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18t DIA Japan Annual Meeting 2021

“New Challenges, New Solutions*
~To Overcome Together with People All Over the World~

Program Overview

The ongoing COVID-19 pandemic has had a tremendous impact on social systems
around the world and on our lives. In the development and life cycle management of
pharmaceutical products, we are facing challenges on a global level due to a multitude
of constraints never experienced before. On the other hand, previously uncommon
tools and approaches such as telework, remote monitoring, new clinical trial models
utilizing telemedicine, and various kinds of digital transformations have proven to be
indispensable as the global pandemic has required us to shift our thinking and go back
to the drawing board. Indeed, in many areas, these new tools and techniques have
already been swiftly adopted.

In order to deal with the unprecedented global pandemic, it is vital for countries to
bolster international coordination while promoting cross-boundary cooperation
between industry, academia, and government. Agility in regulatory decision making is
required for the rapid development of drugs and vaccines. Transparency in clinical trial
protocols and in data disclosures have all become more important, as have post-market
introduction safety monitoring, information provision, and risk communication for
rapidly approved drugs and vaccines. In addition, quality standards that are often used
customarily and the methods for ensuring those standards need to be reexamined.
While this certainly poses a challenge, it may also provide us with unique opportunities
moving forward. Now is the time to take our experiences during this pandemic and apply
them toward the development of more advanced medicines and life cycle management
strategies for the benefit of patients all over the world.

At the 18th DIA Japan Annual Meeting, under the theme of “New Challenges, New
Solutions” To overcome with people all over the world together we aim to provide
opportunities for stakeholders from industry, government, academia, and patient
bodies to look back at what we have accomplished and learned during the pandemic
and engage in deeper dialogues as we move to the next stage.

Due to the COVID-19 pandemic, this year’s meeting will once again be held online
meaning participants can join from wherever they may be in the world.

The following two session formats are planned.
1Live Sessions

Live Sessions will include live presentations, and in most cases a live panel
discussion delivered at the prescribed date and time (please note certain sessions
may include some pre-recorded presentations). Sessions will be recorded and the
footage will be available to view on the event online platform for one month.

2)Pre-recorded Sessions

Pre-recorded Sessions will include presentations and in some cases panel
discussions recorded in advance of the event. Session recordings will be available
to view from the first day of the meeting and will remain on the event platform for
one month.

We look forward to your participation!

SUPPORTED by

Ministry of Health, Labour and Welfare of Japan / Pharmaceuticals

and Medical Devices Agency / Japan Agency for Medical Research and
Development (AMED) / Japan Pharmaceutical Manufacturers Association /
EFPIA Japan / PDA Japan/ Medical Excellence JAPAN(MEJ)

DIA

Drug Information Association

DIA Japan
Nihonbashi Life Science Building 6F,
2-3-11 Nihonbashihoncho, Chuo-ku, Tokyo 103-0023 Japan

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

Tel: +81.3.6214.0574 Fax: +81.3.3278.1313 Email: JapanAnnual@DIAglobal.org

October 24-26, 2021
Virtual

PROGRAM CHAIR
Stewart Geary, MD

Eisai Co., Ltd.
PROGRAM VICE-CHAIR

Rie Matsui, RPh
Pfizer R&D Japan.

PROGRAM COMMITTEE
Katsuhiko Ichimaru
Pharmaceuticals and Medical Devices
Agency (PMDA)

Kazuhiko Ishida, MS, RPh
Astellas Pharma Inc.

Tomoyuki Kakizume, PhD
Takeda Pharmaceutical Co., Ltd.
Miyuki Keneko

Pfizer R&D Japan.

Yukihiro Matsuda, MSc

PRA Health Sciences

Yukiko Nishimura, PhD, MSc
NPO ASrid

Mika Ogasawara

Pfizer R&D Japan.

Takashi Sato MSc, PMP

Kyowa Kirin Co., Ltd.

Katsuhiko Sawada, Mpharm
Otsuka Medical Devices Co., Ltd.
Kazuyuki Suzuki, MSc

Novartis Pharma K.K.

Keiko Tsumori

MSD K.K.

Nariaki Uemura

Astellas Pharma Inc.

Tadashi Urashima, PhD
GlaxoSmithKline K.K.

Koichiro Yuji, MD, Phd

The University of Tokyo
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Keiichi Inaizumi, MSc,

Pfizer R&D Japan.

Junichi Nishino, MSc, RPh
Otsuka Pharmaceutical Co., Ltd.
Hironobu Saito, PhD

Daiichi Sankyo Co., Ltd.

Junko Sato, PhD

Pharmaceuticals and Medical Devices
Agency (PMDA)

Atsushi Tsukamoto, PhD, MSc
Daiichi Sankyo Co., Ltd.
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SUN
0CT 24

9:00-9:15

""1Japanese & English Interpretation

Track 1

9:15-9:30

Related Interest Areas: Clinical Research and Clinical Strategy (CR), Regulatory Affairs (RA), Statistics (Stat), Clinical Data Management (DM), Clinical Safety and Pharmacovigilance (CP),
Clinical Inovation(Cl), Clinical Strategy(CS), Project Management (PM), Chemistry, Manufacturing and Controls (CMC), Academia (AC), Medical Affairs (MA),
Medical Information (MI), Medical Writing (MW), Medical Communication (MC), Others (O)

Track 2

9:30-9:45

9:45-10:00

10:00-10:15

10:15-10:30

10:30-10:45

KEY NOTE Session1: ALL

10:45-11:00

A New Society and Healthcare Ahead of the Digital Revolution

11:15-11:30

11:00-11:15_J1

11:30-11:45

Track 3

Track 4

11:45-12:00

12:00-12:15

11:45 -12:15 Luncheon Seminar Labcorp

11:45-12:15 Luncheon Seminar IBM Watson Health

11:45 -12:15 Luncheon Seminar MICIN.Inc

11:45 -12:15 Luncheon Seminar GlobalData

12:15-12:30

12:30-12:45

12:45-13:00

13:00-13:15

13:15-13:30

Collecting and Providing Information for Proper Use with Dlgltal
Transformation (Part 1: Collecting Safety Information)

13:30-13:45

-
Live Session 01:CP, MC, PE New Challenges for Non-Visited jfy

: ! Live Session 02: AC, RA

lUtiIization of Asian Clinical Trial Network

Live Session 03 : ALL

5 Industry Group Joint Session New Options in Clinical Trial
Operation Model DCT & Remote Utilization (Part 1)

Live Session 04 :ALL Formulation of Development Strategy
Documents and the Role of Development Strategy Planners in the
Development of Pharmaceutical Products

13:45-14:00

14:00-14:15

14:15-14:30

Live Session 05:CP, MC, PE New Challenges for Non-Visited

14:30-14:45

Collecting and Providing Information for Proper Use with Digital
Transformauon (Part 2: Providing Information for Proper Use)

14:45-15:00

i

: : Live Session 06 : AC, COM, CI, RA, Stat
U
U

: Dive into Asia!- Asian Collaboration in Clinical Trials

Live Session 07 : ALL

5 Industry Group Joint Session New Options in Clinical Trial
Operation Model DCT & Remote Utilization (Part 2)

Live Session 08 : ALL
How is Your Preparation for the New Challenges, Young Guys

15:00-15:15

15:15-15:30

15:30-15:45

15:45-16:00

09:AC,DM,COM,Stat

16:00-16:15

Practical Risk-based Approach to Data Integrity in Decentralized

16:15-16:30

Clinical Trials

'leeSessmn 10:CP. MC

'Dlgltal Transformation of Drug Information -For Utilization in
..AII Japan

Live Session11: AC,DM,COM,CI,CS,RA,Stat
Future Vision for Database Use

16:30-16:45

2 L

16:45-17:00

17:00-17:15

17:15-17:30

1:ALL

17:30-17:45

Utlllzatlon of Registry Data for Regulatory Application -

17:45-18:00

ion as External Control Arm, Post-Marketing

18:00-18:15

Efficacy Assessment -

18:15-18:30

18:30-18:45

'I.IveSesslon 12:ALL

'How should We Collaborate Together to Enhance Model-
1 Informed Drug Development?

Live Session13: PE

Let's Think Together about Patient Engagement from the
Research Stage of Drug Discovery.

A

i | Ondemand Session 01: CMC,RA

:Blg Expectation for International Harmonization by ICH Q12
| Implementation

Ondemand Session 02 : MA, PE
For Medical Affairs activities based on Patient Centricity

Student Session:ALL

Current Status of Clinical D
Lesson Learns, Solutions-

p for Depressi I

18:45-19:00

19:00-19:15

19:15-19:30

19:30-19:45

19:45-20:00

Web Networking for Young People

20:00-20:15

20:15-20:30

Track 1

Track 2

Track 3

Track 4

9:00-9:15

9:15-9:30

Live Session14 : ALL

9:30-9:45

Global Oncology Development - Aiming to Be A Game Changer

9:45-10:00

[t Live Session15: CMC, CI, CS, RA

Transformation of Regulatory

1 Accumulus Synergy
M

interaction: Challenge by

Live Session16 : COM,PE
Toward Informed Consent Form (ICF) Common Template

Live Session17 : ALL

Learning from COVID Experience: "Value created from Dialogue”
and Talking about Drug Development Program Management

10:00-10:15

10:15-10:30

10:30-10:45

P 2 ALL

10:45-11:00

11:00-11:15

Preparatlons for Unexpected Infections from the COVID- 19

11:15-11:30

demic:Rapid Develop and Supply of Vaccines and
Drugs for Patients

11:30-11:45

v
: Live Session18: ALL

h Guiding RWE Utilization for Regulatory Decision Making in US, EU
||and Japan.

Live Session19: ALL

Valued Globalization under Healthcare New Era with Complexity
and Uncertainty

Live Session20:CI, RA

MPS Development in Japan and Efforts toward Regulatory
Acceptance

11:45-12:00

12:00-12:15

12:15-12:30

12:00 -12:30 Luncheon Seminar Syneos Health

12:00 -12:30 Luncheon Seminar Parexel International Inc.

12:00 -12:30 Luncheon i did | K.K.

12:00 -12:30 Luncheon Seminar IQVIA Services Japan K.K.

12:30-12:45

12:45-13:00

13:00-13:15

13:15-13:30

13:30-13:45

Consider Information Provision from the Patient's Perspective (1)

13:45-14:00

Information Provision with a View to Health Literacy

:.LiveSession 24 :DM,COM,CI,MC,RA,Stat For Successful Launch
:lof ICH M11: Current Situation and Looking Forward of Content
i

| Management for Electronically Structured Clinical Documents
M

Live Session 23 : CI,RA

Increased Value to Patients and Healthcare Communities with
Digital Therapeutics (DTx)

Live Session22: ALL

Ways to Reduce Hurdles for Clinical Trial Participation by
Conducting Good Participatory Practice Workshop Part 1

14:00-14:15

14:15-14:30

14:30-14:45

Live 25:CMC,COM,CP,CI,CS,PE,PM,RA

14:45-15:00

East Asia Townhall

15:00-15:15

v
iLive Session 28:AC,COM,RA,Stat Issues in Handling of
"Cartagena Type 1 Use Regulations for Simultaneous International
:.Development of Gene Therapy Drugs

Live Session 27 ALL

Consider Information Provision from the Patient's Perspective (2)
Information Provision with a View to Patient Journey

Live Session 26 : ALL

Ways to Reduce Hurdles for Clinical Trial Participation by
Conducting Good Participatory Practice Workshop Part 2

15:15-15:30

15:30-15:45

15:20 - 15:35 Afternoon Seminar Oracle Health Sciences

15:20 - 15:35 Afternoon Seminar CMIC Co., Ltd.

15:45-16:00

16:00-16:15

LiveS 29:RA

16:15-16:30

Capacity Building in Asia

16:30-16:45

: Live Session 32 : AC,CP,CI,CS,MA,PE,PM,RA

! Innovative e-labeling Initiatives in the World and Discussion on
1 Next Steps for e-labeling in Japan

Live Session 31: AC, COM, CI, CS, RA, Stat
New System of Clinical Notification for Complexed Clinical Trials

Live Session 30 : COM,AC,CS,PM

Paradigm Shift of Clinical Trial Site Costs ~Effort to Address the
Diversifying Changes in Clinical Trial Design~

16:45-17:00

17:00-17:15

17:15-17:30

17:30-17:45

DIA d T:ALL

17:45-18:00

Current and Future Status of Drug Development in Japan, the

18:00-18:15

US, and Europe under COVID-19 Pandemic

18:15-18:30

: Live Session33: AC, MA, PM

[
[
II' Win-Win Collaboration between
:.Preparing SOP

M

Industries and Academia:

v
1 Ondemand Session 03 : RA,PM

'Expedlted Approval Systems to Accelerate Patient Access to
.Innovatlve Drugs in Japan and the US

Ondemand Session 04 : ALL

Cross Industorial Human Resource Development for Innovators
and Influencers

18:30-18:45

18:45-19:00

19:00-19:15

19:15-19:30

19:30-19:45

Special Chatting

19:45-20:00

20:00-20:15

9:00-9:15

Track 1

9:15-9:30

Live Session 34 : PM

9:30-9:45

Impact of COVID-19 on US Clinical Studies Conducted by Japan-

9:45-10:00

Based Pharmaceutical Companies

Track 2

| Live Session 35 : AC, CI, Other:device

'The Application of Computer Simulation to Medical Device: The
|Outcome of PMDA Science Board in the Fifth Term
e Y Ve PPV e

Track 3

Live Session 36 : AC,COM,CS,MA,MC,PE,PM,RA

Patient Engagement - Recent Practices and Future Enhancement
in Japan

Track 4

Live Session 37:AC,COM,CP,CI,CS,MC,PE,RA Paradigm Shift
towards Electronic Package Insert -Current Status and Issues
after the Revision of the Pharmaceutical Affairs Law-

10:00-10:15

10:15-10:30

10:30-10:45

10:45-11:00

DIA o .

2:ALL

11:00-11:15

Current and Future Status of Drug Development in Japan, the US,

11:15-11:30

and Europe under COVID-19 Pandemic

11:30-11:45

'lee Session 38 : AC,CP,RA

I
i
:llnltlatlves of Intelligent Automation Process in PV Activities
“Overwew and Opportunities in the Future

Live Session 39 : AC,DM,CP,CI,CS,MC,RA,Stat
Utilization method of electronic data submitted for J-NDA filing

Live Session40 :ALL
Can the Reliability of Clinical Trials be Assured Remotely?

11:45-12:00

12:00-12:15

12:15-12:30

12:00 -12:30 Luncheon Seminar Oracle Health Sciences

12:00 -12:30 Luncheon Seminar Digital Science

12:00 -12:30 Luncheon Seminar Guardant Health Japan Corp.

12:30-12:45

12:45-13:00

13:00-13:15

13:15-13:30

13:30-13:45

Data Distribution: Feasibility of EHR Data Interoperatiliby with

13:45-14:00

EDC/CDMS

! Live Session42: ALL
I Data Visualization; New Innovative Solution in Drug Development

Live Session43 : COM,PE,RA

Experience of Implementation of De-Centralized Clinical Trial in
Japan

Live Session44 : ALL
Learning from the COVID-19 Vaccine: The Ideal and Challenges in
Pharmaceutical Information Delivery

14:00-14:15

14:15-14:30

14:30-14:45

Live Session45: ALL

14:45-15:00

Risk-Based Quality Management (RBQM) in the E8 (R1) Era

15:00-15:15

L[] . N P
ijiLive Session 46 ALL Expectations and Challenges in Clinical
W Trials Incorporating Telemedicine from the Perspective of Clinical
||

iy Trial Site and Patient

Al

Live Session 47 : AC,PM,RA,Other:RiskManagement

Make the Unexpected within the Expected! Can Your
Organization Act without Hassle in the Event of an Unexpected
Crisis?(Organizational)

Live Session48: ALL

Our New Challenges and New Solutions - Discuss Our Hot Topics
for Our Future-

15:15-15:30

15:30-15:45

15:45-16:00

16:00-16:15

16:15-16:30

DIAmond Session 3: ALL

16:30-16:45

PMDA Town Hall

16:45-17:00

17:00-17:15

T
| Ondemand Session 05 : CP,MC,PE

[
it
I Embracing Digital Opportunities to Engage Publication Readers
:.including Patients

Live Session 49 : AC,COM,PE,PM,Other:RiskManagement

Change the Unexpected into the Expected ! Will Your Team
Progress without Panic When a Crisis Occurs?(Teams)

Live Session 50 : AC,COM,CI,MA,PM,RA

Transformation and Innovation in Drug Development with
Environmental Changes Induced by COVID-19

17:15-17:30

17:30-17:45

17:45-18:00

Closmg ALL
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SUNDAY, OCTOBER 24

9:00-9:30  Pre Opening

9:30-10:00 Opening

10:00-11:30  Keynote Address

11:30-11:45  Break

1M:45-12:45  Lunch Break / Luncheon Seminar
12:45- LSO1, LS02, LS03, LS04
13:45-14:00 Break

14:00- LSO5, LS06, LS07, LS08
15:00-15:30 Afternoon Seminar

15:30- LS09, LS10, LST1, Student Session
16:30-16:45 Break

16:45-18:45 Special Session 1, LS12, LS13, OS01, 0S02
18:45-19:00 Break

19:00-20:30 Young Professionals Exchange and Networking
Session

MONDAY, OCTOBER 25

9:00- LS14, LS15, LS16, LS17
10:00-10:15 Break
10:15- Special Session 2, LS18, LS19, LS20

11:45-12:00 Break
12:00-13:00 Lunch Break / Luncheon Seminar

13:00- LS21, LS22, LS23, LS24

14:00-14:15  Break

14:15- LS25, LS26, LS27, LS28

15:15-15:45  Afternoon Seminar

15:45- LS29, LS30, LS31, LS32

16:45-17:.00 Break

17:00- DIAmond Session 1, LS33, 0S03, 0S04

18:30-18:45 Break
18:45-20:15 Special Chatting Session

TUESDAY, OCTOBER 26

9:00- LS34, LS35, LS36, LS37
10:00-10:15 Break
10:15- DIAmond Session 2, LS38, LS39, LS40

11:45-12:00 Break
12:00-13:00 Lunch Break / Luncheon Seminar

13:00- LS41, LS42, LS43, LS44

14:00-14:15  Break

14:15- LS45, LS46, LS47, LS48

15:15-15:45  Afternoon Seminar

15:45- DIAmond Session 3, OS05, LS49, LS50

17:15-17:30  Break
17:30-18:00 Closing

Schedule At-A-Glance

This year’s DIA Japan Annual Meeting will be held entirely
online. Sessions will be delivered through the below formats:

1. OS (On-demand Session): On-demand sessions are those
recorded in advance and made available approximately 1 week
prior to the live event. On-demand sessions will be available to
view for approximately 2 months following the event.

