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Program Overview

What can and should we do for patients, future patients and the patient
families? There are extremely large number of issues that healthcare
stakeholders, including people in the industry, government and healthcare
providers, need to tackle in an eff ort to provide Rational Medicine to all
the people in the world, throughout their life cycles.

At DIA, we are here to continue challenging by exerting leadership with
a collaboration among industry, government and academia to create
innovation in pharmaceuticals, medical devices and other healthcare
products. We are not only pursuing for a new value within the range of
our respective responsibilities. We are a team to work together to move
forward aiming to achieve common goals by understanding what each
one of us ought to do. We maintain ethics, transparency and fairness and
collaborate with each other by creating synergism, but not conflict of
interest. That is the key to provide Rational Medicine to all people in the
future.

The Day 1 of the meeting will start with The Program Chair Lecture

based on the meeting theme by Dr. Tatsuya Kondo, followed by Keynote
Address by Mr. Riki Osumi, who is leading an effort to support children
with critical diseases and their family. Two DIAmond sessions are also
planned with themes of “Patient Involvement in Drug Development” and
“Rational Medicine for Patients”. Furthermore, we will discuss brand new
themes such as risk based approach, utilization of big data, how to deliver
messages from Japan in the global environment, etc, by experts from
various areas to clarify their unique positions. In the evening of Day 2,
Chatting Session is provided for networking and opinion exchange among
participants and in the afternoon of Day 3, PMDA Town Hall is planned
lively Q and A with PMDA panelists.

The 16th DIA Japan Annual Meeting, with a theme of “Delivering Rational
Medicine for All People in the Globe”, is a place for thinking and opinion
exchange about what we should do in order to contribute to medical
environment in the future.

Endorsement by MHLW, PMDA, JPMA, PhRMA, EFPIA, PDA, ISPE and
Medical Excellence JAPAN and ISPOR Japan

Exhibit Opportunities Available

For more information, contact DIA Japan
Tel: +81.3.6214.0574 | Fax: +81.3.3278.1313 | Email: Japan@DIAglobal.org

DIA

Drug Information Association

DIA Japan

Nihonbashi Life Science Building 6F,

2-3-11 Nihonbashihoncho, Chuo-ku, Tokyo 103-0023 Japan

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

Global Center: Washington, DC | Americas | Europe, Middle East & Africa | China | Japan | India
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16th DIA Japan Annual Meeting 2019

Schedule At-A-Glance

SUNDAY, NOVEMBER 10

Registration for Student Session

Student Session

Exhibitor Registration

Attendee Registration

Exhibit Hall Open

Orientation at Exhibit Hall

Welcome & Opening Remarks

2019 DIA Japan’s Inspire Regional Awards Ceremony

Program Chair’s Lecture by Dr. Tatsuya Kondo (SH Medical
Excellence Japan ) Method of Regulatory Science Promoting
Rational Medicine Initiative

Coffee Break

Keynote Address by Dr. Riki Osumi(Hope & Wish for Children
with Life-Threatening lliness and Their Families) Sitting Close to
Children Bearing Life-Threatening Diseases and Their Family with
Disney’s Hospitality

DIAmond Session 1 What do patients want for clinical trials and
clinical research? What should stakeholders do?

Networking Reception

MONDAY, NOVEMBER 11

8:30-

9:00-19:00
9:00-10:30
10:30-11:00
11:00-12:30
12:30-14:00
14:00-15:30
15:30-16:00
16:00-17:30
17:45-19:00

Attendee & Exhibitor Registration

Exhibit Hall Open

Sessions (SO1 - S09)

Coffee Break & Exhibit Hall Innovation Theater Presentations
Sessions (S10 - S18)

Lunch Break / Poster Session / Luncheon Seminar

Sessions (S19 - S27)

Coffee Break

Sessions (528 - S36)

Engage and Exchange - Special Chat Session

TUESDAY, NOVEMBER 12

8:30-
9:00-16:00
9:00-10:30
10:30-11:00
11:00-12:30
12:30-14:00
14:00-15:30
15:30-16:00
16:00-17:30
17:30-17:40

Attendee & Exhibitor Registration

Exhibit Hall Open

Sessions (S37 - S43)

Coffee Break

Sessions (S44 - S50)

Lunch Break / Luncheon Seminars

DIAmond Session 2 Rational Medicine for Patients
Coffee Break

DIAmond Session 3 PMDA Town Hall

Closing Remarks

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, November 9 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

Sunday, November 10
Monday, November 11
Tuesday, November 12

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
WV 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 7 and 25 for more details.




