia CG : Cell and Gene

Cutting Edge COM < Clinical Operation and Monitoring
Health Economics and Outcomes Research MA : Medical Affairs

Open Innovation PE : Patient Engagement

Clinical Safety and Pharmacovigilance RA : Regulatory Affairs

Statistics O : Others

Bioethics




DAY 1| SUNDAY | OCTOBER 27

Student Session / Orientation

STUDENT SESSION TRACK 1 9:30-13:00

Related Interest Area(s): TBD
Level: TBD

TBD

TBD

SESSION CHAIR

TBD
TBD

TBD
TBD
TBD

Panel Discussion
All Session Speakers

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
TBD
Noriaki Nagao, Mpharm, PMP
JAPAN TOBACCO INC.

TBD

Emiko Fukagawa
Hiroshima University Hospital

TBD
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

LUNCH BREAK 13:00-13:30
ORIENTATION TRACK 1 13:30-14:00
TBD
TBD
TBD

TBD



DAY 1| SUNDAY | OCTOBER 27

Opening / Keynote Address

OPENING TRACK 1 14:00-14:30

Shogo Nakamori, MSc, RPh, MBA
DIA Japan

Marwan Fathallah

DIA

Haruko Yamamoto, MD, PhD
TBD

14:30-14:45

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

TBD
TBD

SESSION CHAIR
TBD
TBD

TBD
TBD
TBD

17:45-18:00
YOUNG PROFESSIONALS EXCHANGE AND
NETWORKING SESSION

TRACK 7 18:00-20:00



DAY 2 | MONDAY | OCTOBER 28

TRACK 1 9:30-11:00

Related Interest Area(s): CP, RA, AC
Level: Biginner/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
TBD
TBD

TBD
TBD
Pharmaceuticals and Medical Devices Agency (PMDA)

TBD
TBD
TBD

TBD
TBD
TBD

Panel Discussion
All Session Speakers

TRACK 2 9:30-11:00

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

Capability Development and for Next-Generation
Data Managers as a Critical Realm of Profession in
Clinical Development

TBD

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

TBD
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

TBD

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): O:Other
Level: TBD

TBD
TBD

SESSION CHAIR
TBD
TBD

TBD
TBD
TBD

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:Others
Level: Intermediate

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

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,
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 Approach of Creation of PMDA Review
Reports.(Tentative)

TBD

Pharmaceuticals and Medical Devices Agency (PMDA)

The Utilization and Expectations for PMDA Review Reports in
Clinical Plactice.(Tentative)

Hideo Nakada

TBD

TBD
TBD
TBD

Panel Discussion
All Session Speakers



DAY 2 | MONDAY | OCTOBER 28

TRACK 5 9:30-10:30

Related Interest Area(s): CDM, COM, PE, SS, ST, O:Others
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.

TBD
TBD
TBD

TBD
TBD
Merck & Co., Inc.

Panel Discussion

All Session Speakers and
TBD

TBD

TRACK 6 9:30-11:00

Related Interest Area(s): All, PM, AC
Level: Biginner/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.

Global Expansion in Investigator-Initiated Clinical Trials and
Academia (Tentative)

Kotone Matsuyama, RPh, GFMD

Nippon Medical School Fundation

Global Development Practices of Pharmaceutical Companies
(Tentative)

Michiyo Ohshima, PMP, MBA

Pfizer R&D Japan

Global Development Practices from the PMDA’s Perspective
(Tentative)

TBD
Pharmaceuticals and Medical Devices Agency (PMDA)

Panel Discussion

All Session Speakers and

TBD

Pharmaceuticals and Medical Devices Agency (PMDA)
TBD

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

Japan Agency for Medical Research and Development
Satoshi Suzuki

Pfizer R&D Japan
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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

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
PFMD

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

TBD

Masanori Okuse

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

TBD

Kazuma Tamaru, Master of Nutritional Science

National Cancer Center Japan

TBD
TBD
Pharmaceuticals and Medical Devices Agency (PMDA)

TBD
Shinobu Nakashima, BS
Fukuoka Children’s Hospital

TBD

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

One of the factors can lead to drug loss or lag in the development of
pharmaceuticals for rare diseases is the commercial viability issue within
pharmaceutical companies. On the other hand, non-core clinical research
hospital in Japan face challenges such as difficulty securing funding
and personnel to conduct investigator-initiated trials for rare disease
drug development. At the National cancer center in Japan, the Master
key project utilizes databases accumulated through registry studies. In
this session, using this project as an example, we would like to discuss
initiatives that could be beneficial in activating drug development for
rare diseases and explore desired collaborative frameworks between
industry, academia, government, and patients.