2. LS (Live session): Live sessions are held entirely live with no
pre-recorded content.

The format of delivery is indicated by each session title using
the shorthand OS and LS.

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.

Private Social Function Policy

DIA does not allow hospitality functions to be held during any
DIA educational offerings, scheduled Exhibit Hall hours, or
social events. Below are the only hours that are acceptable for
hospitality functions:

Saturday, October 23
Sunday, October 24
Monday, October 25
Tuesday, October 26

All times are acceptable
Before 8:00 and after 20:30
Before 8:00 and after 20:00
Before 8:00 and after 18:30

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.

&= DIAmMmond
W SESSIONS

Conversations on Today’s Priorities

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

See page 13, 16 and 20 for more details.




DAY 1| SUNDAY | OCTOBER 24

Sunday | October 24

LIVE SESSION

PRE OPENING TrACK 1 9:00-9:30
Performance by DIA Band

TITLE:

DIA Japan ~New Challenges, New Solutions~

SPEAKER:

Junichi Nishino, MSc, RPh

Otsuka Pharmaceutical Co., Ltd.

OPENING TrAck 1 9:30-10:00

Opening Address

Hajime Saijo, PhD

Vice-President & Managing Director, DIA Japan
Barbara Lopez Kunz

President and Global Chief Executive, DIA Global
Haruko Yamamoto, MD, PhD

Chief Medical Officer, Associate Executive Director, Pharmaceuticals and
Medical Devices Agency

E. Stewart Geary, MD
Senior Vice President and CMO, Eisai Co., Ltd.

AWARD:

Outstanding Contribution to Health Award

Takuko Sawada
Director of the Board, Executive Vice President, SHIONOGI & CO., LTD.

Excellence in Service Award

Dr. Daisaku Sato, PhD

Director, Compliance and Narcotics Division, Ministry of Health, Labour
and Welfare (MHLW)

Kazuhiro Kanmuri, PhD VP
Clinical Develeopment, Ascent Development Services Inc.
Leader of Tomorrow Award

Junpei Kozaki
Clinical Operation Leader, Clinical Operations Parexel International Inc.

KEYNOTE ADDRESS

A New Society and Healthcare Ahead of the
Digital Revolution

Related Interest Area(s): ALL
Level: Beginner, Intermediate, Advanced

TrACK 1 10:00-11:30

SESSION CHAIR

Haruko Yamamoto, MD, PhD

Chief Medical Officer, Associate Executive Director, Pharmaceuticals and
Medical Devices Agency

Shift from the Greatest Happiness of the Greatest Number to the Greatest
Happiness of the Greatest Diversity. It has been difficult to individualize
from the viewpoint of efficiency until now, but it has become possible to
aim at individualization and inclusion by utilizing data and Al. Right now is
an important time to rethink what Japan should be in the future. the way
a new country should be.

Speaker

Hiroaki Miyata, PhD

Professor, School of Medicine, Department of Health Policy and
Management, Keio University

BREAK 11:30-11:45

LUNCH BREAK & LUCHEON SEMINAR  11:45-12:45

LSO1 12:45-13:45

New Challenges for Non-Visited Collecting

and Providing Information for Proper Use with
Digital Transformation (Part 1: Collecting Safety
Information)

Related Interest Area(s): CP, MC, PE
Level: Beginner, Intermediate

TrAcK 1

SESSION CHAIR

Mamoru Narukawa, PhD, RPh

Professor, Graduate School of Pharmaceutical Sciences, Kitasato
University, Japan

Healthcare providers and patients both seek diverse information in
terms of collection and provision as well as content. In recent years,
communication between pharmaceutical industries, healthcare
providers, and patients has dramatically changed, as seen in the
evolution from direct patient visits to non-contact visits or even no visits.
Active discussion and implementation of new digital technologies to
communication and information are also accelerating. Our approach to
benefit-risk communication, especially during and after the COVID-19
pandemic, is at a turning point. This session will discuss new challenges
to collecting safety information for medicines, and the future direction
of collaboration among industry, government, healthcare providers, and
academia, in this new environment. Part two of two.

Collection of Safety Information in Digital Transformation
-Current status and for the future in clinical practice-
Kazuyuki Ikeda, BS

Pharmacy Unit/Director of Pharmacy Unit, Nara Medical University
Hospital

Adverse Event Monitoring with Electronic Patient-Reported
Outcome in Oncology

Takashi Kawaguchi, PhD

Department of Practical Pharmacy, Associate Professor, Tokyo
University of Pharmacy and Life Sciences / Division of Biostatistics,
Graduate School of Medicine, Adjunct Lecturer, Tohoku University

Challenges in pharmacovigilance of COVID-19 vaccine

Kazuhiro Keitoku, BS
Director, Product Safety, Japan Drug Safety Unit, Pfizer Japan Inc.

Panel Discussion
All Session Speakers and
Toyotaka Iguchi

Risk Management Director, Office of Safety I, Pharmaceuticals and
Medical Devices Agency

LSO2 12:45-13:45

Utilizing the Asian Clinical Trial Network

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

TrRACK 2

SESSION CHAIR
Junko Sato, PhD

Director, Office of International Programs, Pharmaceuticals and Medical
Devices Agency

Utilizing clinical trial networks is one aspect of how clinical research
in Japan is paying close attention to increasing the efficiency of drug
development and evidence generation. The Government of Japan has
established and provided budget for the National Center for Global
Health and Medicine and the National Cancer Center to respectively
promote their activities in the areas of infectious diseases and oncology.
We will discuss these institutions’ achievements, current issues and
implementations, future directions, and effective use of this growing
network.

Development of Asian Clinical Trial Network (ATLAS project)
Kenichi Nakmura, MD, Ph.D.
Division Chief, Research Management Division, National Cancer Center
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Industry’s expectation to clinical trial network (Tentative)
Norio Tamura
Senior Director, Regulatory Affairs, SHIONOGI & CO., LTD.

Expectation to Clinical Trial Network

Kulkanya Chokephaibulkit

Professor of Pediatric Infectious Diseases and Director of the Siriraj
Institute, Mahidol University

Panel Discussion

All Session Speakers

LSO3 12:45-13:45

5 Industry Group Joint Session: New Options in
Clinical Trial Operation Model - DCT & Remote
Utilization (Part 1)

Related Interest Area(s): ALL
Level: Intermediate
Language: Japanese Language Only

TrACK 3

SESSION CHAIR

Hiroshi Matsuzawa, MS

Chairperson, Clinical Evaluation Expert Committee, Drug Evaluation
Committee, Japan Pharmaceutical Manufacturers Association (Astellas
Pharma Inc.)

Toshiharu Sano, MS, RPh

JOC Member, TransCelerate Japan (MSD K.K.)

Decentralized and/or remote clinical trial operations using digital
technologies are currently being discussed by major industry groups in
Japan, who are considering these operations from various viewpoints,
including Japan and overseas, patient requests, clinical trial sponsors and
sites, reliability and assurance, etc. Representatives of JPMA, PhRMA,
EFPIA, R&D Head Club, and TransCelerate will meet together in this
session to share their activities and discuss with a regulatory panelist the
evolution of drug development and future options that may be beneficial
for both patients and clinical trial sites.

R&D Head Club Snapshot Survey in 2020 - Actions for
‘COVID-19° in Member Companies -

Ai Nakamura

Performance Working Group Member, R&D Head Club (SHIONOGI &
CO., LTD.)

Modernizing Clinical Trial Conduct from Post COVID-19
Perspective
Takeshi Hashimoto, MSc

Co-Leader, Modernizing Clinical Trial Conduct, TransCelerate (Novartis
Pharma K.K.)

Foresight into DCT Implementation in Japan indicated from
DCT Trial Site Survey

Masahito Yamanaka

Taskforce Member, EFPIA (Bayer Yakuhin, Ltd.)

Consideration for Realization of Decentralized Clinical Trials in
Japan

Junichi Tanokashira, MSc

Clinical Evaluation Expert Committee, Drug Evaluation Committee,
Japan Pharmaceutical Manufacturers Association (Takeda
Pharmaceutical Company Limited)

LS04 12:45-13:45

Formulation of Development Strategy Documents
and the Role of Development Strategy Planners in
the Development of Pharmaceutical Products

Related Interest Area(s): ALL
Level: Beginner, Intermediate, Advanced
Language: Japanese Language Only

TrACK 4

Live Session

SESSION CHAIR

Shoji Sanada, PhD

Director of clinical research center, Kobe university hospital, University of
Kobe

The development path of products such as pharmaceuticals, medical
devices, and regenerative medicines, the importance of strategic
documents such as Target Product Profile and non-clinical / clinical
development plans, and the role that development strategy planners
such as program managers or project managers should play. Based on the
changes in society and the evolution of technology, we will consider each
axis of product development such as pharmaceuticals, medical devices,
and regenerative medicines. Not only project management issues such
as development team / system construction and securing resources, but
also development cases including industry-academia collaboration cases
on how to utilize strategic documents in decision-making processes
such as Go / No go decisions. Three people will introduce the concept of
strategic document planning.

Formulation of Development Strategy Documents and the
Role of Development Strategy Planners in the Development of
Pharmaceutical Products

Michiyo Ohshima

Head of Japan Portfolio and Project Management, Pfizer R&D Japan

Formulation of Development Strategy Documents for Medical
Device and the Role of Development Strategy Planners

Yuki Otsuka

Consultant / Medical Device Development Support Division, Tohoku
University Knowledge Cast Co., Ltd.

Formulation of development strategy documents for products
of regenerative medicine and the role of development
strategy planners

Kotone Matsuyama

Professor, Department of Health Policy and Management, NIPPON
MEDICAL SCHOOL

Panel Discussion

All Session Speakers and

Hisashi Koike

Review Director, Office of New Drug IV, Pharmaceuticals and Medical
Devices Agency

Yumiko Tomoyasu

Deputy Manager, Office of Promotion Coordination, Japan Agency for
Medical Research and Development

BREAK 13:45-14:00

LSOS5 TrAcK 1 14:00-15:00

New Challenges for Non-Visited Collecting and
Providing Information for Proper Use with Digital
Transformation (Part 2: Providing Information for
Proper Use)

Related Interest Area(s): CP, MC, PE
Level: Beginner, Intermediate, Advanced

SESSION CHAIR

Mamoru Narukawa, PhD, RPh

Professor, Department of Clinical Medicine (Pharmaceutical Medicine),
Graduate School of Pharmaceutical Sciences, Kitasato University, Japan

Healthcare providers and patients both seek diverse information in
terms of collection and provision as well as content. In recent years,
communication between pharmaceutical industries, healthcare
providers, and patients has dramatically changed, as seen in the
evolution from direct patient visits to non-contact visits or even no visits.
Active discussion and implementation of new digital technologies to
communication and information are also accelerating. Our approach to
benefit-risk communication, especially during and after the COVID-19
pandemic, is at a turning point. This session will discuss new challenges
to collecting safety information for medicines, and the future direction
of collaboration among industry, government, healthcare providers, and
academia, in this new environment. Part two of two.
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Future Ways of Providing Information on Safe and Effective
Use of Medicines- Initiatives and Use Cases from Europe
Juan Garcia Burgos, PhD, MD

Head of Public and Stakeholders Engagement, European Medicines
Agency

Provision and Collection of Drug Information using ICT for
Medical Staff in the Department of Drug Information
Hideo Nakada

Deputy Associate Manager, Department of Hospital Pharmacy, Keio
University Hospital

Risk Communication Utilizing DX
Tatsuya Kamiuchi

Risk Communication Department, Department Head, Chugai
Pharmaceutical Co Ltd

Panel Discussion

All Session Speakers and

Toyotaka Iguchi
Risk Management Director, Office of Safety I, Pharmaceuticals and
Medical Devices Agency

LSO6 14:00-15:00

Dive into Asia!- Asian Collaboration in Clinical
Trials

Related Interest Area(s): AC, COM, CI, RA, Stat
Level: Beginner, Intermediate, Advanced

TrRACK 2

SESSION CHAIR

Kenichi Nakamura MD, PhD
Director, Department of International Clinical Development National
Cancer Center Hospital

GDP in Japan has been stagnant for many years and Japan’s population
is expected to continue to steadily decline. At the same time, many
other Asian countries are anticipating economic growth and increased
population. Due to this racial, geographical, and psychological proximity,
establishing an Asian clinical trial network and increasing the presence
of Asia in drug development as the third pillar following the EU and US is
crucial. The Japanese government has also initiated initiatives to facilitate
regional cooperation and academia and CROs are now actively promoting
clinical trials in Asia. We will review recent examples of international
clinical trials in Asia and discuss future prospects to promote further
clinical trial collaboration among Asian countries.

Key Considerations for Clinical Development Strategy in Asia
Eguchi Tomoko, MSc
Executive Director of Global Development, intellim Holdings Corporation

Challenging Approach for Sponsored Global Trials in Asia
Shigeru Ueki, MSc
Senior Expert, Clinical Research, Zeria Pharmaceutical Co., Ltd.

Establishment of Infrastructure for Cancer Clinical
Development in Asia

Kan Yonemori. PhD, MD.

Director, Department of Medical Oncology, National Cancer Center
Hospital

Panel Discussion
All Session Speakers

LSO7 14:00-15:00

5 Industry Group Joint Session: New Options in
Clinical Trial Operation Model - DCT & Remote
Utilization (Part 2)

Related Interest Area(s): ALL
Level: Intermediate
Language: Japanese Language Only

TrACK 3

SESSION CHAIR

Hiroshi Matsuzawa, MSc

Chairperson, Clinical Evaluation Expert Committee, Drug Evaluation
Committee, Japan Pharmaceutical Manufacturers Association (Astellas
Pharma Inc.)

Toshiharu Sano

JOC Member, TransCelerate Japan (MSD K.K.)

Decentralized and/or remote clinical trial operations using digital
technologies are currently being discussed by major industry groups in
Japan, who are considering these operations from various viewpoints,
including Japan and overseas, patient requests, clinical trial sponsors and
sites, reliability and assurance, etc. Representatives of JPMA, PhRMA,
EFPIA, R&D Head Club, and TransCelerate will meet together in this
session to share their activities and discuss with a regulatory panelist the
evolution of drug development and future options that may be beneficial
for both patients and clinical trial sites.

Panel Discussion

All Session Speakers of LS-03 and

Shinichiro Hoshino, PMP, MSc

Clinical Sub-Committee, PhARMA (Eli Lilly Japan)
Hiroshi Yaginuma, MSc

Deputy Director, Pharmaceutical Evaluation Division, Ministry of
Health, Labor and Welfare (MHLW)

LSO8 TrAck 4 14:00-15:00

How is Your Preparation for the New Challenges,
Young Guys

Related Interest Area(s): ALL

Level: Beginner

Language: Japanese Language Only

SESSION CHAIR

Junichi Nishino, MSc, RPh
Otsuka Pharmaceutical Co., Ltd.
TBD

What is the important perspective in your career development?
Junichi Nishino, MSc, RPh
Otsuka Pharmaceutical Co., Ltd.

Connecting the Dots ~Challenges, Struggles, and Successes~
Shintaro Omuro
Astellas Pharma Inc.