DAY 1| SUNDAY | NOVEMBER 10

Student Session / Orientation

Room 605/606 9:30-12:00

Medical Risk Communication on Diabetes
Medicine: What Information Should We Share?

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

SESSION CO-CHAIRS

Mikako Einaga
Showa University

Minami Mori
Showa University

Toshiaki Suga
Nihon University

Yuki Sugao
Tokyo University of Pharmacy and Life Sciences

No medication can be taken without any risk.

Therefore, medical risk communication, the process of sharing medical risk
information and of filling the gap of understanding of a medication between
healthcare providers and others (especially patients) is an essential step
not only for doctors but for everyone. This session stresses the importance
of risk communication to future medical professionals by examining the
SGLT2 inhibitor diabetes medicine. After the lecture segment of this session,
participants will discuss in groups what risk information should be shared,
with whom, and how.

Fundamentals and Practical Applications of Risk
Communication on Medicines

Michiko Yamamoto, PhD

Visiting Professor, Graduate School of Pharmaceutical Sciences,
Kumamoto University

Student Session

Kasumi Daidoji, PhD, RPh

Associate Director, Corporate Medical Affairs Headquarters Eisai Co.,
Ltd.

Advisers

Motoki Arakawa, PhD
Junior Associate Professor, School of Pharmacy, Nihon University

Katsuhiko Ichimaru
Director for MID-NET project

Pharmaceuticals and Medical Devices Agency (PMDA)

Toshihiko Kuga
DIA Japan Student Group OB/0OG
CSM, Clinical Operations Japan. Parexel International

Aya Okada

DIA Japan Student Group OB/OG

Clinical safety & Pharmacovigilance Dept. ASKA Pharmaceutical Co.,
Ltd

Jun Yamakami, PhD
Senior Manager, R&D Regulatory 1, Regulatory Affairs, Sanofi K.K.

REecePTION HALL 12:00-13:00

Orientation

SESSION CHAIR

DIA Japan Contents Committee

Keiichi Inaizumi, MSc
Manager, Japan Clinical Project, Clinical Project Management Group,
Pfizer R&D Japan

Takashi Moriya, PhD, MBA
Director, Data Sciences Department, Janssen Pharmaceutical K.K.

Welcome to the 16th DIA Japan Annual Meeting!

For the first time attendees, contents committee members present how you
can maximize the value of your time at DIA Japan Annual Meeting 2019.

Contents:

- What is DIA

- Site Map

- Program Architecture

- Exhibition

- Navigation for Food and Coffee/Refreshment
- DIA App

SAVE THE DATE

17th DIA Japan

Annual Meeting 2020

November 8-10, 2020
Tokyo Big Sight | Ariake




DAY 1| SUNDAY | NOVEMBER 10

Welcome and Keynote Address

WELCOME
INTERNATIONAL CONFERENCE RooM

Akio Uemura, PhD
Director, DIA Japan

13:30-13:45

Barbara Lopez Kunz, MSc
Global Chief Executive, DIA

Hironobu Saito, PhD

Chair, DIA Advisory Council of Japan

Corporate Officer, Vice President, Oncology Clinical Development Dept,
R&D Division DAIICHI SANKYO., LTD.

Lingshi Tan, PhD

Chair-Elect, DIA

Chairman and Chief Executive Officer, dMed Biopharmaceutical Co., Ltd.

OPENING REMARKS
INTERNATIONAL CONFERENCE RoOM
13:45-14:00

Tatsuya Kondo MD, PhD
President, SH Medical Excellence JAPAN

PROGRAM CHAIR

2019 DIA JAPAN’S INSPIRE REGIONAL AWARDS
PRESENTATION

INTERNATIONAL CONFERENCE RoOM 14:00-14:15

PRESENTER:
Lingshi Tan, PhD

Chair-Elect, DIA
Chairman and Chief Executive Officer, dMed Biopharmaceutical Co., Ltd.