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

TBD
TBD
TBD

Panel Discussion

All Session Speakers and

Yuiko Kawauchi

University of Tsukuba Hospital

Yuji Matsukura

Ministry of Health, Labour and Welfare (MHLW)

11:00-11:30

Related Interest Area(s): RA
Level: TBD

TBD
TBD

SESSION CHAIR
TBD
TBD

TBD
TBD
TBD

Panel Discussion
All Session Speakers
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TRACK 2 11:30-13:00

Related Interest Area(s): HE
Level: Intermediate

What is the New Drug Price System to Resonate

a Well-Being Society and Clinical Data that
Demonstrates True Value?

In reform of drug pricing scheme in 2024, premium for specific efficacy to
pricing of a new drug was revised with the intention of actively evaluating
new modalities, orphan drugs, and other products. In particular, an
usefulness premium may be introduced when it proves improvement in
“important secondary endpoints” compared to existing treatments based
on single-arm study or when the usefulness of a new drug in “important
secondary endpoints ” can be shown. In this session, we will discuss what
kinds of data should be created and how they be evaluated when valuing
healthcare (interventions?) toward “well-being society.”

SESSION CHAIR

Hisashi Urushihara, PhD
Keio University

TBD

Mamoru Narukawa, PhD
Kitasato University

TBD

Ataru Igarashi, PhD
The University of Tokyo
TBD

TBD
Japan Pharmaceutical Manufacturers Association (JPMA)

Panel Discussion
All Session Speakers

S10 TRACK 3 11:30-13:00
Related Interest Area(s): MC, RA
Level: TBD

What is your “IKIGAI”? Let’s think from illness

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 a great importance. However, there are limited opportunities
to focus on “iliness,” such as understanding the thoughts and lives of
patients. Since 2020, Medipathy (medicine + empathy) has created
a total of 59 dialogue-based events with more than 90 patients and
700 participants. Through this activity, we believe that understanding
“iliness” is the first step in considering “IKIGAL” In this session, we will
learn about the “illness” and “IKIGAI” of cancer survivors and explore
your own IKIGAI with all participants.

SESSION CHAIR
Shingo Nagura, BPharm
Osaka University

Ryosuke Kida
Johnson & Johnson K.K.

Thinking about “IKIGAI” from the Experience of Osteosarcoma
in My 20s

Shunta Terashita

Tateyama Board of Education

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

Yousuke Nomura, MPH

I&H Corporation

Panel Discussion
All Session Speakers

TRACK 4 11:30-13:00

Related Interest Area(s): AC, Cl, ST, RA
Level: Biginner/Intermediate

Exploring Complex Innovative Trial Designs:
Application of the Estimand Framework and Case
Studies (Tentative)

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,FDA initiated 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

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.

Estimand for CID
Hideki Suganami, PhD
Kowa Company, Ltd.

Panel Discussion

All Session Speakers and
TBD

PMDA

Norisuke Kawai, PhD
Pfizer R&D Japan G.K.
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TRACK 6 11:30-13:00

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

TBD
TBD
Pharmaceuticals and Medical Devices Agency (PMDA)

TBD
Makiko Hatanaka, BS
Sanofi.KK

TBD
TBD
TBD

Panel Discussion
All Session Speakers

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

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, PhD

OKAYAMA UNIVERSITY HOSPITAL

Keisuke Suzuki, MD, PhD

National Center for Geriatrics and Gerontology

Panel Discussion

All Session Speakers and
TBD

TBD

TBD

TBD

TBD

TBD

TBD

TBD

LUNCH BREAK 13:00-14:30

Related Interest Area(s): COM
Level: TBD

China Hospital Association
TBD

SESSION CHAIR
TBD
TBD

TBD
TBD
TBD

Panel Discussion
All Session Speakers

TRACK 2 14:30-16:00

Related Interest Area(s): RA, PM
Level: TBD

TBD

TBD

SESSION CHAIR

TBD
TBD

TBD
TBD
TBD

Panel Discussion
All Session Speakers
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TRACK 3 14:30-16:00

Related Interest Area(s): All
Level: Biginner

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 PI’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 (Tentative)

Tomoko Kondo, RPh, PhD

Kagoshima University

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

TBD

TBD

The Role of Academia in Protocol Development for Corporate
Clinical Trials from a Foreign-affiliated Company’s Perspective
(Tentative)

Kenma Nozaki, MPharm

Nippon Boehringer Ingelheim Co., Ltd.