Panel Discussion
All Session Speakers

AFTERNOON SEMINAR 15:00-15:30

LS09 TrAcK 1 15:30-16:30

Practical Risk-based Approach to Data Integrity in
Decentralized Clinical Trials

Related Interest Area(s): AC, DM, COM, Stat
Level: Beginner

SESSION CHAIR
Motohide Nishi, MBA
Japan Site Leader & VP Professional Services, Medidata Solutions K.K.

There has been much debate about the efficiencies, such as accelerated
enrollment, reduced patient burden, and improved retention, of
Decentralized Clinical Trials (DCTs). Capturing patient data from DCTs
has also been discussed a lot; however, how to manage the collected
data has been less discussed. According to the ALCOA principles, the
steps of generating, recording, processing, and using data over the
clinical development lifecycle, should be well managed, controlled, and
documented. Although data errors and the quality of individual data is
often the focus in Japan, we must also conduct risk assessment, control,
and regular monitoring to ensure data integrity of DCTs and promote
them in Japan. We will discuss data integrity best practices to support
the success of DCTs in Japan.
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Re-visit ALCOA Principles: Considering the Connection with
Integrity

Osamu Komiyama

Senior Manager, Statistical Research & Data Science, Biometrics & Data
Management, Pfizer R&D Japan

Panel Discussion

All Session Speakers and

Junichi Kawana

Pharmaceuticals and Medical Devices Agency
Mika Maeda

Senior Lecturer, Kitasato University School of Pharmacy, Graduate
School of Pharmaceutical Science

Toshiharu Sano, MS, RPh
Japan Development, Clinical Operations Area*Associate Vice
President, MSD K.K.

LS10 15:30-16:30

Digital Transformation of Drug Information for
Use Throughout Japan

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

TrRACK 2

SESSION CHAIR

Mayumi Mochizuki, PhD

Professor Emeritus, Keio University

This year, the package insert will no longer be included in the product
and will be available on the Internet. However, from the perspective of
data utilization in the digital transformation (DX) era, the true digitization
of drug information is still a long way off, and there are challenges in the
effective utilization of content from creation to provision through mutual
cooperation.

In this session, | would like to discuss based on the latest information
on the status of integration and cooperation by data structuring of drug
information.

Furthermore, from the standpoints of pharmaceutical companies,
regulators, and medical institutions, | would like to summarize the current
situation and issues for utilizing drug information in the Dx era of Japan
and deepen discussions.

Integrated use of Drug-related Information by Semantic Web
Technologies

Shuichi Kawashima, PhD

Project Associate, Database Center for Life Science

Formal Implementation of E-labeling, Current Status and
Future
Tomoko Osawa

Office Director, Office of Informatics and Management for Safety,
Pharmaceuticals and Medical Devices Agency (PMDA)

Panel Discussion

All Session Speakers and

Susumu Wakabayashi

Department of Pharmacy, Kyorin University Hospital
Hiroki Nagahama

Manager, Safety Evaluation & Risk Management Dept, GlaxoSmithKline
K.K.

LST

Future Vision for Database Use

Related Interest Area(s): AC, DM, COM, ClI, CS, RA, Stat
Level: Intermediate
Language: Japanese Language Only

TrRACK 3 15:30-16:30

SESSION CHAIR
Takashi Moriya, PhD, MBA
Evidence Generation, Director, Janssen Japan K.K

Promoting use of real-world data databases is essential for efficient drug
development and managing safety information in healthcare. However,

Student Sessions

there are few examples of effective database use in Japan, compared
to utilization in Europe and the US, because although there are many
databases in Japan, it is difficult to relate them under the same data
standards and analyze and interpret them in a large-scale cross-sectional
manner. We will discuss what types of common databases and standards
should be established among government, academia, and industry, in
new and existing medical databases, to identify efficient database use
and Japan’s national data strategy. We will also discuss how to use
existing medical data and issues (and solutions) for the future.

How Should We Integrate Medical Data in Japan? - From View
Point of Clinical Researcher -

Naoki Nakashima

Head of Medical Information Center & Professor, Kyushu University
Hospital

Expectations for Data Management and Utilization of Personal
Health Information

Suguru Nishimura

Cabinet Office

MHLW Activities on the Data-based Health Management
Initiatives

Akiko Tanaka

Research and Development Division, Ministry of Health, Labour and
Welfare (MHLW)

Panel Discussion
All Session Speakers and

Masakatsu Imoto
Pharmaceuticals and Medical Devices Agency

STUDENT SESSION 15:30-18:45

Current Status of Clinical Development for
Depression: Issues, Lessons Learned, Solutions

Related Interest Area(s): ALL
Level: Beginner, Intermediate, Advanced
Language: Japanese Language Only

TrACK 4

SESSION CHAIR

Marika Uchida

School of Pharmacy, Meiji Pharmaceutical University

Moeka Yamanoi

School of Pharmacy, Meiji Pharmaceutical University

Yuni Shimbori

School of Pharmacy, Nihon University

While the number of Japanese patients suffering from depression has
grown in recent years, their satisfaction with treatment remains low.
Although medication has greatly contributed to treating depression and
other mental disorders, and new drugs are hoped for in the future, there
are many challenges to proceeding with clinical trials for these types
of drugs and their success rates are not high. After review of present
circumstances in development of these drugs, participants will practice
planning solutions in group work and then cultivate these solutions
through discussion from various perspectives. Since this is a highly
specialized topic, participants should read the article below to overview
the contents in advance.

General and specifics of clinical trials

-Important points of interest and issues specific to the disease
area-

Tetsuo Nakabayashi

Office of Medical Informatics and Epidemiology, Division of MID-
NET®Operation and Management, Pharmaceuticals and Medical
Devices Agency

Advisors

Motoki Arakawa, Ph.D.

Junior Associate Professor, School of Pharmacy, Nihon University
Katsuhiko Ichimaru

Division of MID-NET®Operation and Management, Office of Medical
Informatics and Epidemiology, Pharmaceuticals and Medical Devices
Agency
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Hideki Maeda, Ph.D.

Professor, Department of Regulatory Science, Meiji Pharmaceutical
University

Jun Yamakami

R&D Regulatory 1, Regulatory Affairs, Sanofi K.K.

Saki Watanabe

Monitoring Group, Pfizer R&D Japan

Ryohei Sato, MA

Department of Clinical Research and Development, Otsuka
Pharmaceutical Co., Ltd.

Minami Mori
Research & Development Solutions, IQVIA Services Japan K.K.

BREAK 16:30-16:45

SPECIAL SESSION 1 16:45-18:45

Utilization of registry data for regulatory
application - implementation as external control
arm, post-marketing efficacy assessment -

Related Interest Area(s): ALL
Level: Beginner

TrAck 1

SESSION CHAIR

Hideki Oi, B.Pharma

National Center of Neurology and Psychiatry

Hideharu Yamamoto, PhD

Biostatistics Deputy Dept Manager/Biometrics Dept, Chugai
Pharmaceutical Co., Ltd

In recent years, utilization of real world data in the development of
medical drugs, medical devices, and regenerative medical products have
become increasingly active globally. In Japan, efforts to utilize registry
data for regulatory applications are steadily progressing; this includes the
release of the “Basic principle for utilization of registry data for regulatory
submission” and “Points to consider for ensuring the data reliability” by
the PMDA (March 2021), and the creation of recommendations for patient
registry holders by AMED research projects.

In this session, we will discuss the current state, challenges, and future
direction of the utilization of patient registry data under regulatory
application from the perspectives of industry, government, and
academia, including examples from the practical standpoint of actual
registry operation and management.

Utilization of Registry Data for Regulatory Application:
PMDA’s Activities

Yuki Ando, PhD, PHARMA

Pharmaceuticals and Medical Devices Agency

Current status and discussion of an AMED research project of
issues for utilization of patient registry

Taro Shibata, MSc

Chief, Biostatistics Division, Center for Research Administration and
Support, National Cancer Center

Utilization of Registry Data for Regulatory Application
~Focusing on the Activities of National Center of Neurology
and Psychiatry~

Hideki Oi, B.Pharma

National Center of Neurology and Psychiatry

Drug Development for Rare Cancer Subtype based on SCRUM-
Japan Registry

Yoshiaki Nakamura, MD, PhD

Translational Research Support Section/Department of
Gastrointestinal Oncology, National Cancer Center Hospital East

Points to Consider in Using RWD as External Control to
Support Regulatory Submission - Lessons Learned from
Recent Examples -

Nobushige Matsuoka, PhD

Manager/Biometrics & Data Management, Pfizer R&D Japan

Panel Discussion
All Session Speakers

LS12 16:45-17:45

How Should We Collaborate to Enhance Model-
Informed Drug Development?

Related Interest Area(s): ALL
Level: Beginner, Intermediate, Advanced

TrRACK 2

SESSION CHAIR

Atsushi Tsukamoto, PhD, MSc

Vice President, Development Regulatory Affairs, Daiichi Sankyo Co., Ltd.
Model-Informed Drug Development (MIDD) makes full use of modeling
and simulation based on the latest scientific knowledge and data
accumulated during drug development. MIDD offers the potential
advantages of quicker and more appropriate dose selection, optimizing
clinical trial and even avoiding the conduct of a trial altogether, and is a
hot topic for improving productivity in drug development. We will discuss
the current state and future opportunities for MIDD, focused on effective
collaboration across relevant functional colleagues (statistician, clinician,
etc.) to further enhance its benefits.

Implementation of MIDD Collaboration in Drug Development
and Future Perspective

Takayo Ueno, PhD

Clinical Pharmacology Strategy, Bristol Myers Squibb

How Can We Collaborate in MIDD? - from Clinical and
Statistical Perspective

Norisuke Kawai, PhD

Senior Director, Biometrics & Data Management, Pfizer R&D Japan

Current Status of MIDD Utilization and activities of PMDA
Daisuke Iwata

Office of Advanced Evaluation with Electronic Data, Pharmaceuticals
and Medical Devices Agency

Panel Discussion

All Session Speakers and

Mutual Intelligibility - from PMx and Clinical Pharmacology
Perspective

Shinichi Tsuchiwata, MSc
Manager, Clinical Pharmacology, Pfizer R&D Japan

LS13 16:45-17:45

Let’s think together about Patient Engagement
from the research stage of drug discovery

Related Interest Area(s): PE
Level: Beginner
Language: Japanese Language Only

TrRACK 3

SESSION CHAIR
Naomi Sakurai
President, Cancer Solutions co, LTD

While activities to incorporate opinions of patients into the clinical
development of pharmaceuticals have become popular, there are little
activities in the early stages of drug discovery. We have created a “Patient
Engagement (PE) Guidebook from Research Phase in Drug Discovery”
and began attempting to promote PEs from the research stage. When
we heard the opinions of patients during the guidebook preparation, we
have seen the challenges faced by PEs undertaken by companies. In this
session, let’s start by sharing how PE activities conducted by companies
are seen from patients/academia perspectives and talk about how we
can achieve more satisfaction from both patients and companies, what
is needed to implement PE from the research stage, and think about the
future of PE together with industry, government, patients and academia!
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On-Demand Sessions

Introduction of “Patient Engagement Guidebook from
Research Phase in Drug Discovery”
Fumihiko Okada, Ph.D.

Associate Director/Development Regulatory Affairs Department,
Daiichi Sankyo, Co., Ltd.

What we noticed through creating a guidebook
Rie Kunisada

Associate Director, Research Strategy & Operations, Takeda
Pharmaceutical Co., Ltd.

Panel Discussion
All Session Speakers and
Kaori Mutoh

Professor/Department of Public Policy, The Institute of Medical
Science, University of Tokyo

Yuichi Yoshikawa
President, Japan Patients Association

0SO01 TrRACK 2 17:45-18:45

Big Expectation for International Harmonization
by ICH Q12 Implementation

Related Interest Area(s): CMC, RA
Level: Intermediate

SESSION CHAIR

Takayuki Imaeda

Head of Regulatory Affairs, Pfizer R&D Japan

Although it has been 30 years since ICH initiated activities and multiple
ICH guidelines for CMC have beenissued and implemented in each region,
there are discrepancies in interpretation, implementation, and regulators’
views on these guidelines between regions. ICH Q Quartet (Q8-Q11) has
promoted product development and quality assurance based on the
latest scientific and risk-based approaches, with the aim of allowing
for more flexible regulations on post-approval changes. Using data
and examples collected by the IQ Consortium, we will discuss different
regulatory interpretations and implementations of control strategies, and
opportunities for global harmonization in the framework of ICH Q12.

Control Strategy Harmonization Data and Importance of ICHQ12
Timothy Watson, PhD
Vice-Chair & Executive Director, GCMC, 1Q Consortium & Pfizer

Comparison of Post-Approval CMC Regulatory Framework of
Japan with Those of US and EU
Hatsuki Asahara, Ph.D. R.Ph

Director, Department Head, New Drug Regulatory Affairs,
GlaxoSmithKline K.K.

Panel Discussion
All Session Speakers

0S02 TrACK 3 17:45-18:45
For Medical Affairs activities based on Patient
Centricity

Related Interest Area(s): MA, PE
Level: Beginner
Language: Japanese Language Only

SESSION CHAIR
Yoshiyuki Sugimoto
Scientific Advisor, Abbvie GK

Measurement of QOL by ePRO and Evidence Generation
Kyoko Imamura
Tokyo University

Shared Decision Making (SDM) -Genesis and Future of EBM-
Takeo Nakayama
Kyoto University

Contents Related to Druglinformation that Patients Want to
Know

Kazuo Hasegawa

Panel Discussion
All Session Speakers

BREAK 18:45-19:00
YOUNG PROFESSIONALS EXCHANGE
AND NETWORKING SESSION 19:00-20:30

SAVE THE DATE

19t" DIA Japan
Annual Meeting 2022

October 9-11, 2022
Tokyo Big Sight | Ariake
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Monday | October 25

LIVE SESSION
LS14 9:00-10:00

Global Oncology Development - Aiming to Be A
Game Change

Related Interest Area(s): ALL
Level: Intermediate

TrAck 1

SESSION CHAIR

Hironobu Saito, PhD

Corporate Officer Head of Medical Affairs Division, DaiichiSankyo Co., Ltd.
DIA Japan’s Global Oncology Development Workshops were held in 2020
and 2021, and discussed global phase Ttrials, new modalities, rare diseases,
clinical trial models, and Japan’s contribution to global development, all
from local and global perspectives. We will review these discussions to
examine current issues and future perspectives in oncology development
from the operational and strategic perspectives, including digitization of
clinical trials and other relatively recent new topics.

Global Case of the Decentralized Clinical Trials in Oncology
Kenta Kachi
Vice President, 3H Clinical Trial Inc.

Panel Discussion
Session Speaker and
Noboru Yamamoto, MD. Ph.D.

Deputy Director, Chief, Experimental Therapeutics, National Cancer
Center Hospital

Toshihiko Doi, MD. Ph.D.

Deputy Director, Chief, Experimental Therapeutics, National Cancer
Center Hospital East

Kazuhiko Mori

Senior Managing Director, Japan Pharmaceutical Manufacturers
Association

Toshiko Ishibashi, Ph.D.

Assistant Director, Oncology Medical Science Department,
DaiichiSankyo Co., Ltd.

Eri Sekine
Region Head Trial Monitoring Japan, Novartis Pharma K.K.

LS15 TrACK 2 9:00-10:00

Transformation of Regulatory interaction:
Challenge by Accumulus Synergy
Related Interest Area(s): CMC, CI, CS, RA

Level: Intermediate
Language: Japanese Language Only

SESSION CHAIR

Takayuki Imaeda
Pfizer R&D Japan

Transformation of Regulatory Interaction: Challenge by
Accumulus Synergy

Francisco Nogueira

Chief Executive Officer, Accumulus Synergy

Dominique Lagrave

Regulatory Strategic Innovation Leader, Global Regulatory Affairs,
Amgen Inc., on behalf of Parallel Review subgroup, Accumlus Synergy
Michael Abernathy

Executive Director, Global Regulatory Affairs, Amgen Inc., on behalf of
CMC subgroup, Accumulus Synergy

Panel Discussion

All Session Speakers and

Shinobu Uzu

Pharmaceuticals and Medical Devices Agency

Eisuke Nozawa

Vice President, Regulatory Affairs, Astellas Pharma Inc.

LS16 TrACK 3 9:00-10:00
Toward Informed Consent Form (ICF) Common
Template

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

SESSION CHAIR

Manabu Mitobe, PhD

Manager, Clinical Development, R&D Head Club Working Group2 / Eli Lilly
Japan K.K.

With the complexity of clinical trials and the growing awareness of Patient
Engagement, efforts are being made in each aspect, such as the patient’s
perspective and the response to new regulations, in order to improve the
Informed Consent Form (ICF).

However, there are a variety of templates for each sponsors or medical
institution, and the significance of the efforts can be impaired by
replacing them, and even participants in the same trial may experience
differences in information received by medical institutions. Also, it takes
a huge amount of time, and there is also concern that the quality will
decline, such as a lack of information.

In this session, we would like to discuss the issues that have been
identified from the survey of sites and sponsors, and the feasibility of
the ICF Common Template in Japan as one solution, with a view of the
patients.