AWARD WINNERS:

Outstanding Contribution to Health Award
Kazuhiko Mori, MSc

Councilor for Pharmaceutical, Minister’s Secretariat,
Ministry of Health, Labor and Welfare (MHLW)

Excellence in Service Award

Kazumichi Kobayashi, RPh

Advisor, Otsuka Holdings Co., Ltd. and Executive Deputy
President, Otsuka Medical Devices Co., Ltd.

Leader of Tomorrow Award

Kyohei Shintaku

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

PROGRAM CHAIR’S LECTURE

INTERNATIONAL CONFERENCE ROOM 14:15-15:00

SESSION CHAIR:

Masaru Iwasaki, MD, PhD
Vice President, Head of Center for Advancing Clinical Research (CACR),
University of Yamanashi

It is regulatory authority’s responsibility to deliver a product with innovative
medical technology as early and appropriately as possible. Because the
innovative medicines often associate with cutting edge technology which
has never been experienced, it is necessary to collect all possible worldwide
wisdom to evaluate its appropriateness based on the newest regulatory
science. In evaluating such new medicine, “Rational Medicine” should always
be pursued. Dr. Kondo published his paper called “Rational Medicine Initiative”
in February 2017 based on such thoughts. In this session, Dr. Kondo is going
to provide an overview of what he was trying to achieve in his 11-year period
being the chief executive of PMDA, together with an actual accomplishments,
in pursuant to work with key stakeholders in medical institutions, the industry,
academia, regulatory agencies to serve patients around the world.

Method of Regulatory Science Promoting Rational
Medicine Initiative

Tatsuya Kondo, MD, PhD
President, SH Medical Excellence JAPAN

COFFEE BREAK 15:00-15:30
KEYNOTE ADDRESS
INTERNATIONAL CONFERENCE RooM 15:30-16:15

SESSION CHAIR

Tatsuya Kondo MD, PhD
President, SH Medical Excellence JAPAN

After working for Tokyo Disney Resort for approximately 20 years, | established
a non-profit organization supporting Japanese children with critical illness and
their family. Based on this background, | would like to give a talk focusing on
mothers who have children with such diseases.

In Disney Resort, visitors are welcomed by “Hello!”, and sent off by “See you
again!”. The Disney facility is fully cleaned by the staff. Therefore, the visitors
don’t throw away the trash and put it in the trash bin. That’s “a matter of course”.
These things are, however, something we were taught by our mothers, and it
is a starting point of the society. | have met as many as 240 families, and had
conversations with the mothers. The messages of “living the current life” | saw
from the conversations are all with full of love and depth.

Sitting Close to Children Bearing Life-Threatening
Diseases and Their Family with Disney’s Hospitality
Riki Osumi

Representative Director, Hope & Wish for Children with
Life-Threatening lliness and Their Families



DAY 1| SUNDAY | NOVEMBER 10

DIAmond Session 1

& DIAmond
vV SESSIONS

DIAmond Session 1
INTERNATIONAL CONFERENCE RooM 16:15-17:45

What Do Patients Want for Clinical Trials and
Clinical Research? What Should Stakeholders Do?

Related Interest Area(s): ALL
Level: Intermadiate

SESSION CO-CHAIRS:

Naomi Sakurai
Representative Director, Cancer Solutions, Co.,LTD
CSR Project, general incorporated association

Yoshikata Furuya, MSc
Director, Vaccine Policy, Health Policy, MSD K.K.

Patient and Public Involvement (PPI) in drug developments is increasingly
attracting interest in Japan. DIA has organized sessions on PPl at the annual
meetings over the past few years to share the concept of PPI and status of PPI
in each phase of drug development in Japan and global.

In this DIAmond session, leaders of PPI in clinical trials and clinical research
will share the latest outcomes and discuss what stakeholders should do to
promote PPl in Japan.

TBC

Yasuhiro Fujiwara MD, PhD
Chief Executive, Pharmaceuticals and Medical Devices Agency
(PMDA)

TBC

Agnés Saint-Raymond, DrMed, MD

Head of International Affairs, Head of Portfolio Board,
European Medicines Agency (EMA)

Promoting Patient and Public Involvement

Kyoko Imanura, MD, PhD, DrMedSci

Professor, Social Cooperation Program of IT Healthcare, Graduate
School of Pharmaceutical Sciences, the University of Tokyo

Patient and Public Involvement (PPI) in Drug Developments
at a Pharmaceutical Company’s Perspective

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

Panel Discussion

All Session Speakers and

Kazuhiko Mori, MSc

Councilor for Pharmaceutical Affairs, Minister’s secretariat
Ministry of Health, Labor and Welfare (MHLW)

NETWORKING RECEPTION

RecepTiON HALL 18:00-19:30

We also have plans to deepen exchanges among young people.