Panel Discussion
All Session Speakers

TRACK 4 14:30-16:00

Related Interest Area(s): DM
Level: TBD

TBD

TBD

SESSION CHAIR

TBD
TBD

TBD
TBD
TBD

Panel Discussion
All Session Speakers

TRACK 5 14:30-16:00

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

TBD
Guillaume Shoch
Roche

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

TBD

Pharmaceuticals and Medical Devices Agency (PMDA)
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TRACK 6 14:30-16:00

Related Interest Area(s): AC, O:Others
Level: Biginner

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.

SESSION CHAIR
TBD
TBD

TBD
TBD
TBD

TBD
TBD
TBD

TBD
TBD
TBD

Panel Discussion

All Session Speakers and
TBD

TBD

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.

SESSION CHAIR
Kasumi Daidoji, PhD, RPh
Eisai Co., Ltd.

From the Standpoint of a Pharmaceutical Company (PV/PMS)
(tentative)

Minoru Shimazaki

AstraZeneca K.K.

Utilization of RWD for clinical development (tentative)

Seitaro Yoshida, PhD
Chugai Pharmaceutical Co., Ltd.

Utilizing Medical Information Databases in Academia (tentative)
Sachiko Ono, PhD
The University of Tokyo

Utilization of Medical Information Databases for Post-
marketing Drug Safety Measures in PMDA (tentative)
TBD

Pharmaceuticals and Medical Devices Agency (PMDA)

16:00-16:30

Related Interest Area(s): RA
Level: TBD

PMDA Asia Session
TBD

SESSION CHAIR
TBD
TBD

TBD
TBD
TBD

Panel Discussion
All Session Speakers
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TRACK 2 16:30-18:00

Related Interest Area(s): BE, PE
Level: TBD

TBD
TBD

SESSION CHAIR
TBD
TBD

TBD
TBD
TBD

Panel Discussion
All Session Speakers

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

Quality be Built into the Scientific and Operational Design by
QbD in a Multidisciplinary Clinical Trial

Kento Asano

Osaka University Hospital

Dialogue Using QbD Communication Sheet and Efforts to
Develop IQRMP

Ai Okazaki

Institute of Innovation

Pharmaceutical Companies’ Approach to Quality Management
in Clinical Trials

TBD

Japan Pharmaceutical Manufacturers Association (JPMA)

Panel Discussion

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

A2 Healthcare Cooperation

TRACK 4 16:30-18:00

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

The Forefront of RPA/AI Use in Pharmacovigilance

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/AI 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

Promoting the Utilization of Generative Al in the PV Domain
and Its Challenges

Toshiki Ishida, MsC, MBA

Chugai Pharmaceutical co. Ltd

Activities in CIOMS Working Group XIV (Al in PV area)
TBD
Pharmaceuticals and Medical Devices Agency (PMDA)

Panel Discussion
All Session Speakers
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TRACK 5 16:30-18:00

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

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

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
TBD
TBD

Unmet medical needs from a clinician’s perspective
Sonoko Misawa, MD (Tentative)
Graduate School of Medicine, Chiba University

Unmet medical needs from a patient’s perspective
Kazuo Hasegawa, NA (Tentative)
One Step Lung Cancer Patient Association, a non-profit organization

Methods and approaches for exploring UMN in pharmaceutical
companies

Hirotaka Kuroki, MS (Tentative)

Chugai Pharmaceutical co.,Ltd

Collecting UMN from voices using digital technologies

Akiko Nihei, PhD (Tentative)
Qlife Inc.

Panel Discussion

All Session Speakers and (Tentative)

TBD

Pharmaceuticals and Medical Devices Agency (PMDA)

TRACK 6 16:30-18:00

Related Interest Area(s): All
Level: TBD

TBD
TBD

SESSION CHAIR
TBD
TBD

TBD
TBD
TBD

Panel Discussion
All Session Speakers

18:00-18:15
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 18:15-20:15

Related Interest Area(s): ALL
Level: ALL

SESSION CHAIR
TBD
TBD

<List of Topics>
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 October.

# Committee Topic Facilitators Abstract
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TRACK 1 9:30-11:00

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

TBD

Kazuo Nakamura, PhD
CMIC Holdings

Panel Discussion

All Session Speakers and

TBD

TBD

TBD

TBD

Keita Masui

Deloitte Tohmatsu Consulting LLC
Takayuki Nakamura

OKEIOS Inc.