Actual State of the Informed Consent Template in Japan - the
results of the survey -

Yoko Kurose

Senior Manager, Monitoring Group, Pfizer R&D Japan

Toward ICF Common Template ~from an Institution’s
Perspective~

Yukiko Enomoto

Clinical Research Center, Nihon University Itabashi Hospital

Panel Discussion

All Session Speakers and

Yukiko Maruyama

Manager, Center for Clinical Trials, Clinical Research &Development
Division, Japan Medical Association

TBD

LS17 TrACK 4 9:00-10:00

Learning from COVID Experience: “Value
created from Dialogue” and Talking about Drug
Development Program Management

Related Interest Area(s): ALL
Level: Beginner, Intermediate, Advanced

SESSION CHAIR
Koji Iwasaki, Ph.D.
Professor, Academic Clinical Research Center, Osaka University Hospital

COVID-19 preveilance changed our style of life and it becomes much easier
to talk to people who is physically remote location via web technology.
During this experience, we intentiolly create an opportunities for “small
talk”, “chatting” and “dialogue”, since it is important for our relationship.

In this session we focus on “dialogue”, which is different from discussion
which requires conclusion, infomation exchanges, etc., and also pay close
attention to “value” from dialogue, and try to describe management in
VUCA period from communication and value management points of
view, using Program Management Theory. Furthermore, since people’s
way of working has been changed, people’s value, motivation and
passion are becoming diverse. In this session, we will try to deepen our
thought together, in order to understand future ideal state of program
management theory, so that we can continue to contribute to patients
through delivering new drug and therapies.

Atsushi Tsukamoto, Ph.D.
Vice President, New Drug Regulatory Affairs Department, Daiichi
Sankyo Co., Ltd.
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Koji Iwasaki, Ph.D.
Professor, Academic Clinical Research Center, Osaka University Hospital

Panel Discussion
All Session Speakers

BREAK 10:00-10:15

SPECIAL SESSION 2 10:15-11:45

Preparations for Unexpected Infections from the
COVID-19 Pandemic: Rapid Development and
Supply of Vaccines and Drugs for Patients

Related Interest Area(s): ALL
Level: Beginner, Intermediate, Advanced

TrAck 1

SESSION CHAIR

Akiko lkeda, RPh

Regulatory Development Department, Associate Director, Janssen
Pharmaceutical K.K.

Mari Ariyasu

Head of Project Management 4, Senior Director, Shionogi & CO., LTD.
Since the declaration of COVID-19 pandemic, the development of vaccines
and drugs has started worldwide. The rapid development of vaccines
become successful and Japan achieved the early onset of vaccination
after the special approval in February 2021. However, many issues have
been identified through the process. On the other hand, efficacious drugs
have not been developed yet. A pandemic of an infectious disease with
no countermeasure of prevention or treatment is an unpredictable threat,
and it is important to prepare for it from normal time. In this session, we
will summarize the issues raised from COVID-19 experiences to establish
a system for the rapid development and supply of vaccines and drugs,
most fundamental countermeasures, and discuss how to prepare for the
threat of unpredictable infectious diseases in normal times, taking into
account the lessons learned from pandemic ful and AMR.

What’s We Learned from COVID-19, What’s We need for the
Future

Kazuhiro Tateda, PhD, MD

Professor, Department of Microbiology and Infectious Diseases, Toho
University

Development Overview of Comirnaty
Noriko Morikubo

Regulatory Strategy Group2, Japan Regulatory Portfolio Lead, Pfizer
R&D Japan

RONAPREVE® Development
Satoshi Aida

Oncology Lifecycle Management Dept. / Ronapreve Lifecycle Leader,
Chugai Pharmaceutical

Panel Discussion
All Session Speakers and
Fumi Yamamoto

Councilor for Pharmaceutical Affairs, Ministry of Health, Labour and
Welfare (MHLW)

Kazuhiko Mori
Director General, Japan Pharmaceutical Manufacturers Association

Norio Ohmagari
Director, Disease Control and Prevention Center, AMR Clinical
Reference Center

LS18 10:15-11:15

Guiding RWE Utilization for Regulatory Decision
Making in US, EU, and Japan

Related Interest Area(s): ALL
Level: Beginner, Intermediate

TrRACK 2

SESSION CHAIR
Yoshiaki Uyama
Pharmaceuticals and Medical Devices Agency

Live Session

Real-world data (RWD) has created various forms of real-world evidence
(RWE) in the global healthcare product lifecycle and is now being used
for making regulatory decisions regarding efficacy and safety. At present,
regulatory requirements for the utilization of RWD and RWE are not
always clear, although related guidances are being considered in Europe
and the US and the CIOMS Working Group XllI is also addressing this
topic. Regulators from the EU, Japan and the US will present strategies
and steps for using RWD and RWE in making regulatory decisions, and
preview future directions to help industry and academia generate useful
RWD/RWE fit for regulatory purposes.

Toward ICF Common Template ~from a Institution’s Perspective~
Gerald J. Dal Pan

Director, Office of Surveillance and Epidemiology, Center for Drug
Evaluation and Research, Food and Drug Administration

EMA'’s Concept of Regulatory Decision -Making using RWE-
When and How to Use it
Gianmario Candore

Data Scientist in the Tasks Force Data Analytics and Methods,
European Medicines Agency

PMDA Perspective in Utilizing RWD/RWE for Regulatory
Decision making throughout a Drug Life Cycle.

Yoshiaki Uyama

Pharmaceuticals and Medical Devices Agency

Panel Discussion
All Session Speakers

LS19 10:15-11:15

Valued Globalization under Healthcare New Era
with Complexity and Uncertainty

Related Interest Area(s): ALL
Level: Intermediate, Advanced
Language: Japanese Language Only

TrRACK 3

SESSION CHAIR

Atsushi Tsukamoto, Ph.D.

Vice President, New Drug Regulatory Affairs, Daiichi Sankyo Co., Ltd.

The wave of overseas development that was once pushed actively has
run its course, and the significance of globalization is once again being
questioned. Furthermore, COVID-19 has drastically changed behavior
pattern around the world. While many things can be solved remotely and
become more convenient, the opportunities for people to communicate
with each other in real life are significantly decreasing. In such an
increasingly uncertain and complex VUCA era, it is important to survive
in a diverse environment and establish a cross-cultural identity in order
to adapt a world changing with an astonishing speed. In this session, we
will discuss the significance of globalization in the healthcare new era,
what mindset and skills are required, and how we should reflect them in
our daily work and life.

Case Studyl. Lessons Learned and Awareness from
Experiences of Overseas Posting

Daisuke Tasaki

Manager, Global Development Department, Teijin Pharma Limited

Case Study?2. Effective Collaboration Work with Global
Stakeholder -Performing Leadership Among Multinational
Conflict-

Satoshi Suzuki

Manager, Japan Portfolio & Project Management, Pfizer R&D Japan

Panel Discussion
All Session Speakers

LS20 10:15-11:15

MPS Development in Japan and Efforts toward
Regulatory Acceptance

Related Interest Area(s): Cl, RA
Level: Intermediate
Language: Japanese Language Only

TrACK 4
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SESSION CHAIR

Hitoshi Naraoka, PhD, MBA

Director, Research & Development dept., Stem Cell Evaluation Technology
Research Association

MPS (Microphysiological Systems) are cell culture devices that reproduce
the biological environmentinin vitro microspaces. Employing human cells
in MPS is expected to improve predictability of safety and drug efficacy
evaluation, which are difficult to achieve with animal experiments alone
in the evaluation of new modality drugs, as well as conventional drugs.
MPS have already begun to be introduced in the authority and Pharma
in Europe and the United States as novel evaluation methods that bridge
the non-clinical and clinical stages of drug development. In this session,
we would like to report the progresses of the AMED-MPS project, which is
leading the development of MPS in Japan, and discuss the current status
of domestic development, its application to future drug development,
and the path to administrative acceptance.

Current Status of MPS Development and its International
Extention

Yasuyuki Sakai, PhD

Professor, Graduate School of Engineering, University of Tokyo

Efforts in the AMED-MPS Project Toward Regulatroy
Acceptance of MPS Technology

Seiichi Ishida, PhD

Professor, Divison of Applied Life Science/Guest researcher, Sojo
University/National Institute of Health Sciences

Panel Discussion

All Session Speakers and

Yuzuru Ito

Professor, Faculty of Life and Environmental sciences/Deputy General
Manager/Guest Life Science Business Department, University of
Tsukuba/Chiyoda Corporation

BREAK 11:45-12:00
LUNCH BREAK & LUCHEON SEMINAR 12:00-13:00
LS21 TrAck 1 13:00-14:00

Consider Information Provision from the Patient’s
Perspective (1) Information Provision with a View
to Health Literacy

Related Interest Area(s): ALL
Level: Beginner, Intermediate, Advanced

SESSION CHAIR

Michiko Yamamoto

As a pharmaceutical company, we have been providing information to
patients, but we need to go back to the basics once again and think
whether it really meets the needs of patients. Also, it is not uncommon
to see the terms “health literacy” and” patient journey ” in various places,
and will become important in providing information to patients in the
future. In clinical practice, it is obvious that patients’ health literacy has
various influences on how to take medicines and self-care. In this session,
we will share the efforts being made in Europe and the US where health
literacy is being discussed, dig deep into the information that patients
really need, and discuss the problems of health literacy in the medical
field and health literacy being addressed by healthcare professionals.

Blazing New Trails in Health Literacy
Annlouise R Assaf
Senior Director, Patient Health Activation Expert, Pfizer Inc.

Medical Information Differing from the Actual Situation ~
Problems in Patient Guidance and Proposed Improvements ~
Masaru Sasajima

PFERCOS Co.

Provision of Information to Patients ~ From the Standpoint of
Experiencing Cancer ~
Toru Kishida

Panel Discussion
All Session Speakers

LS22 13:00-14:00

Ways to Reduce Hurdles for Clinical Trial
Participation by Conducting Good Participatory
Practice Workshop Part 1

Related Interest Area(s): ALL
Level: Intermediate

TrRACK 2

SESSION CHAIR

Junko Sato, PhD

Office Director, Office of International Cooperation, Pharmaceuticals and
Medical Devices Agency

The spread of COVID-19 has resulted in more opportunities to encounter
the term “clinical trial” in public. On the other hand, many challenges
remain with regard to understanding and participating in clinical trials.
The Good Participatory Practice Guidelines (GPP) is a global guideline
that describes the appropriate relationships and communication among
stakeholders in clinical trials. In 2016, WHO published GPP for clinical
trials for infections that have no available treatment. In this session,
we will learn about the need for GPP in clinical trials, the impact it has,
and the guiding principles for communication among stakeholders. In
addition, we will look into ways to improve participation in clinical trials
in the panel discussion.

Good Participatory Practice Enhances Drug Development

Tatsuo liyama, MD
Director, Department of International Trial (DIT), National Center for
Global Health and Medicine

Efforts to Improve Hurdles to Participation in Clinical Trials

Takayuki Imaeda, PhD
Senior Director, Regulatory Affairs, Pfizer R&D Japan

Panel Discussion

All Session Speakers and

lkuko Yamaguchi
President, NPO COML

LS23 13:00-14:00

Increased value to patients and healthcare
communities with Digital Therapeutics (DTx)

Related Interest Area(s): Cl, RA
Level: Intermediate
Language: Japanese Language Only

TrRACK 3

SESSION CHAIR
Kensuke Ishii, Ph.D.

Office Director of Office of Medical Devices |, Pharmaceuticals and Medical
Devices Agency

In recent years, there is higher interest and expectation in digital health
with the increased amount of biological information and data, and
development of Al and data analytics leading to discovery of new medical
and biological findings. In Japan, in 2020, the Ministry of Health, Labor
and Welfare announced theDASH for SaMD (Digital Transformation
Action Strategies in Healthcare for Software as a Medical Device) to
promote development of SaMD.

In this session, we will pick up Digital Therapeutics (DTx) among SaMD
and learn key points in latest regulations, development, reimbursement,
and promotion in Japan, and listen to the impression and feedback from
physicians and pharmacists toward DTx. Through such introduction from
each speaker and discussion with the panelists, we would like to discuss
what value DTx can bring to patients and healthcare communities in
Japan.

Considerations on DTx Development in Japan Based on Our
Experience

Satoshi Nozoe, MSc

Chief Operating Officer, Save Medical Corporation
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What Kinds of DTx Have Higher Needs in the Clinical Setting in
Japan from Physician’s Viewpoint?

Naoki Sakane, MD, Ph.D.

Division Head of Preventive Medicine, Clinical Research Institute,
National Hospital Organization Kyoto Medical Center

Involvement of Pharmacists in Digital Therapeutics (DTx)
Daiki Watanabe, RPh
Executive Director, Japan Pharmaceutical Association

Panel Discussion
All Session Speakers and
Kentaro Kato, Ph.D.

Reviewer of Office of Software as Medical Devices, Pharmaceuticals
and Medical Devices Agency (PMDA)

LS24 TrAck 4 13:00-14:00

For Successful Launch of ICH M11: Current
Situation and Looking Forward of Content
Management for Electronically Structured Clinical
Documents

Related Interest Area(s): DM, COM, CI, MC, RA, Stat

Level: Intermediate
Language: Japanese Language Only

SESSION CHAIR

Hiroshi Matsuzawa

ICH M11 Expert Working Group Member, Astellas Pharma Inc.

ICH MT1 Clinical electronic Structured Harmonised Protocol (CeSHarP)
intends to harmonize and structuralize the entrance of clinical studies,
i.e. protocols. That will make it easier to reuse electronically the contents
of protocols for a series of subsequent documents for new drug
approval review and post marketing use, which is believed to contribute
significantly to appropriate use of new drugs as well as earlier delivery
to patients. In preparation for truly benefiting from ICH M11 immediately
after it’s launch in the future, this session will provide you with the cases
of using tools for content reuse which is closely relevant to the concept
of ICH M11. It will also introduce the concept of Lean Writing which has
been drawing increasing attention as a strategy to make content reuse
efficiently.

Overview of ‘Lean Writing’ and Efficient Document Creation
Takahiro Fukuhara
Medical Writing, MSD KK

Current Status and Issue of Structured Content Management
Platform

Hajime Osawa

Biometrics dept. Medical Writing 1G, Chugai Pharmaceutical Co., Ltd.

Panel Discussion
All Session Speakers and
Ken Sakushima

Pharmaceuticals and Medical Devices Agency (PMDA)
TBD

BREAK 14:00-14:15

LS25

East Asia Townhall

Related Interest Area(s): CMC, COM, CP, CI, CS, PE, PM, RA
Level: Intermediate

TrACK 1 14:15-15:15

SESSION CHAIR

Ling Su, PhD

As members of ICH, Japan, China, and Korea play animportant role in drug
development and lifecycle management in Asia. As drug development
opportunities in the region continue to increase, regulatory authorities in
East Asia-PMDA (Japan), MFDS (Korea), and NMPA (China)-will deliver
updates on regulations and initiatives regarding new drug approval
review and patient engagement in their jurisdictions and share each

country’s action plans for pharmaceutical products. We will also discuss
opportunities to build a cooperative system for future drug development
in Asia.

Regulatory Update in Japan ~Measures Against COVID-19~

Nobumasa Nakashima, PhD

Pharmaceuticals and Medical Devices Agency

Patient-Centric Innovative Drug Development and Scientific
Regulation in China

Zhimin Yang, MD

The Director of Clinical Chemical Drug Department I, National Medical
Products Administration (NMPA)

Access to Innovative Medicines in Korea

So Hee Kim, PhD

Director, Bioequivalence Evaluation Division, National Institute of Food
and Drug Safety Evaluation, Ministry of Food & Drug Safety

Panel Discussion

All Session Speakers

LS26

Ways to Reduce Hurdles for Clinical Trial
Participation by Conducting Good Participatory
Practice Workshop Part 2

Related Interest Area(s): ALL
Level: Intermediate

TrACK 2 14:15-15:15

SESSION CHAIR

Yukiko Nishimura, PhD

NPO ASrid

The spread of COVID-19 has resulted in more opportunities to encounter
the term “clinical trial” in public. On the other hand, many challenges
remain with regard to understanding and participating in clinical trials.
The Good Participatory Practice Guidelines (GPP) is a global guideline
that describes the appropriate relationships and communication among
stakeholders in clinical trials. In 2016, WHO published GPP for clinical
trials for infections that have no available treatment. In this session, we
will hold group discussions on what we can do to reduce hurdles in clinical
trial participation. Then, we will summarize the actions to be taken and
use them as reference for the preparation of measures to reduce clinical
trial hurdles in Japan.