Thousands of Members in 80 Countries

DIA Members work together to speed innovation in healthcare
product development - join us!

Who Are DIA Members?

Is from around the globe, + Change makers from academia, « Dedicate ders eager to
r supporting the life patient groups, regulatory, industry, ss t y and chart
ealthcare fields clinical development, medical af S, a path for t
and more

Q00O

Relationship Building Knowledge and Collaborative Skills Leadership
Opportunities Insights Connections Development Growth

DIA

DlAglobal.org




DAY 2 | MONDAY | NOVEMBER 11

9:00-10:30

SO1 Room 605 9:00-10:30

Current Status of the Application of Cancer
Genomic Medicine - Present and Future of Gene
Panel Testing-

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

SESSION CHAIR

Noboru Yamamoto, MD, PhD

Chief Executive,

Pharmaceuticals and Medical Devices Agency (PMDA)

In order to realize the precision medicine, an effort is being made to
realize cancer genomic medicine. In 2018, a cabinet decision on “3rd-
Term Comprehensive 10-year Cancer Control Strategy” was made and
cancer genomic medicine became one of the priorities. In this session, we
will review the current status of gene panel testing utilizing NGS (Next-
Generation Sequencing) and its analytical programs as medical devices.
Based on the actual example of panel testing system for gene mutation
analysis, whcih was approved last year, issues surrounding the progess of
cancer genomic medicine in Japan will be discussed for a solution from
multidiciplinary perspecive.

Challenges in Genome-based Cancer Therapy(from clinical practice)
Noboru Yamamoto, MD, PhD

Deputy Director, Department of Experimental Therapeutics,

National Cancer Center Hospital

Perspectives on Oncology Panels: From Regulatory View
Naoyuki Yabana, PhD

Directer, Office of In Vitro Diagnostics, Pharmaceuticals and Medical
Devices Agency (PMDA)

Regulatory Issues on Cancer Panel Tests
Yoshiaki Tazawa

Temporary Adviser, Chugai Pharmaceuticals K.K.
Panel Discussion

All Session Speakers|

S02

Block Chain Technology and the Deployment to
Pharmaceutical Industry
Related Interest Area(s): ALL

Level: Beginner
Language: Japanese Language Only

Room 606 9:00-10:30

SESSION CHAIR

Hiroshi Mizushima, PhD

Center for Public Health Informatics, Director of the Center National
Institute of Publish Health

Block chain technology has already been introduced in business other than
pharmaceutical industry and the pharmaceutical industry is now considering
the potential use of this technology as well. If this technology is introduced,
we will be able to manage data separately with higher security. We expect this
technology will help us in various applications such as regulatory submission,
data certification of clinical trial, traceability of medicines and value-based
payment etc.

In this session, speakers will share current situation and their perspective
regarding block chain technology and discuss effective information
management and/or utilization of data for pharmaceutical industry.

A Patient-Centered Medical Information Platform
Dongying LI
CEO, Arteryex. Inc.

Rapid Expansion of Production-Ready Blockchain Network
Michiyasu Takada
Head of Blockchain Solutions, IBM Japan

TBC

Hiroshi Mizushima, PhD
Center for Public Health Informatics, Director of the Center National
Institute of Publish Health

Panel Discussion
All Session Speakers

SO03 Room 607 9:00-10:30

Collaboration with WHO for Global Health

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

SESSION CHAIR

Junko Sato, PhD
Director, Office of International Programs,
Pharmaceuticals and Medical Devices Agency (PMDA)

When facing an outbreak of socially-impactful infectious diseases such as the
Ebola virus, WHO may work with pertinent regulatory agencies not only for
disease containment but also on clinical studies of possible therapeutics. But
other WHO activities, such as pre-qualification or reliance pathway, are of high
interest in developed countries. Many observers still have the strong impression
that WHO mostly works with developing countries from the global public
health perspective. This session will explain what activities WHO conducts, and
discuss how the industry and/or regulatory agencies can collaborate with WHO
to contribute to global health.