TRACK 2 9:30-11:00

Related Interest Area(s): COM, CDM, RA, O:Others
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
TBD
CDER, Food and Drug Administration (FDA)

TBD
TBD
Pharmaceuticals and Medical Devices Agency (PMDA)

TBD
TBD
TBD

Panel Discussion
All Session Speakers
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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.

Kenji Ibata

Takeda Pharmaceutical Company Limited
Tomokazu Handa

Janssen Pharmaceutical K.K.

TRACK 4 9:30-11:00

Related Interest Area(s): MC, RA
Level: TBD

TBD

TBD

SESSION CHAIR

TBD
TBD

TBD
TBD
TBD

Panel Discussion
All Session Speakers

TRACK 5 9:30-11:00

Related Interest Area(s): RA, PV
Level: TBD

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, patients
themselves have more opportunities to think about health and diseases.
Product Information for patients are becoming increasingly important.
In Europe and America, consideration of using generative Al and large
language models (LLM) for creating them is rapidly advancing. Utilizing
the DX technologies, provision of the Product Information for patients
has been actively discussed and it is becoming possible to actually create
them. The EMA began a pilot study of electronic product information (e-
pi) based on the international electronic common standard, and a phased
implementation is planned. FDA also began a pilot study of e-pi based on
the international electronic common standard as the next generation for
e-pi. In this session, it will be shared that the latest cases to create and
provide the Product Information for patients using the generative Al and
LLM that are actually discussed in western companies, along with the
initiatives of DX of EMA and FDAs’ product information. Also, the latest
situation of product information for patients in Japan will be discussed.
The current status, future and challenges for the electronic provision of
product information to patients in Japan will be discussed by industry-
academia-government.

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.

Panel Discussion
All Session Speakers

Orii Takao, PhD
TBD

Susumu Wakabayashi, RPh
Kyorin University Hospital

TRACK 6 9:30-11:00

Related Interest Area(s): All
Level: TBD

TBD
TBD
SESSION CHAIR

TBD
TBD

TBD
TBD
TBD

Panel Discussion



DAY 3 | TUESDAY | OCTOBER 29

All Session Speakers

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 enrollment. 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
TBD
TBD

Facilitator

Atsushi Kitamura, MS

Pfizer R&D Japan

Yu Komura

National Cancer Center Hospital East
Yuki Sasaki, MBA

Hokkaido University Hospital
Yuta Kasai, Bachelor’s degree
Astellas Pharma Inc.

Noriko lwaya

TBD

11:00-11:30

11:30-13:00

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

Initiatives in Drug Discovery, Patient and Public Engagement
in Japanese Society for Neurotherapeutics (Tentative).

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

PPIs and their International Collaboration for the Development
of Treatments for Myotonic Dystrophy (Tentative).

Masanori Takahashi, MD, PhD

Osaka University

Current Status and Initiatives for Patient and Public Engagement
from the PMDA (Tentative)

TBD

Pharmaceuticals and Medical Devices Agency (PMDA)
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Panel Discussion
All Session Speakers

TRACK 2 11:30-13:00

Related Interest Area(s): RA, OI, AC, CG
Level: Biginner/Intermediate

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

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

TBD

Toshio Fujimoto, MD
Ipark institute

TBD

Tadahisa Kagimoto, MD
Healios K.K.

TBD

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
#fgeneration of synthetic patient data #clinical
prediction model

Since the enforcement of the Next-Generation Medical Infrastructure Law
in2018, there hasbeenadiscussionregarding 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

TBD

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

All Session Speakers and

Yusuke Kawashima, BA
IGNITION POINT Inc.

TRACK 4 11:30-13:00

Related Interest Area(s): CP
Level: TBD

TBD
TBD

SESSION CHAIR
TBD
TBD

TBD
TBD
TBD

Panel Discussion
All Session Speakers
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TRACK 5 11:30-13:00

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

TBD
TBD

SESSION CHAIR
TBD
TBD

TBD
TBD
TBD

Panel Discussion
All Session Speakers

TRACK 6 11:30-13:00

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

Facing the Reality of Healthcare, How do We
Live?

The current healthcare in Japan is created through the collaboration of
all sectors: industry, government, academia, and citizens. The desires and
values vary, from wanting to deliver good medicine, to saving the patient
in front of us, to not exposing people to danger, to wanting to contribute
to the development of healthcare. Each experience shapes us today, and
we face healthcare with a mix of emotions: joy, happiness, sadness, and
pain. Understanding and acknowledging our own diversity may give us
Ikigai and help us move closer to a better future for healthcare in Japan.
In this session, we will have a dialogue beyond affiliations and positions,
with all participants. As one human being involved in healthcare, why not
think and talk about what we live for and how we live?