Summary of part 1 session

Atsushi Kitamura, MS
Director, Clinical Development Quality, Pfizer R&D Japan

Panel Discussion

All Session Speakers and
Shun Emoto

NPO ASrid

Kimie Sakurai

Vice Chair, NPO GISTERS

LS27

Consider Information Provision from the Patient’s
Perspective (2) Information Provision with a View
to Patient Journey

Related Interest Area(s): ALL
Level: Beginner, Intermediate, Advanced
Language: Japanese Language Only

TrRACK 3 14:15-15:15

SESSION CHAIR

Yoichi Ishikawa

Professor, Department of Pediatric Medication, Meiji Pharmaceutical
University

Understanding the Patient journey (PJ) is ultimately the first important
step towards better treatment outcomes. In this session, while confirming
the PJ in Japan, patients will be asked to share what information is
needed and how timing is the best for the patient. Then, PMDA and
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pharmaceutical companies, which are actually preparing information for
patients, will discuss to provide innovative information to patients. In the
panel discussion, we will consider providing information provision with a
view to the patient.

In addition, the lecturer in (1) and (2) will discuss with patients,
pharmacists, PMDA, and pharmaceutical companies how and when
information should be provided in the future in line with the needs of
patients.

“Co-Creation” with Retail Pharmacists in a Pharmaceutical
Company - Patient Guidance Support Website -

Sofue Yamamoto

Eli Lilly Japan K.K.

“PMDA’s Patient Participation Activities”
Maki Sato
Pharmaceuticals and Medical Devices Agency

Considering the Provision of Necessary Information from the
Perspective of Patient Journey

Orie Yamashita

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

Panel Discussion

All Session Speakers

LS28

Issues in Handling of Cartagena Type 1 Use
Regulations for Simultaneous International
Development of Gene Therapy Drugs

Related Interest Area(s): AC, COM, RA, Stat
Level: Beginner
Language: Japanese Language Only

TrACK 4 14:15-15:15

SESSION CHAIR

Masafumi Onodera, MD

Director, Center of Gene Cell Therapy Promotion, National Center for Child
Health and Development

For the application for approval, we have established a framework for
face-to-face consultation, and are making efforts to simplify the approval
predictability and review process. Is there any way to make efforts to
conduct clinical trials of new drugs without falling behind overseas? Also,
can we make the change procedure more efficient when new findings are
obtained?

In response to these issues, we will confirm the opinions of the regulatory
authorities based on the problems faced by companies, and discuss what
can be done as future operational improvement based on the feasibility
in the panel discussion.

Regulatory Authority’s Approach to Cartagena Type 1 Use
Regulations Change Management and Future Issues

Akira Sakurai, PhD

Senior scientist for biopharmaceutical quality, Pharmaceuticals and
Medical Devices Agency

Issues in Handling of Cartagena Type 1 Use Regulations for
Simultaneous Global Development of Gene Therapy Drugs
-From the Company’s Perspective-

Toshiyuki Nagao, PhD

Director, Regulatory Strategy & Liaison, Regulatory Affairs Area, MSD
K.K.

Panel Discussion
All Session Speakers

AFTERNOON SEMINAR 15:15-15:45

LS29

Building Capacity Building in Asia
Related Interest Area(s): RA
Level: Intermediate

TrACK 1 15:45-16:45

SESSION CHAIR
Junko Sato, Ph.D.

Office Director, Office of International Programs, Pharmaceuticals and
Medical Devices Agency

To promote patient access to innovative medical products, some actions
were taken. The Grand Design for Asian Pharmaceutical and Medical
Devices Regulatory Harmonization developed by The Headquarters
for Healthcare Policy of Japan is an example. In Japan, PMDA provides
training seminars to Asian regulators and academia also promotes
infrastructures of clinical trial in Asia.

PMDA, Academia will share achievements and challenges, and Asian
regulator will talk latest circumstance and future expectations in Asia.
Based on the presentations, speakers and participants will discuss future
directions on the patients access as one Asia.

PMDA Capacity Building Initiatives

Kanae Ohara

Office of International Programs, Pharmaceuticals and Medical Devices
Agency

Capacity Building in Asia A Case Example of Academia

Mieko Hamana

Office of International Clinical Trials, National Center for Global Health
and Medicine

Panel Discussion

All Session Speakers

LS30 15:45-16:45

Paradigm Shift of Clinical Trial Site Costs ~Effort
to Address the Diversifying Changes in Clinical
Trial Design~

Related Interest Area(s): COM, AC, CS, PM
Level: Intermediate
Language: Japanese Language Only

TRACK 2

SESSION CHAIR

Kenji Udo

Group Lead of Clinical Operations, Pfizer R&D Japan

In recent years, the Fair Market Value (FMV) concept has sought to
ensure “appropriateness” and “transparency” of clinical trial site costs.
As the complexity and diversification of clinical trial design is expected
to increase in the future, it may soon become quite difficult to use
existing (point-based) methods of appropriately and transparently
estimating these costs. It will be important for study sponsors and sites
to implement FMV benchmark-based costs in this future. We will discuss
the challenges (and solutions) to introducing benchmark costs based
on a case study from industry, government, and academia, and hope to
promote introduction of benchmark costs in Japan.

Clinical Trial Cost Optimization In Light Of Transparency - How
is the progress of Benchmark Based Cost rolling-out in Japan? -
Toshiyuki Okada, MS

Team Leader, Clinical Operation and Innovation Group, Astellas
Pharma Inc.

The Appropriateness and Transparency of Japan Clinical Study
Costs ~Pfizer case study~

Keiichi Inaizumi, MP

Clinical Project Management Group/ Japan Clinical Project Manager,
Pfizer R&D Japan G.K

Panel Discussion

All Session Speakers and

Hiroaki Shimase

Center for Strategic Research Initiative, Nippon Medical School
Toshiya Hara

Executive Vice President, I'rom Group Co., Ltd
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LS31 15:45-16:45

New Clinical Notification System for Complex
Clinical Trials

Related Interest Area(s): AC, COM, CI, CS, RA, Stat
Level: Beginner
Language: Japanese Language Only

TrACK 3

SESSION CHAIR

Toshinori Higashi, PhD

Regulatory Development Department, Janssen Japan K.K.

The concept of investigational drugs was created by the revision of
the Law on Securing Quality, Efficacy and Safety of Products Including
Pharmaceuticals and Medical Devices, Regenerative and Cellular Therapy
Products, Gene Therapy Products, and Cosmetics, and a new clinical
trial notification and adverse reaction reporting system was started.
Based on this system, we will clarify questions on how to consider a
clinical trial notification for a complex clinical trial (umbrella, basket)
that uses the Master Protocol, as well as how to submit a clinical trial
notification and how to report adverse reactions when a concomitant
drug, concomitant device, or cellular and tissue-based product is used in
the same clinical trial, and discuss solutions. Companies will present the
status of notification of the system overseas, and academia will present
their concerns about notification and adverse reaction reporting in
investigator-initiated clinical trials. At the same time, we will compare the
status and expectations before the system was established, and explore
the benefits of the new system and issues concerning the new burden on
companies.

New Regulation of Clinical Trial Notification System and
Adverse Drug Reaction Reporting System

Daisuke Sato

Pharmaceuticals and Medical Devices Agency

Clinical Trial Notification for Cmplicated Clinical Trials
Noriko Morikubo

Manager, Regulatory Strategy Group2, Pfizer R&D Japan G.K.
Efficient Notification and Points of Concern in Investigator-
initiated Clinical Studies

Hitomi Okuma, MD, PhD

Director, Research Planning Office, National Cancer Center Hospital
Panel Discussion

All Session Speakers

LS32 15:45-16:45

Innovative e-labeling Initiatives in the World and
Discussion on Next Steps for e-labeling in Japan

Related Interest Area(s): AC, CP, Cl, CS, MA, PE, PM, RA
Level: Intermediate, Advanced

TrRACK 4

SESSION CHAIR
Rie Matsui, RPh
Senior Director, Pfizer R&D Japan

Japan will be implementing e-labeling officially from August 2021
ahead of western countries, Overall, labeling digitalization in Japan is
considered to be the most advanced in the world at this point. However,
in January 2021, EMA started an e-Pl set up project after issuing EMA
Electronic Product Information (e-Pl) Key Principles in January 2020.
In Europe, a consortium called IMI has two innovative research projects
(Gravitate Health and Pharmaledger) about digitalized product
information. In this session, you will be able to understand the digital
related product information and projects that use innovative technology
in the world. We will discuss the next steps in labeling digitalization and
risk communication in Japan for the future digital health from a more
patient’s perspective.

A New Standard for Harmonised EU Electronic Product
Information

Elizabeth Scanlan, PhD, MSc

Scientific Communication Officer, Stakeholders and Communication
Division, European Medicines Agency

DIAmond Session 1

Gravitate-Health; ePl - Medicinal Product Information - for the
People

Anne Moen, PhD, RN

Professor, Faculty of Medicine, Coordinator, Gravitate-Health,
University of Oslo, Norway

PharmaLedger Introduction with ePl and Anti-Counterfeiting

Daniel Fritz, MBA
Pharmaledger Project Leader, Novartis

Panel Discussion

All Session Speakers and

Masayuki Muraoka

Ministry of Health, Labour and Welfare (MHLW)

BREAK 16:45-17:00
{:3/ DIAmond

V' SESSIONS
DIAmond SESSION 1 Track 1 17:00-18:30

Current and Future Status of Drug Development
in Japan, the US, and Europe under COVID-19
Pandemic

Related Interest Area(s): ALL
Level: Beginner, Intermediate, Advanced

SESSION CHAIR

Hironobu Saito, PhD

Corporate Officer /Head of Medical Affairs Div., Daiichi Sankyo Co., Ltd.
Junko Sato, PhD

Office Director, Office of International Programs, Pharmaceuticals and
Medical Devices Agency

Indrug development, decentralized clinical trials has been accelerated due
to COVID-19 pandemic and especially, the necessity of the transformation
incommunication methods between patients and healthcare professionals
and the utilization of Real World Data have been actively discussed.
The development of drugs and vaccines for COVID-19 has also been
accelerated, with approvals as Emergency Use Authorizations or Special
Approvals for Emergency across the globe. In this session, we will share
new methods that emergency measure taken by regulatory authorities
in each country as regulatory agility under COVID-19 pandemic, discuss
the possibility of continuously using these methods after the pandemic,
and explore the future international cooperation for drug development
including methods such as the use of large-scale international platforms
that aim to evaluate multiple candidate drugs more quickly and efficiently
toward a new era.

Panel Discussion

Yasuhiro Fujiwara, MD. PhD

Chief Executive, Pharmaceuticals and Medical Devices Agency
Theresa M Mullin, PhD

Associate Director for Strategic Initiatives, FDA Center for Drug
Evaluation and Research

Emer Cooke, MBA, MSc

Executive Director, European Medicines Agency

George Nakayama

Senior Adviser, Daiichi Sankyo Co., Ltd.

Satoshi Iwata, MD

Director, Department of Infectious Diseases, National Cancer Center

LS33 17:00-18:00

Win-Win Collaboration between Industries and
Academia: Preparing SOP

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

TRrACK 2
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On-Demand Sessions

SESSION CHAIR
Sonoko Misawa
Chiba University

Challenges of Collaboration with Industries -Perspective from
a Physician in Academia-

Sadahisa Ogasawara

Chiba University

Team Building with Academia - Evidence Generation from
viewpoint of companies -
Mamoru Doi

Medical manager of Immunology and Rare disease area at Medical
affairs, CSL Behring K.K.

Accelerate to Co-Creation

Kazuma lekushi, Mr.

Franchise Head / Cardiovascular, Renal & Metabolism Medical
Franchise, Novartis Pharma K.K.

Panel Discussion

All Session Speakers

0Ss03 17:00-18:00

Expedited Approval Systems to Accelerate Patient
Access to Innovative Drugs in Japan and US

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

TrACK 3

SESSION CHAIR

Kanji Hirai, RPh.

Director, Regulatory Policy & Intelligence, MSD K.K.

Inorderto bringinnovative drugs to patientsin atimely manner, regulatory
authorities in Japan and overseas are introducing expedited approval
systems, such as the FDA’s Breakthrough therapy designation, the EMA’s
PRIME, and Japan’s SAKIGAKE designation. In Japan, various expedited
approval systems have been legislated under the revised Pharmaceutical
& Medical Device Act, and it is expected that the use of the systems,
especially SAKIGAKE designation, will be promoted in the future. In
addition, the FDA is experimenting with new accelerated approval
scheme for oncology drugs under the Oncology Center of Excellence
(OCE: Project Orbis and RTOR, etc.), which will further accelerate early
access to patients. In this session, we would like to discuss issues and
future outlook based on Lessons & Learn from cases that the expedited
approval system has been utilized, such as the future state of the systems
and collaboration between countries, while taking into account the actual
utilization of the expedited approval system in Japan and the US.

Lessons Learned and Future Expectation from Experience with
Project Orbis and/or RTOR

Geet Mankad, MS, MBA, RAC (US)

Director, Global Regulatory Affairs, MSD K.K.

SAKIGAKE Designation LL from the Experiences of Enhertu®
Ryo Muto
Associate Director, Regulatory Affairs Oncology, Daiichi Sankyo Inc.

Lesson Learned from Regulatory Review under Expedited
Pathways in Japan

Yoko Aoi, PhD

Pharmaceuticals and Medical Devices Agency

Panel Discussion
All Session Speakers

0so04

Cross industorial human resource development
for innovators and influencers

Related Interest Area(s): ALL
Level: Intermediate
Language: Japanese Language Only

TrACK 4 17:00-18:00

SESSION CHAIR

Keita Asato, Mpharm, PMP, EMBA

Sr. Manager, Clinical Development, Eli Lilly Japan K.K.

“Do we have a bright future ahead of us?” As the increase in social
security expenditures becomes a social issue, Japan’s policy is to promote
economic activities through the utilization of the health and medical
data, in addition to advancing healthy life expectancy in order to reduce
social security costs. Now that DTx has become a key driver for the social
transformation in the sense that data utilization is an important platform
technology/idea. Thus, in the healthcare industry, there has also been a
compelling need for efficient use of medical resources and healthcare/
medical data. Will we be able to adapt to the future HR needs and work
styles? In this session, we would like to decipher the changes in our
business environment, and highlight the future HR needs and workstyle
through a panel discussion.

Strive together to build “buzz word (Innovation)-proof skillset”
Kazuhiro Kanmuri, PhD
VP, Clinical Develeopment, Ascent Development Services Inc.

What is the training environment for the creation of digital
innovation human resources?

Shoko Kanazawa

Customer success, Aidemy, Inc.

How can we be a team which can make an innovation?
Sayaka Nagami, BSc
Buisiness Development, Ubie, Inc.

Panel Discussion
All Session Speakers

BREAK 18:30-18:45

SPECIAL CHATTING SESSION 18:45-20:15
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Tuesday | October 26

LIVE SESSION
LS34 9:00-10:00

Impact of COVD-19 on US Clinical Studies
Conducted by Japan-Based Pharmaceutical
Companies

Related Interest Area(s): PM
Level: Beginner

TrAck 1

SESSION CHAIR

Kazumi Taguchi, MSc

Project Manager, SOCIUM INC.

In 2020, the US experienced the world’s most severe outbreak of
the coronavirus pandemic. How did project managers of Japanese
pharmaceutical companies based in New York tackle the unknown and
manage drug development in this situation? We conducted a survey
among members of the PP&M Forum NY chapter in July 2020 and
discussed issues related to the pandemic from the project management
viewpoint. One year later, early vaccination distribution has returned a
new normal to New York and other US cities, ahead of the rest of the
world. We will discuss the pillars of project management as they relate to
changing methods of drug development, and to dealing with changes in
the new normal, through our experience in the U.S.
*https://globalforum.diaglobal.org/issue/june-2021/impact-of-covid-
19-on-us-clinical-studies-conducted-by-japan-based-pharmaceutical-
companies/

Impact of COVID-19 on US Clinical Studies Conducted by
Japan-Based Pharmaceutical Companies

Yu Tanaka

Project Manager, Project Planning & Management Forum NY Chapter

Impact of COVID-19 on US Clinical Studies Conducted by
Japan-Based Pharmaceutical Companies

Takahiro Yoshida

Project Manager, MSD K.K.

Panel Discussion

All Session Speakers and

Masaya Tanaka

Director, Clinical Operations, ONO PHARMACEUTICAL CO., LTD.
Daisuke Tasaki

Project Manager, CluePoints Inc.

Hiroko Tadano

Project Manager, Teijin Limited

LS35 9:00-10:00

The Application of Computer Simulation to
Medical Device: The Outcome of PMDA Science
Board in the Fifth Term

Related Interest Area(s): AC, Cl, Other: Device
Level: Intermediate

TrRACK 2

SESSION CHAIR
Ichiro Sakuma, PhD
Department of Bioengineering / Department of Precision Engineering,

Medical Device Development and Regulation Research Center, School of
Engineering, The University of Tokyo

The PMDA Science Board was established to discuss how PMDA can keep
abreast of advancement in technology that underlies PMDA-reviewed
products. Inthe fifth term (2020 April to 2022 March) of the PMDA Science
Board, a subcommittee on computer simulation developed the outcome
document which describes how to apply the computer simulation to
medical devices, and the basic concepts of limitations to realize medical
device functions or evaluation. Based on the outcome document, the
key concepts, such as the ambiguity of numerical simulation is going to
be discussed. A speaker from FDA is going to deliver the update of the
relevant topic in the United States. Regulatory authorities, academia and
industry organization will share their insights and experiences.