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

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

TBD
Yoko Kazami
Nobelpharma Co., Ltd.

TBD

Takashi Sato, MSc, PMP, CPCC
PM Orchestra TS

Panel Discussion

All Session Speakers and

Yumie Yanagihara, PhM

OTSUKA Pharmaceutical Co., Ltd.

Naoko Hagimori, PhD
Translational Research Center for Medical Innovation, Foundation for
Biomedical Research and Innovation at Kobe.

LUNCH BREAK 13:00-15:00
LUNCHEON SEMINAR 13:30-14:00
POSTER SESSIONS 14:00-15:00

TRACK 1 15:00-16:30

Related Interest Area(s): RA
Level: TBD

China Townhall
TBD

SESSION CHAIR
TBD
TBD

TBD
TBD
TBD

Panel Discussion
All Session Speakers

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 to Evaluate Treatment Effect for Rare Disease
Area

Kiichiro Toyoizumi, PhD

Janssen Pharmaceutical K.K.

New Drug Application Using 1) RWD as Natural History Control
Arm in TK2D (ultra rare disease) and 2) RWD and Literature
Data for External Comparator Arm in MG (rare disease)
Berggren Lovisa, MsC

UCB S.A.

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

Yoshihisa Yamano, MD, PhD

St. Marianna University School of Medicine

Panel Discussion

All Session Speakers and

TBD

Pharmaceuticals and Medical Devices Agency (PMDA)
Osamu Komiyama

Pfizer R&D Japan G.K.
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TRACK 3 15:00-16:30

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

Chitose Ogawa, MD

National Cancer Center Hospital

TBD

Yuji MATSUKURA, Master of Pharmaceutical Science
Ministry of Health, Labour and Welfare (MHLW)

Consideration and Future Challenges in Promoting Pediatric
Drug Development (Tentative)

TBD

Japan Pharmaceutical Manufacturers Association (JPMA)

Panel Discussion

All Session Speakers and

Hidefumi Nakamura, PhD, MD

National Center For Child Health and Development
TBD

TBD

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, iw
RAD-AR Council, Japan

Consultation on Medications During Pregnancy and
Development of a Database of Consultation Cases
Atsuko Murashima, MD, PhD

Japan Drug Information in Pregnancy Society

PV Information Generation and Inprovement of Risk
Communication Using Pregnancy Registries

Shinichi Matsuda, PhD

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

Pregnancy Information Collection Schemes and Issues in
Pharmaceutical Companies

TBD

TBD

Panel Discussion

All Session Speakers and

Haruka Iwai, BPharm

Ministry of Health, Labour and Welfare (MHLW)
Makoto Miyazaki, PhD

Pharmacovigilance Expert Committee, Drug Evaluation Committee,
Japan Pharmaceutical Manufacturers Association (JPMA)
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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-R3 (E6) -What is Required for Operations
Osamu Komiyama, BS
Pfizer R&D Japan

TBD
Hiroya Taniguchi, MD, PhD
Aichi Cancer Center Hospital

TBD
Yoshihiro Omayu, MSc
AbbVie GK
Panel Discussion
All Session Speakers and
TBD
TBD
S43 TRACK 6 15:00-16:30

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

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

TBD
Michiko Yamamoto, PhD
Graduate School of Kumamoto University

Panel Discussion

All Session Speakers and

Akira Shinohara, PhD

National Cancer Center Hospital East
TBD

TBD

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

TBD

Jun Hasegawa
m3

TBD

TBD

TBD

TBD

Hideki Ninomiya
Datack, Inc.

TBD

Tadashi Urashima
TBD

16:30-17:00
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TRACK 1 17:00-18:30

Related Interest Area(s): All
Level: TBD

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

All Session Speakers and
Haruko Yamamoto, MD, PhD
National Cerebral and Cardiovascular Center
TBD

TBD

TBD

TBD

Kazuo Nakamura, PhD

CMIC Holdings

TBD

TBD

TBD

TBD

TRACK 2 17:00-18:30

Related Interest Area(s): AC, COM, PM, O:Others
Level: Biginner/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
TBD
TBD

TBD
TBD
TBD

TBD
TBD
TBD

TBD
TBD
TBD

Panel Discussion
All Session Speakers

TRACK 3 17:00-18:30

Related Interest Area(s): All
Level: TBD

TBD
TBD

SESSION CHAIR
TBD
TBD

TBD
TBD
TBD

Panel Discussion
All Session Speakers

TRACK 4 17:00-18:30

Related Interest Area(s): Ol, AC, O:Others
Level: Biginner/Intermediate

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

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
TBD

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
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Astellas Pharma Inc.