Application of Computational Modeling and Simulation for
Medical Devices

Kiyoyuki Chinzei, PhD

Deputy Director, Health and Medical Research Institute, National
Institute of Advanced Industrial Science and Technology

Computational Modeling and Simulation as a Source of
Regulatory Evidence at FDA

Brent Craven, PhD

Research Scientist Division of Applied Mechanics, Office of Science
and Engineering Laboratories, Center for Devices and Radiological
Health, U.S. Food and Drug Administration

Panel Discussion
All Session Speakers and

Haruko Yamamoto, MD, PhD

Chief Medical Officer, Associate Executive Director, Pharmaceuticals
and Medical Devices Agency

Takuya Sakaguchi, PhD

Senior Manager, Canon Medical Systems Corporation

Mari Oshima, PhD

Professor, Interfaculty Initiative in Information Studies/Institute of
Industrial Science, The University of Tokyo

LS36 9:00-10:00

Recent Practices and Future Enhancements to
Patient Engagement in Japan

Related Interest Area(s): AC, COM, CS, MA, MC, PE, PM, RA
Level: Intermediate
Language: Japanese Language Only

TrRACK 3

SESSION CHAIR

Nobutaka Yagi, MSc

Patient Advocacy Relations Medical Advisor, Nippon Boehringer Ingelheim
Co., Ltd.

Understanding the patient/caregiver experience of living with diseases
and incorporating their needs and priorities into clinical development
plans is a key to achieve a better experience of participating in clinical
trials and to maximize the benefit of clinical trial outcomes from the
patient/caregiver perspective.

As a support for patient engagement activities to help develop a
clinical trial protocol and assess a clinical trial once the trial is initiated,
TransCelerate developed the standard tools and resources through
partnership with patient representatives.

This session will provide new insights into, based on the results of a fact-
finding survey across TransCelerate member companies, how patient
engagement activities have been in practice in Japan and what are the
lessons and learned; what are the common patient/caregiver needs and
priorities; and how the standard tools and resources could contribute
to better collecting patient/caregiver needs and priorities, and adding
values to future patient engagement activities.

- From the perspective of Patient Advisory Board and Study
Participant Questionnaire -

Yuta Kasai, BPharm

Japan-Asia Clinical Development 2, Astellas Pharma Inc.

- From the perspective of Thank You Letter, Clinical Trial
Awareness and Company Structure -

Ryuichiro Watanabe, MBA, PMP

Study Operations, Associate Director, MSD KK

Panel Discussion

All Session Speakers and

Masanori Okuse, BA

Representative Director, INSPIRE JAPAN WPD - The Japanese
Association for Public Awareness of Psoriasis Inc.

Yuko Tanaka, BPharm

Innovative Clinical Research Center, Kanazawa University (iCREK),
Chief Pharmacist/Chief CRC, Kanazawa University Hospital
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DIAmond Session 2

LS37 9:00-10:00

Paradigm Shift: Current Electronic Package
Insert Status and Issues After Revision of
Pharmaceutical Affairs Law

Related Interest Area(s): AC, COM, CP, CI, CS, MC, PE, RA
Level: Intermediate
Language: Japanese Language Only

TrACK 4

SESSION CHAIR
Yasuhiro Honsho

Associate Director, Safety & Risk Management Department, Daiichi Sankyo
Co., Ltd.

According to the revision of the Pharmaceutical Affairs Law enforced
in August 2021, electronic package insert (e-labeling) was officially
legalized. Based on the amendment of this Law, the pharmaceutical
companies have been able to promote the appropriate use of drugs by
means of the updated e-labeling. By using the mobile application “Tenbun
Navi”, healthcare professionals can easily read the latest e-labeling on the
PMDA web-site.

On the other hand, whether or not each stakeholder can fully utilize the
merits of such digitized drug information should be verified in the future.

Three months after the amendment law become effective, benefit of
utilization of e-labeling, challenges, and future prospects will be discussed
from the perspective of regulatory agencies, healthcare professionals,
and pharmaceutical companies.

Change and Expectation triggered by e-labeling Shift from
Regulatory Point of View

Shoko Sugiyama

Pharmaceuticals and Medical Devices Agency

E-labeling Activities from Pharmaceutical Company’s Point of
View

Akane Kageyama

Global Drug Development Division, Regulatory Affairs Japan, RA
Functions, Prescribing Information, Novartis Pharma K.K.

E-labeling Activities and Issues in the Clinical Practice

Yoshiaki Ara
Director of pharmacy, Shinshu Ueda Medical Center

Panel Discussion
All Session Speakers

BREAK 10:00-10:15

&= DIAmMmond
W SESSIONS

DIAmond SESSION 2 TrAck 1 10:15-11:45

Current and Future Status of Post-Marketing
Activities in Japan, the U.S., and Europe under the
COVID-19 Pandemic

Related Interest Area(s): ALL
Level: Beginner, Intermediate, Advanced

SESSION CHAIR

E. Stewart Geary, MD

Senior Vice President and CMO, Eisai Co., Ltd.

Junko Sato, PhD

Office Director, Office of International Programs, Pharmaceuticals and
Medical Devices Agency

New efforts are being made for post-marketing activities and benefit-
risk communication for drugs and vaccines for COVID-19 which have
been approved as emergency use authorizations or special approvals
for emergency. These efforts include activities such as collection of
information on vaccination with COVID-19 conducted by CDC in the U.S.
and provision of information using QR code via app.

On the other hand, with intense media coverage of rarely occurring

adverse events, regulatory authorities and companies are keenly aware
of the difficulty and importance of correctly communicating benefit-risk
to the public from a scientific perspective.

In this session, we will share evolving new methods for providing post-
marketing information and examples of information gathering that
regulatory authorities in each country have incorporated during the
COVID-19 pandemic and seek for measures to further promote proper
use by enhancing post-marketing international cooperation even in the
post-pandemic future. We will also discuss the utilization of real-world
evidence, which is currently under accelerated discussion.

Panel Discussion
Gerald Dal Pan, MD, MHS

Director, Office of Surveillance and Epidemiology, U.S. Food and Drug
Administration

Peter Honig, MD

Senior Vice President Global Regulatory Affairs and Group Head
Development China, Pfizer Inc

Kiyohito Nakai, PhD

Director, Pharmaceutical Safty Division, Ministry of Health, Labour and
Welfare

LS38 10:15-11:15

Initiatives of Intelligent Automation Process in PV
Activities Overview and Opportunities in the Future

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

TRrRACK 2

SESSION CHAIR

Koji Kawamura

PV Lead / Vice President, Pharmacovigilance JP, Astellas Pharma Inc.
Attempts to introduce Artificial Intelligence (Al) and Robotic Process
Automation (RPA) into pharmacovigilance activities have been topics of
great interest in recent years. However, practical approaches in Japan
are not well recognized, and it is difficult to grasp the results and issues.
Therefore, we will give a concrete overview of domestic and overseas
trends on the industrial side such as safety signal detection and individual
case safety report (ICSR). In the Panel Discussion, we will invite the
regulator addition to speakers, and discuss working styles appropriate for
the times of change, industry-government-academia collaboration using
technology, and process innovation in pharmacovigilance activities. We
hope this will be an opportunity to visualize the future pharmaceutical
industry and talk about the future.

Intelligent Automation Value & Validation Journey

Arvind Bellur

TransCelerate IAO Workstream Member/ Associate Vice
President, Head of Safety Systems and Data Management, Global
Pharmacovigilance, Sanofi US

Intelligent Automation Value & Validation Journey
Ellen Mishalov

TransCelerate IAO Workstream Member/ Director, PV Technological
Innovations, Astellas Pharma Global Development, Inc.

Challenges in using Al for PV operations

Eiji Furuta

Pharmacovigilance Expert Committee Drug Evaluation Committee
Japan Pharmaceutical Manufacturers Association, Pharmacovigilance
Japan Development MSD K.K.

Panel Discussion

All Session Speakers and

Shinobu Uzu

Pharmaceuticals and Medical Devices Agency

LS39 10:15-11:15

Utilization method of electronic data submitted
for J-NDA filing

Related Interest Area(s): AC, DM, CP, CI, CS, MC, RA, Stat

Level: Intermediate

Language: Japanese Language Only

TrRACK 3
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SESSION CHAIR

Natsuko Hamada

Senior Regulatory Scientist, Therapeutic Area Regulatory, Japan Regulatory
Affairs, Japan Drug Development & Med Affairs, Eli Lilly Japan K.K.
Quantitative data-based approach such as Modeling & Simulation (M&S)
is being used in decision-making in the drug development.

In 2013, the Healthcare and Medical Strategy stated that “PMDA itself shall
promote analyses and research by utilizing clinical data, etc., and shall
establish a more rational and efficient process for making evaluations
and decisions in the reviews and consultations,” and it is expected that
improvement in the quality of PMDA’s business, reduction of the burden
of companies when submitting applications, and Uniform methods of
collecting study data from various products will allow product cross-
sectional evaluations such as M&S, etc., to promote the preparation of
new guidelines, etc., and improve the success rate of drug development.
In 2016, electronic data began to be submitted when the J-NDA of new
drugs was submitted, and it was made compulsory in April 2020. Now
that certain data is accumulated and PMDA experience is considered
to be accumulated, we will discuss what can be done realistically using
the accumulated data and contribute to the next drug development and
proper use of drugs.

TBD

Daisuke Iwata
Office of Advanced Evaluation with Electronic Data, Pharmaceuticals
and Medical Devices Agency (PMDA)

Applicants’ Expectation about utilization of electronic data
submitted for J-NDA filing ~Based on the questionnaire result~
Masayuki Tagami

Manager, Regulatory Strategy Group 2, Regulatory Affairs, Pfizer R&D
Japan

TBD

Yuki Ando, PhD, PHARMA
Pharmaceuticals and Medical Devices Agency (PMDA)

Panel Discussion

All Session Speakers and

Yuji Kashitani

Appointed Senior Director, Regulatory Intelligence and Policy,
Regulatory Affairs, Takeda Pharmaceutical Company Limited

Naoko Kataoka

Head, Director, Biostatistics Pharma, Integrated Biostatistics Japan,
Clinical Development & Analytics, Global Drug Development, Novartis
Pharma K.K.

Yuki Ando, PhD, PHA, RMA

Senior Scientist for Biostatistics, Pharmaceuticals and Medical Devices
Agency

LS40 TrACK 4 10:15-11:15
Can Reliability of Clinical Trials Be Assured
Remotely?

Related Interest Area(s): ALL
Level: Intermediate
Language: Japanese Language Only

SESSION CHAIR
Kiyomi Hirayama
Director, Quality Management Unit, MSD K.K.

Under COVID-19 pandemic, remote monitoring, remote audit, and
remote inspection have been introduced as alternatives to on-site quality
assurance activities. It is considered that clinical trials can be conducted
maintaining a certain level of quality even under COVID-19 pandemic by
remote quality assurance activities, however it is questions that remote
quality assurance activities can be considered to be equivalent to on-
site, as an alternative. In this session, with an eye on “after COVID-19
pandemic”, based on the experience of each position related to quality
assurance, “what can be done remotely” and “what cannot be done
remotely” will be organized, and summarize some points to keep in
mind when introducing remote reliability assurance activities as a new
standard.

Can the Reliability of Clinical Trials be assured Remotely?
From the Point of View from CRA
Eiji Takahashi

Head, Clinical Site Management, TA Immunology-Neurology-Virology,
Abbvie GK

Industry Perspective: Remote Investigator Site Audits during
the COVID-19 Pandemic in Japan

Kikuyo Minegishi

Manager, MRL Quality Assurance, MSD K.K.

GCP Inspection during the COVID-19 Pandemic- Points to
consider for Conducting Remote Inspection -

Rie Tomiyasu

Pharmaceuticals and Medical Devices Agency

Panel Discussion

All Session Speakers and

Hironori Seto

Pharmaceuticals and Medical Devices Agency

TBD
BREAK 11:45-12:00
LUNCH BREAK & LUCHEON SEMINAR 12:00-13:00
LS41 TrAck 1 13:00-14:00

Data Distribution: Feasibility of EHR Data
Interoperatiliby With EDC/CDMS

Related Interest Area(s): ALL
Level: Intermediate

SESSION CHAIR

Eri Sekine

Region Head Trial Monitoring Japan, Global Drug Development, Novarits
Pharma K.K.

In this session, we will discuss the secondary utilization of medical care
data and health data from hospitals from the viewpoints not only clinical
trials and clinical research but also a wide range of “Data Distribution”. In
order to establish the secondary utilization of medical data and health data,
we need a business model in which pharmaceutical companies, medical
institutions, and IT-related vendors such as electronic medical records can
become a win-win-win around “Data Distribution” We will consider the
realization of this model from the perspectives of social infrastructure, data
collection from data sources, involvement of patients, medical institutions,
pharmaceutical companies, and IT vendors, and expectations of the
government. In addition, we will discuss what we can do now as a small
start, focusing on utilization in clinical trials and clinical research.

Expectations and Current Status for Secondary Use of Medical
Information in Hospitals

Yoshihiro Aoyagi

Section Head Information Technology Management Section, Research
Management Division, Clinical Research Support Office, National
Cancer Center Hospital East

Challenge for Secondary Use of Japanese e-Health Records in
Clinical Research

Mika Ogasawara

Data Quality Lead, Biometrics & Data Management, Pfizer R&D Japan

Action Plans to Develop Sustainable IT Infrastructure for
Healthcare in Japan

Tetsuji Kimura

Executive Manager, Public Welfare IT Services Division, Public Sector 2,
NTT DATA Corporation

Panel Discussion
All Session Speakers and
Kazuhiko Mori

Senior Managing Director, Japan Pharmaceutical Manufacturers
Association
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LS42 13:00-14:00

Data Visualization: New Innovative Solution in
Drug Development

Related Interest Area(s): ALL
Level: Beginner

TRrRACK 2

SESSION CHAIR

Hiroyuki Ugai, MSc.

Biostatistics & Research Decision Sciences Senior Scientist, MSD K.K.

Data visualization (using Spotfire, R-Shiny, Python, etc.) is currently
attracting attention in drug development. Data visualization is not just a
tool for statisticians. Rather, it facilitates access to data by non-statisticians
such as clinical or safety professionals and medical writers and serves
as a tool for gaining new insights and making more effective decisions
from data through interactive communication. While the usefulness of
data visualization has been discussed and recognized worldwide, there
has not been much discussion in Japan. We will introduce examples of
data visualization, share how it contributes to research and the healthcare
field, and explore possibilities for future development.

Visualizing Statistical Models Via R-shiny
Isao Yokota, Ph.D, MPH.

Associate Professor, Department of Biostatistics / Graduate School of
Medicine, Hokkaido University

Examples of Application of R Markdown to Facilitate Data
Review in Clinical Trials
Zhang Jingwen, MSc.

Biostatistics & Data Science Japan / Senior Data Scientist, Nippon
Boehringer Ingelheim K.K.

Data Visualization in Lilly

Masataka Higashijima, B.A.
Global Statistical Science Japan/Research Scientist, Eli Lilly Japan K.K.

LS43 13:00-14:00

Experience of Implementation of De-Centralized
Clinical Trial in Japan

Related Interest Area(s): COM, PE, RA
Level: Intermediate
Language: Japanese Language Only

TrRACK 3

SESSION CHAIR

Tatsuya Murakami

Senior Director, Head of Clinical Operations, Pfizer R&D Japan
Company-initiated clinical trials that adopted the De-centralized Clinical
Trial (called as Virtual Clinical Trial, DCT) have been started in the US and
other countries in the world. In Japan, however, it is true that the DCT is
partially introduced or started to consider for introduction. While Home
Health Visit and Telehealth are widely introduced in standard clinical
practice in Japan, the reasons why it is not widely used in company-
initiated clinical trials are various factors.

In this session, companies and medical institutions that have introduced
DCT such as Home Health Visit will share the issues and countermeasures
obtained through actual use experience. We would like to promote clinical
trials adopted DCT in Japan, which will lead to improved opportunities for
patients to participate in clinical trials.

Experience from implementing Home Health Visit
Hiroya Komoda
Clinical Project Management, Pfizer R&D Japan

Panel Discussion

All Session Speakers and

Toshiharu Sano, MS, RPh

Japan Development, Clinical Operations Area*Associate Vice
President, MSD K.K.

Maki Ohata

Clinical Research Unit, National Center Hospital, National Center of
Neurology and Psychiatry

LS44 13:00-14:00

Learning from the COVID-19 Vaccine: The Ideal
and Challenges in Pharmaceutical Information
Delivery

Related Interest Area(s): ALL
Level: Beginner
Language: Japanese Language Only

TrACK 4

SESSION CHAIR

Yoko Fujimoto M.D., Ph.D.

Japan Vaccines BU Lead, Pfizer Japan Inc.

The first vaccine against COVID19 was granted approval in Japan for
exceptional use in February 2021. The entire operation of COVID-19
vaccination, including its information provision activities, is part of the
vaccination program lead by the national and local governments. As
evidence on the vaccine accumulates and information is updated daily,
the world was flooded with a variety of information, which lead people
around.

How did healthcare professionals, local governments, and the public
obtain relevant medical information necessary for safe vaccination
management?

How did pharmaceutical companies deal with the provision of medical
information and post-marketing safety measures?

In this session, we will unravel the experience of the COVID-19 vaccine,
which was approved with unprecedented level of speed, and discuss
future expectation and challenges of building a cooperative system
between industry, government, and academia and of providing
information of pharmaceuticals for appropriate use.

Viewpoint as the Pharmaceutical Company

Fumihiko Tsutsumi
Japan Vaccines Pipeline & Omni-channel Lead, Pfizer Japan Inc.

Challenges of Government Public Relations
Keiko Yamamoto M.D, M.P.H
Medical officer, Ministry of Health, Labour and Welfare (MHLW)

Municipal COVID-19 Vaccination in Cooperation with the
Government and Pharmaceutical Companies

Noboru Sakamoto M.D., Ph.D.

President, Kawasaki City College of Nursing / Chief Medical Officer,
Kawasaki City Health and Social Welfare Bureau

Panel Discussion

All Session Speakers

BREAK 14:00-14:15

LS45 14:15-15:15

Risk-Based Quality Management (RBQM) in the
E8 (R1) Era

Related Interest Area(s): ALL
Level: Intermediate

TrAcK 1

SESSION CHAIR
Kiyomi Hirayama
Director, Quality Management Unit, MSD K.K.

In E8 (R1), the quality of clinical trials is regarded as fitness for purpose and
focuses on ensuring quality, even with limited resources, by identifying
“Critical to Quality Factors” in advance, focusing on the risk management
of these critical factors, and incorporating this management into the
clinical trial design (Quality by Design). We will introduce the concept of
risk-based quality management (RBQM), which incorporates the concept
of arisk-based approach (RBA), into quality management systems (QMS)
to help implement E8(R2). This will include examples and challenges
faced in this process by a TransCelerate member company according to
the RBA method advocated in E6 (R2).

What is “Risk-based Quality Management”?
Makiko Fujimoto
Senior Manager, Quality Initiative Dept., Chugai Pharmaceutical Co., Ltd.
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Risk Identification, Risk Evaluation and Risk Control at the
Appropriate Level

Tomomi Suzuki, BS

Manager, Clinical Development Quality, Pfizer R&D Japan

Enhance Risk Communication
Takashi Matsuoka
Clinical Operation Manager, Clinical Site Management, AbbVie GK

Panel Discussion
All Session Speakers and
Masato Kobayashi

Asc Dir, Clinical Quality Assurance, Clinical & Research Quality
Assurance, Astellas Pharma Inc.

LS46 14:15-15:15

Site and Patient Expectations and Challenges in
Telemedicine Clinical Trials

Related Interest Area(s): ALL
Level: Beginner, Intermediate, Advanced

TrRACK 2

SESSION CHAIR

Tomohiko Takahashi, MEcc

Associate Manager, Headquarters of Clinical Development, Otsuka
Pharmaceutical Co., Ltd.

Decentralized clinical trials (DCTs) are increasingly discussed in Japan,
and the number of DCTs may increase with the anticipated GCP
renovation. However, many still struggle with introducing DCT in Japan
because there are few real-world examples, and preparations and
regulations still seem insufficient. Among the DCT methods expected
to reduce patient burden and transform clinical trial conduct, we will
focus on online medical care, the core of clinical trial implementation
procedures and discuss the expectations of and challenges to online
medical care from the perspective of patients and sites. Panel Discussion
will explore other clinical trial changes introduced by online medical care
from the perspective of all clinical trial stakeholders, including sponsors
and vendors, to provide an opportunity to consider actions for the future
diffusion of DCTs.

Current Status of Utilizing Telemedicine in Both Clinical
Practice and Clinical Trials in Japan

Marie Shiga, MS

Manager, Health Industries Advisory, PwC Consulting LLC

Expectations and Challenges for Telemedicine on Clinical Trials
Yu Sunakawa, MD, Ph.D.

Professor, Department of Clinical Oncology, St. Marianna University
School of Medicine

Patients’ Expectations and Concerns about Changes in the
Clinical Trial Environment Brought by Telemedicine

Yutaka Chiba

NPO Kanja Speaker Bank

Panel Discussion

All Session Speakers and

Ikiru Matsumoto, MSc

Business Producer, Medical DX Department, MICIN, Inc.

LS47 TrRACK 3 14:15-15:15

Make the Unexpected within the Expected! Can
Your Organization Act without Hassle in the Event
of an Unexpected Crisis? (Organizational)

Related Interest Area(s): AC, PM, RA, Other: Risk Management
Level: Intermediate
Language: Japanese Language Only

SESSION CHAIR

Shuji Sumida

Senior Director, Quality & Regulatory Compliance Unit, CHUGAI
PHARMACEUTICAL CO., LTD.

In the unprecedented and unexpected COVID-19 circumstances, MHLW

issued appropriate notice in December 2019 and PMDA promptly reviewed
vaccines and therapeutic drugs without delaying other work routines.
Medical institutions and pharmaceutical companies also maintained
their social and patient responsibilities while taking measures to protect
patients in clinical studies through three emergency declarations. We will
introduce examples of what these organizations changed and prioritized
to meet the special needs of this urgent situation and consider in advance
the importance of establishing decision criteria and other preparations
for organizational governance of crisis management.

Expected or Unexpected? Actions taken by Osaka Univ.
Hospital during the Coronavirus Crisis

Yoichi Yamamoto, MD, PhD

Direcotor of Academic Clinical Research Center, OSAKA UNIVERSITY
HOSPITAL

Within or Outside the Expectation? - From Pharmaceutical
Company Perspective -
Atsushi Tsukamoto, PhD

Vice President, Development Regulaotry Affairs, Daiichi Sankyo Co.,
Ltd.

PMDA'’ Basic Policy and Actions Against COVID-19
Hiroyuki Arai
Pharmaceuticals and Medical Devices Agency

Panel Discussion
All Session Speakers

LS48 TrACK 4 14:15-15:15

Our New Challenges and New Solutions - Discuss
Our Hot Topics for Our Future-
Related Interest Area(s): ALL

Level: Beginner, Intermediate, Advanced
Language: Japanese Language Only

SESSION CHAIR

Takashi Moriya, PhD

Director, Evidence Generation Dept., Medical Affairs Division, Janssen
Pharmaceutical K.K.

Takashi Sato, MSc, PMP

Group Leader, Project Management Group, Development Unit, Kyowa Kirin
Co., Ltd.

Panel Discussion

All Session Speakers and

Goshi Ozawa, MSc

Executive Officer, Real World Data Co,. Ltd.

Katsuhiko Ichimaru

Division of MID-NET®Operation and Management, Office of Medical
Informatics and Epidemiology, Pharmaceuticals and Medical Devices
Agency

Kazuhiko Ishida

Risk Management Director, Pharmacovigillance, Astellas Pharma Inc.
Shinichi Nishiuma, MD

Executive Director, Head of Oncology Medical Science, Japan medical
Bristol-Myers Squibb K.K.

Miyuki Kaneko

Japan Regulatory Portfolio Lead, Regulatory Affairs, Pfizer R&D Japan
G.K.

Sonoko Misawa

Associate Professor, Department of Neurology, Chiba University
Graduate of Medicine, Chiba University

Mika Ogasawara

Data Quality Lead, Biometrics and Data Management, Pfizer Japan Inc.
Taro Amagasaki, PhD

Department Head, Integrated Biostatistics Japan Department, Clinical
Development and Analytics Japan Division, Novartis Pharma K.K.
Yukihiro Matsuda

Project Manager, Project Leadership, PRA Health Sciences K.K.

AFTERNOON SEMINAR 15:15-15:45
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DIAmond Session 3

& DIAmond
W SESSIONS
DIAmond SESSION 3

PMDA Town Hall

Related Interest Area(s): ALL
Level: Beginner, Intermediate, Advanced

TrACK 1 15:45-17:15

SESSION CHAIR
Toshihiko Doi

Deputy Director/Chief, Experimental Therapeutics, National Cancer Center
Hospital East

Takuko Sawada
Director of the Board, Executive Vice President, SHIONOGI & CO., LTD.
This session is provided for you to discuss your interests with members

of the Pharmaceuticals and Medical Devices Agency (PMDA). Your active
participation is welcome to make this session most meaningful.

Panelists

All Session Speakers and

Mie lkeda

Director, Office of Safety |, Pharmaceuticals and Medical Devices
Agency

Kiyomi Ueno

Director, Office of Safety |, Pharmaceuticals and Medical Devices
Agency

Yasuhiro Araki

Deputy Director, Pharmaceuticals and Medical Devices Agency
Kenichi Tamiya

Associate Executive Director, Pharmaceuticals and Medical Devices
Agency

Kensuke Ishii

Director, Office of Medical Devices |, Pharmaceuticals and Medical
Devices Agency

Yoshiaki Uyama

Director, Office of Medical Informatics and Epidemiology,
Pharmaceuticals and Medical Devices Agency

0S05 15:45-16:45

Embracing Digital Publication Opportunities to
Engage Readers (Including Patients)

Related Interest Area(s): ALL
Level: Beginner

TrRACK 2

SESSION CHAIR

Yuko Kojima, RPh, EMBA

Director, Scientific Data Solutions & Communications, Japan Drug
Development & Medical Affairs, Eli Lilly Japan K.K.

The COVID-19 pandemic, and steady evolution of digital technology,
have had a major impact on conferences around the world. Many have
changed the traditional way of sharing information and turned to online
instead of face-to-face platforms. Use of digital technology in scientific
publications is also growing and raising new questions. For example, can
easy-to-understand video explanations make abstracts full of scientific
or technical language more useful? What if plots in graphs can move
to show actual changes over time? Could generating plain language
summaries by digital technology make research papers more effective
and useful to patients? We will discuss the opportunities and challenges
that pharmaceutical companies face with digital publications, and
directions for the future from the perspective of reader engagement.

Enhanced Publication Content
Stephanie Dooley, PharmD
Director, Publication Management Team, Pfizer Inc.

To Deliver More Reader-Friendly Publications - Expectations &
Challenges in Digital Application

Atsuko Iwata, MSc, MBA

Sr. Manager, Global Scientific Communications Japan - Publications,
Eli Lilly Japan K.K.

Panel Discussion

All Session Speakers and

Beverley Anne Yamamoto, PhD

Professor, Graduate School of Human Sciences, Osaka University
Hideo Nakada, MSc, RPh

Department of Pharmacy, Keio University Hospital

LS49 15:45-16:45

Change the Unexpected into the Expected ! Will
Your Team Progress without Panic When a Crisis
Occurs? (Teams)

Related Interest Area(s): AC, COM, PE, PM, Other: Risk Management
Level: Intermediate
Language: Japanese Language Only

TrACK 3

SESSION CHAIR

Koichi Konno

Chief Executive, PM Consulting Positive Intention

There were some teams (Sponsors and medical institutions) that was
able to advance clinical trials while protecting subjects and ensuring the
reliability of test results even under unexpected circumstances due to the
spread of COVID-19 infection that occurred in December 2019, and their
efforts were being made that would lead to the New Normal of clinical
trials. In this session, we will introduce the points that worked well as a
team based on examples. In the Panel Discussion, medical institutions
and sponsors will collaborate to find out how to advance clinical trials
while managing uncertainty under unexpected circumstances that may
occur again in this era of high uncertainty. | would like to consider how to
collaborate with the speakers about the ideal way of management with
the team members.

Meet the Unexpected into the Expected ! What is Required of
a Clinical Trial Team?

Noriaki Nagao, PMP

Clinical Development Dept. Pharmaceutical Division, JAPAN TOBACCO
INC.

Meet the Unexpected Within the Expected! Can Your
Organization Act Without Panic in an Unexpected Crisis? From
the Viewpoint of CRC

Yukie Kimura

Chief of Clinical Research Coordinating Section, National Cancer
Center Hospital East

How Did We Advance Investigator-Initiated Study under
Unexpected Circumstances due to the Spread of COVID-19
Infection.

Nao Horie, MMSc

Institute of Health Science Innovation for Medical Care, Clinical
Research and Medical Innovation Center, Research and Development
Division, Hokkaido University Hospital

Panel Discussion
All Session Speakers

LS50

Drug Development Transformation and Innovation
in COVID-19 Environment of Change
Related Interest Area(s): AC, COM, Cl, MA, PM, RA

Level: Intermediate
Language: Japanese Language Only

TrACK 4 15:45-16:45

SESSION CHAIR
Marie Shiga, MS
Manager, Health Industries Advisory, PwC Consulting LLC

“Itis not the strongest of the species that survives, nor the most intelligent
that survives. It is the one that is most adaptable to change.” Adaption to
the evolution and change of pre- and post-COVID environments, and to
the development and advancement of digital technology, have resulted
in decentralized clinical trials (DCTs), risk-based monitoring (RBM),
utilizing real-world data (RWD) to generate real-world evidence (RWE),
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and other major changes in drug development strategies, clinical trial
design and processes, and communication methods between patients
and healthcare providers. We will discuss these and related pandemic
experiences and challenges, and how they prepare us for what to expect
in the future of clinical research.

Perspectives from the pharmaceutical industry:
Transformation of clinical development strategy and shifting
our mindset (collaboration, speed, priority) through the
COVID-19 experience

Michiyo Ohshima, MBA

Senior Director, Head of Portfolio & Project Management, Pfizer R&D
Japan G.K.

Perspectives from the clinical trial site: Improvement of
clinical trial management brought by COVID-19
Noboru Yamamoto, MD, PhD

Deputy Director, Chief, Experimental Therapeutics, National Cancer
Center Hospital

Transformation and Innovation in Drug Development with
Environmental Changes Induced by COVID-19 Perspectives
from the CRO: Collaborations with Stakeholders (Patients,
Medical Institutions, and Pharmaceutical Companies, etc.) for
the Patient Benefit in the Changing Environment

Minori Niso

Associate Brand Marketing Director, APAC Marketing Parexel
International

Panel Discussion
All Session Speakers

BREAK 17:15-17:30

CLOSING 17:30-18:00
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[PO-1001] Establish a method for selection of an IDMP compliant
Global RIM system in web- based environment.

Related Interest Area(s): RA

Hiroaki Yazaki
Otsuka Pharmaceutical Co., Ltd. Regulatory Affairs

Objectives:

The purpose of this project is to establish the process for selection of IDMP
compliant Global RIM system that is required from 2022 in web- based
environment.

Methods:

In person interviews with candidate, which are usually carried out in system
selection, were not conducted, and all selection work was done web-based
through e-mail and web conferencing due to Covid. The selection work was
done in stages and included quantified evaluation across the RFI, RFP, demos,
confirmations in prototype environments, and user scoring based on evaluation
criteria.

Results:

In anticipation of the mandatory IDMP in 2022, we decided to evaluate some
candidate RIM systems including our existing RIM system in a remote environment
and introduce a new IDMP compliant system. In the first step of system selection,
eight vendors were selected based on the results of inquiries regarding their
compliance with essential requirements such as IDMP. In the second step, five
vendors were selected based on the RFI response and internal scoring. In the
next, we confirmed RFP results from each vendor and held demo and evaluation
sessions in a trial environment and scored using an evaluation sheet. The scoring
was used quantified based on degree of satisfaction with requirements multiplied
by a coefficient of importance. The top three vendors were selected, reference
interviews were conducted, and a finalist was selected by comprehensively
considering operability, affinity with existing systems, cost, etc.

Conclusion:

Although we had to use an unconventional selection method due to Covid, we
were able to choose system effectively on web-based by the subdivided and
quantified evaluation. We believe this initiative will be a reference for companies
considering the introduction of a new RIM system.

[PO-1002] Consideration of study design and statistical
evaluation method in the development of regenerative medicine

Related Interest Area(s): RA, CS

Tatsuto Hamatani
Japan Pharmaceutical Manufacturers Association/Clinical Research,
Sumitomo Dainippon Pharma Co., Ltd.

Objectives:

Obijectives are to understand the latest regulations of regenerative medicine and
the way of thinking of the regulatory authorities in the approval review, and to
consider issues and solutions when developing new products.

Methods:

First, the definitions of regenerative medicine, regulations, and guidances were
summarized (Japan, US, and EU). Second, we investigated all approved products
published as of February 2021 and organized the clinical development method
of products approved in Japan or US given the orphan designation, the severity,
and other approved treatment. Furthermore, based on the results, we considered
how to improve the evidence level and the efficiency of clinical trials.