TRACK 5 17:00-18:30

Related Interest Area(s): O:Others
Level: Biginner/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 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

Resident Health Support Initiatives Using Health Support Apps
Yoshiyuki Makino
Kanagawa Prefecture

Development of an Application for Early Detection of Side
Effects and its Effectiveness

Hideaki Takimoto

Ono Pharmaceutical, Co., Ltd

Panel Discussion
All Session Speakers

TRACK 6 17:00-18:30

Related Interest Area(s): All
Level: Biginner

Forginig Careers with ”lkigai” for the Future of
Healthcare

The healthcare field is undergoing a transformative period aimed at
realizing a society filled with “ikigai” (a sense of purpose). In this era,
how can young professionals proactively build their careers while
contributing to society with a sense of “ikigai”? This session invites
speakers engaged in digital health, preventive medicine, and support for
developing countries to share their career stories and examples of social
contributions, providing insights for career development. Furthermore,
through panel discussions, we will delve into the role of healthcare in
achieving a well-being society and individual “ikigai,” as well as explore
the qualities required of future professionals. Participants will encounter
new values and have an opportunity to reflect on their personal “ikigai”
for the future of healthcare.

SESSION CHAIR

Masaki Kawai
Janssen Pharmaceutical K.K.

TBD
Yumie Kawashima
SUIKA-ANN OFFICE CARE

TBD

Mio Tsunoda, BSc
Darajapan Inc.
TBD

Yuki Tabata
Chugai Pharmaceutical Co., LTD.

Panel Discussion

All Session Speakers and
TBD

TBD

18:30-18:45



POSTER SESSIONS

[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 KK.

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.

Poster Sessions

[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 gquantification 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.
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[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 / Teikyo Unicersity Hospital

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.

[P-1007] Towards Achieving Efficient Clinical Trials through
Electronic Health Record (EHR) to EDC Data Integration

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

Hiroshi Kamayachi
Japan Pharmaceutical Manufacturers Association (JPMA)

Co-author:

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

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.
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[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 (COASs) 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-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).

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.

[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 O (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 6 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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DIA will send participants a confirmation mail within 10 business days after receipt of their registration. Registration Fees If DIA cannot verify your
membership, you will be charged the nonmember fee. Registration fee includes refreshment breaks and reception (if applicable), and will be accepted by
e-mail(Japan@DIAglobal.org), or online.

If you wish to register as a Young Professional please use this registration form.

*Participation in the short course is free for those who have applied for JAM2024. Please see the announcement to be released at a later date for details.

1.JAM2024: Registration Fee

Please check the appropriate box, as it depends on your member category of affiliation and membership status. 10% TAX INCLUDED
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Government ¥ 38,500 [ ¥ 44,000 [] ¥ 47300 [] ¥54,450 [] ¥ 78,00 []

Academia, Medicals, Non-profit ¥18,700 [ ¥19,800 [ ¥ 21,340 [] ¥29,590 [J ¥ 49,500 []

After this time, applications cannot be submitted via the web. Please apply to DIA Japan by e-mail.

@ 1Day: Registration Fee
Note: 1-Day participants will not be able to view the on-demand streaming at a later date. Please be aware of this before registering. 10% TAX INCLUDED
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i ; ; Additional one-day fees for government/non-profit organizations and
Additional 1day price for abstract submitter, ¥ 33,000 [J | university-related/medical professionals, except for the day of the
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Government ¥15,400 [ ¥16,500 [] ¥18,920 [] ¥ 21,780 [ ¥ 31,240 []
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(MGroup Rates: Registration Fee

Register ten individuals from the same organization (including government, non profit, academia and medicals) and receive complimentary
registration for the eleventh. To take advantage of this offer, please contact Japan@DIAglobal.org for details.

(@Students: Registration Fee
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Entire Meeting ¥7150 ] may be asked to show your student ID card.
If you wish to participate, please indicate your grade in the "Job Title" field and your faculty in the
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2.Membership

If you are a non-member or your membership has lapsed and you wish to register as a member, please mark the box for the annual membership fee you wish to pay.
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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
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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)
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