Results:

There were no major differences between Japan, US and EU regarding the
definition of regenerative medicine and regulations. As for clinical development
methods, we investigated products approved in Japan and US by February 2021.
In Japan, all pivotal studies were open-label single-arm trials, except for a product.
On the other hand, in US, the pivotal studies employed basically randomized
controlled design, except for several products that were orphan-designated,
whose indications were severe or fatal and had unmet medical needs. In open-
label, single-arm studies, it seems to be challenging to determine the efficacy
unless there was a remarkable effect that was never achieved with the standard
of care. Therefore, we concluded that it is important to be comparable with other
treatments by “setting the observation group” or “utilizing the external historical
data”. We also proposed “use of independent central review” to control the bias
on the efficacy evaluation. As for the efficiency of development, we explained
the concept, issues and key points when utilizing adaptive design, Bayesian
approach and enrichment strategy from the statistical point of view.
Conclusion:

As an activity of the task force of JPMA, we investigated the regulations for the
regenerative medicine (Japan, US, and EU) and the clinical development methods
of products approved in Japan or US. Moreover, we proposed recommendations

on the study design to improve the evidence level and statistical methods to
improve the efficiency of the development.

[PO-1003] Introduction of eConsent to pediatric multicenter
clinical study in Japan

Related Interest Area(s): CO

Sho Okuda
Shionogi & Co., Ltd.

Objectives:

eConsent has been attracted as a tool for increasing patients’ understanding, but
Japan has poor experience. We introduced eConsent in the Ph2 pediatric study
in Japan and examined its usefulness.

Methods:

In 64 sites in Japan, we tried to introduce eConsent (using eSign, video and flag
tools). In order to flexibly respond to the acceptance of each site, we assumed
a basic pattern for the operation method in advance and proceeded with
preparations and adjustments after confirming with PMDA. In order to examine
effects and issues of eConsent, we conducted a questionnaire survey to each site.
Results:

Regarding the introduction status of eConsent at the 64 sites, 78.1% of the sites
(50 sites) used all functions including eSign, 12.5% (8 sites) used eConsent only
for explanation (signature was handwritten on paper ICF), and 9.4% (6 sites)
have used the paper ICF without eConsent. Despite 63 sites had no experience
for eConsent, the introduction rate was very high. In addition, there were no cases
in which patients/parents refused eSign at sites that adopted eSign. Almost all
issues for eConsent were general issues such as network or system failure, and
products-specific or Japan-specific issues such as ruby support or customization
to site-specific design was not available due to specifications. Our survey of the
site personnel (Investigator and CRC) revealed that the video and flag tools can
help the patients/parents improve their understanding of study. Further, we also
confirmed that dictionaries, glossaries, and voice reading functions are requested
as additional tools.

Conclusion:

We could introduce eConsent at many sites, confirm the quality of eConsent
process was equivalent to paper ICF process and find the value of eConsent
(promote patient understanding).

We hope these efforts will help the transformation of the IC process and more
patients’ informed decisions.

[PO-1004] Lessons & Learned from medical information provision
of COVID-19 vaccine via digital channel

Related Interest Area(s): MC

Naoko Yoshimura
Medical Information Group, Pfizer Inc

Objectives:

We will share what we learned in providing medical information on our COVID-19
vaccine via digital channels as a penetration enhancement as a part of the
national inoculation program in cooperation with Ministry of Health, Labor and
Welfare.

Methods:

We encouraged Healthcare professionals (HCP) and local municipalities to
use digital tools such as our website for the latest medical information as we
anticipated the information of our COVID-19 vaccine to be frequently updated.
Additionally, we analyzed inquiries and introduced IVR as a part of call-flow to
provide information more quickly.

Results:

What data was collected; what answer was found; Was the tested hypothesis
true?

COMIRNATY was approved on February 14th in Japan, and started inoculation
on February 17th, 2021. Prior to the approval, our Medical Contact Center
started operation on December 7, 2020, and the dedicated website opened on
December 15, 2020 to provide information to Healthcare professionals (HCP) and
local municipalities. We share the number of digital interactions HCP and local
municipalities made for our medical information on the web (package inserts,
interview forms, proper use guides, Q & A), and by interactive voice response
(IVR), and email inquiries, and the insights from the digital interactions, as well
as the requests for information provision on paper and analog. Evidentially, the
environment of medical communication via digital tools by local municipalities
and HCP is not yet universal as we often needed to navigate them to our websites
and how to procure information.

Conclusion:

More universal use of digital tools enables us to communicate in providing
the latest and appropriate medical information more quickly while avoiding
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congregation amid covid-19 pandemic. We are committed to make effort in
evolving medical communication by advancing comprehensive digitalization.

[PO-1005] Expansion of registry for muscle disease and
promotion of joint research through academic-industry
collaboration looking to develop new drugs

Related Interest Area(s): AC

Murakami Takayuki
Astellas Pharma Inc.

Objectives:

To form a basis necessary for promoting drug development in muscle disease
areas by improving and utilizing registry for muscle disease based on business
needs

Methods:

In 2018, a research project “Research on improvement and utilization of patient
registries based on business needs” was publicly offered by AMED. Astellas, under
development of therapeutic drugs for muscle disease, developed a proposal in
collaboration with National Center of Neurology and Psychiatry (NCNP) that
operates patient registries (Remudy), which was adopted for this project. Under
this framework, patient background data were obtained utilizing the registry and
the registry was expanded looking to develop new drugs.

Results:

In order to deliver new medicines to patients faster, it would be essential to
explore and develop predicting biomarkers for clinical outcomes necessary for
improving clinical trial success as well as form a basis for drug development
in Japan and Asia. In this matching scheme by AMED, having supported by a
partial grant by AMED, we engaged in expanding and utilizing patient registry
for muscle disease through academic-industry collaboration. As a result, 1) we
jointly planned an observational study in patients with Duchenne muscular
dystrophy and myotonic dystrophy and started obtaining historical control data
for efficacy and safety which are important in evaluating drugs. 2) this promoted
discussion on building a registry for Korea and China, which led to establishing
a drug development system in Asia, and 3) expanded the existing registry to
include other muscle disease, contributing to more drug development for muscle
disease. These efforts would be a good example of registry-based research to
promote drug development in Japan.

Conclusion:

We successfully improved and utilized patient registry through academy-industry
collaboration from early stage of drug development. This may not only promote
enrollment in clinical trials but also lead to utilizing real world data for clinical trial
evaluation and diagnosis.

[PO-1006] Discussion on updated FDA label guide, comparing
with Japan, EU, and Australia

Related Interest Area(s): RA, CS

Zhonglei Chen
International labeling group, Pfizer

Objectives:

Evaluate the impact on the newly issued guidance of US FDA; Make comparison
with the guidance or policy among US, Japan, EU and Australia; Provide the
change trends of regulation in these markets.

Methods:

Investigated the new draft version guidance on Pregnancy, Lactation, and
Reproductive Potential issued in July 2020, compared with the current effective
version to evaluate the impact on future package insert’s creation and revision.
Compared the requirements or expectation from Japan, EU, and Australia
health authorities. Utilized some example labeling from these markets to make
comparisons.

Results:

Found out the USPI approved before and after Dec 2014, which is the date
of approval for the final current regulations, comparing the new revisions
of the guidance of July 2020, evaluated the future impact on the USPI. Made
comparison with Japan PMDA guidance on section of Pregnancy and Lactation
of Japan package insert, as well as the guidance from EU and Australia. From
several cases of labeling content, disclosure the trend of regulatory requirement
in these markets. There are the differences of the guidance for the labeling
section among the countries. Although the MNCs follow the CCDS, it is important
for labeling author for both sides, the global and local level to keep close eyes
on the update of the guidance from each markets’ heath authorities, which could
ensure the labeling be approved more efficiently and healthcare professionals or
patients could get appropriate product information, and may help the products
launch in these markets more efficiently.

Conclusion:

New updates on guidance are mainly on format, and pregnancy registries,
clarifying information of Risk Summary heading, risk statements, etc. There are
same requirements from PMDA for including contraception information as well as
some differences between these 2 markets, and EU as well as Australia.

[PO-1007] Systematic review of patient preference on age-
related macular degeneration treatment

Related Interest Area(s): CS

Atsuko Kawasaki
Clinical Development Div./ Chugai Pharmaceutical Co., Ltd.

Objectives:

Patient preference become important in decision-making such as drug approval
and determination of price. We conducted a systematic review about preference
of age-related macular degeneration (AMD) treatment, which is one of diseases
increasing in Japan.

Methods:

We investigated papers about AMD treatment preference published from 1st
January 2000 to 31st December 2020 using EMBASE, Google scholar, MEDLINE,
and PLOS. 760 papers were extracted with our search criteria such as papers
about treatment outcomes and papers about quantitative preference. After title
and abstract review, we reviewed full text and deleted duplicates. Finally, we
identified 5 papers.

Results:

Conjoint analysis was used in 5 papers and DCE was used in 4 papers. 2
papers were Germany, 1 was the United States, 1 was the United Kingdom,
and 1 was Japan. The patients differed among papers; 4 papers included
nAMD (neovascular AMD, also called wAMD) patients, 1 paper included nAMD
patients or diabetic macular edema patients. No papers included dAMD (dry
AMD) patients. The treatment attributes in the 5 papers were efficacy/safety
(visual acuity, side effects, approval status), convenience (injection frequency,
monitoring frequency, time required for each visit), and cost (cost to patient, cost
to insurance provider). Overall, the relative importance was high in the order of
efficacy/safety, convenience, and cost. However, the relative importance of cost
was higher than convenience in paper including cost to patient. Efficacy was
included in all papers, which was the most important in 4 papers. Particularly, the
relative importance of improving visual acuity was high in the papers including
deterioration of visual acuity as level of efficacy. There were two papers that
did not include deterioration of visual acuity and have a wide range of levels
for injection frequency, which had a higher relative importance for injection
frequency and a lower one for improvement of visual acuity.

Conclusion:

Although treatment attributes were different among papers, nAMD patients
considered efficacy and safety the most important. Convenience such as injection
frequency was also important, which may be affected by background such as
treatment. Currently, there are only a few AMD patients’ preference papers.
Continuous research will be necessary to understand the effect of background
on preference.

[PO-1008] Considerations and Approaches to Conduct a Clinical
Trial under COVID-19

Related Interest Area(s): CO

Mioko Iwahana

Associate Director, Japan Asia Clinical Development 2, Development /
Astellas Pharma Inc.

Objectives:

As treatments for Duchenne Muscular Dystrophy (DMD) are limited, the
development of a new treatment is important. We’ll share various measures to
conduct a trial for DMD in the US under COVID-19.

Methods:

COVID-19 was widespread before the initiation of our clinical trial for DMD in the
US. Since a clinical trial needs to be conducted in consideration with subject’s
safety, Benefit Risk (BR) assessment was conducted, various measures to
minimize a risk of infection with coronavirus (SARS-CoV-2) were instituted, and
then the clinical trial was initiated.

Results:

Based on the BR assessment, the following three measures were implemented,
1) Home health care visit: 50% on-site visits were replaced with home visits that
collect safety and pharmacodynamic measures, 2) Exposure risk assessment:
subject family’s work and travel history are asked to assess the subject’s recent
or potential heightened risk of exposure to coronavirus, and 3) Eligibility criteria:
an eligibility criterion was added to exclude people who have signs or symptoms
of COVID-19, and people who are at higher risk for exposure due to recent travel,
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certain types of work, or having been near people infected with coronavirus. To
introduce home visits, the frequency and timing of functional assessments to be
conducted at study sites were adjusted. On the other hand, some decentralized
efficacy measurements including video assessment and physical activity
monitoring to be conducted at subject’s home were not affected and are to be
conducted as originally planned even under COVID-19.

Conclusion:

The development of new treatment is a mission for pharmaceutical companies.
It is important to perform Benefit Risk assessment and institute safety measures
in order to conduct a clinical trial under COVID-19 and we acknowledged that
decentralized measurements are useful under COVID-19 as well.

[PO-1009] Deliver Educational Content to HCPs Across the Globe:
(Work on SDG4)

Related Interest Area(s): AC

Kyoko Tominaga, M.Pharm.Sci.
Medical Information Pfizer Japan

Objectives:

Partner 4 Better (P4B) aims to support HCP practice and optimize patient
outcomes; support skills linked to the safe and appropriate use of medicines; and
build sustainable partnerships

Methods:

P4B (www.Partnerdbetter.com) is a global educational program developed by
Pfizer Medical Information to provide free educational content for healthcare
professionals (HCPs). Content is designed around education needs, in 6
languages. Topics include: Literature Searches; Medical Writing Skills; Health
literacy; Improving healthcare team communication, Medication adherence; and
Counterfeit medicines.

Results:

With content now available 24/7, we had 6,989 viewers of this site. And digitization
outcomesinclude: Flexible access to mobile-enabled educational content; Content
development aligned to support HCP practice and optimize patient outcomes.
Over 5,000 HCPs have been reached in 13 countries. Collaborations include
Pharmacy Academy (Lebanon/ Qatar), Indian Pharmaceutical Association,
SCB Medical College and Hospital (India), Independent Community Pharmacy
Association (South Africa), DUPHAT (Dubai), Amrita Institute of Medical Services
(India), Tsinghua University (China), American Psychiatry Association, and
Drogaria Onofre (Brazil).

Finding reliable and easily accessible content may pose a challenge to HCPs;
especially in Low and Middle Income Country (LMIC)s. This digitization effort will
result in significant amplification of access to relevant content that can support
the safe and effective use of medicines.

Conclusion:

This approach can help education disparity as well as resonate SDG4“Ensure
inclusive and equitable quality education and promote lifelong learning
opportunities for all” goal under the global pandemic situations as well. We
would like to explore to use this content in Japan as well.

[PO-1010] Aiming for Win-win monitoring model between sites
and sponsors in a new normal

Related Interest Area(s): CO

Takayuki Hanashima
Novartis Pharma K.K.

Objectives:

To consider what Win-win monitoring model between sites and sponsors in
the new normal after the COVID-19 pandemic is, and to evaluate which tasks in
clinical trials can be done by on-site or remote.

Methods:

Interviews about remote monitoring were conducted remotely with different
types and scales of clinical investigational sites (18 sites), a CRO and sponsors.
In the interviews, we asked them how to conduct 20 tasks (from study feasibility
to site close) in clinical trials under the COVID-19 pandemic, and discussed how
these tasks should be conducted (by on-site or remote) in the new normal.
Results:

Most interviewees said that most tasks in clinical trials could be done remotely
under the COVID-19 pandemic from the viewpoints of both sites and sponsors.
As for IMP collection, monitoring important processes (IC, AE/SAE, Patient
eligibility) and checking essential documents, these were tasks for which
opinions were divided as below. IMP collection: If sponsors establish a process of
remote IMP collection, which has no regulatory problem, it is possible to collect
IMP remotely. Some site staff said that it was preferred that IMP was collected by
on-site in the new normal because of burdens on site staff. Monitoring important
processes: Some site staff said that it was preferred that the CRA should check

these processes, especially ICF and eligibility of a first randomized patient, by on-
site, because the viewpoint is different between site staff and the CRA. Checking
essential documents: It should be discussed whether it is really necessary to
check them by on-site.

Conclusion:

To establish Win-win monitoring model between sites and sponsors, we have
to consider which monitoring methods are effective and efficient for each task
considering the characteristic of each monitoring method. Needless to say, we
should not simply adapt remote monitoring to all tasks.

[PO-1011] Improving the efficiency of MR operations in the New
Normal era brought about by COVID-19

Fumiya Homma
Astellas Pharma.lnc

Objectives:

The purpose of this project was to learn the business improvement method by
DMAIC of Six Sigma. We aimed at establishing a new activity style and resolving
issues in the MR businesses where the system has been changed by COVID-19.
Methods:

We used DMAIC of Six Sigma (Define, Measure, Analyze, Improve, Control), a
quantitative process improvement method, firstly to define and to resolve the
issues. In order to improve the quality and quantity of visit to Doctor, which
is issue for MR on-site, we defined “improvement of visit to Doctor coverage
under COVID-19 environment” as an indicator. We examined the root cause of
the issues, prioritized solutions and continued the improvement activities for 6
months.

Results:

With practical instructions from DIA Six Sigma community in online, the DMAIC
business improvement method was applied to the on-site issues.

Before the project implementation, the coverage rate of physician contacts was
only 31% under the COVID-19 environment, but after the DMAIC activities, the
coverage rate turned into 95% and this means that we can contact most of the
clients. The results showed that the email acquisition rate and tool utilization were
improved from baseline in all categories. However, for “rate of online meeting
permission” should be improved in the future. Also, the target was achieved for
“rate of online meetings”, which is the category of on the use of digital tools,
but not achieved for “rate of interactive response through e-mail, telephone,
and web services”. Regarding online meetings, 70% of the physicians who gave
permission were able to participate in the meetings, but more than half of the
doctors did not respond to our approaches after obtaining email addresses.
Conclusion:

Through this project, we were able to understand more about DMAIC by Six
Sigma. In terms of improvement of on-site issues, a beneficial trend was observed
in all baselines. However, an effect in viewpoints of customer satisfaction and
corporate profit should be obtained. Thus, it is necessary to consider the above
at “Define” phase.
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