Putting Reliance into Practice: WHO’s Activities on Regulatory
Systems Strengthening [Recorded Presentation]

Samvel Azatyan MD, PhD.

Group Lead, Regulatory Networks and Harmonization (RNH/RSS)
World Health Organization (WHO), Switzerland

TBC

Agnés Saint-Raymond, DrMed, MD

Head of International Affairs, Head of Portfolio Board,

European Medicines Agency (EMA)

Collaboration with WHO for Global Health from Industry Perspectives
Shinji Hatakeyama

Japan Pharmaceutical Manufacturers Association (JPMA)

Panel Discussion

All Session Speakers

S04
Examples of Clinical QMS Introduction - Risk and
Issue Management

Related Interest Area(s): RA, DM, CR, ST, PM, AC
Level: Intermediate

Room 608 9:00-10:30

SESSION CHAIR

Hirotaka Inoue, PhD, MBA

Head, Leading Changes Office Japan Development

GlaxoSmithKline K.K.

Many of the DIA Japan Annual Meeting participants were bewildered when
each of you need to introduce Clinical QMS to organization and/or at clinical
sites, although case studies of QMS tools were published by a task force in Data
Science Division in the Japan Pharmaceutical Manufacturers Association. In
this session, targeting all the stakeholders in clinical operations, from job site
perspective, 1) lectures on risk and issue management and 2) successful cases
will be presented, and as a result, the session will provide hints for successful
implementation of clinical QMS.

Clinical QMS Implementation & Challenges
Kiyomi Hirayama
Director, Quality Management Unit. MSD K.K.

The Journey to a Practical Clinical QMS~ Challenges That Have
Become Clear After the Implementation of ICH E6 (R2) ~
Chiharu Funaki, MSc

Associate Director, Clinical Quality Management Group, Development
Function, Daiichi Sankyo Co., Ltd.

Methods, Tools and Cases for Success of Issue Management in
Clinical QMS

Goshi Ozawa, MS

President, Real Discovery Outdoors Co.,Ltd.
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SO05 Room 609 9:00-10:30

Clinical Trials Act: Experiences from the Past, the
Way of the Future

Related Interest Area(s): RA, PM, AC, MA
Level: Biginner
Language: Japanese Language Only

SESSION CHAIR

Kayoko Kikuchi, PhD

Chief, Division of Management and Strategy, National Center For Child Health
and Development

Clinical Trials Act has a big negative impact on clinical trials in Japan, and
intervention trials had decreased drastically.

The regulations for clinical trials differ depending on the study details: the study
objectives and the source of funding, etc. As for a multinational clinical trial,
we have to conduct in compliance with ICH-GCP, not only domestic rules in
Japan. Principal investigators and research professionals are often confused
and burdened by the variety and complexity of such rules. Clinical Trials Act
gave us even more devastate situation.

In this session, focusing on the law amendment, we will share the current issues
and expectation for amendment of Clinical Trials Act from their perspective:
government, industry and academia. Furthermore, we will discuss appropriate
regulations in the future in order to achieve both ensuring the confidence and
activating clinical trials.

Challenges and Responses With the Enforcement of Clinical
Trials Act - from the Standpoint of Academia & Medical
Institution -

Masahiko Ozaki, MSc

Manager, Ethical Review Support Section, National Cancer Center
Hospital East

Challenges and Responses With the Enforcement of Clinical
Trials Act - from the Standpoint of Pharmaceutical Industry-
Hiroshi Asai

Associate Director, Medical Science Liaison, Medical Affairs, Japan
Astellas Pharma Inc.

One and a Half Years After Implementation and Future Prospects
Jun Yoshida

Director, Office of Clinical Trial Promotion, Research and Development
Division, Health Policy Bureau, Ministry of Health, Labor and Welfare
(MHLW)

Panel Discussion
All Session Speakers

S06 Room 610 9:00-10:30

A Solution for Patients and Healthcare Providers: a
New Trial in Pharmacovigilance

Related Interest Area(s): CR, CP, PM
Level: Beginner
Language: Japanese Language Only

SESSION CHAIR

Shinichi Nishiuma, MD

Executive Director, Head of Medical Affairs, Japan Celgene K.K.

Under recent drastic change of phamacovigilance approach, some proactive
activities or new business models are explored to leverage safety data from
post-marketing pharmaocovigilance to maximization of the benefit for patients
and health care providers. In this session, we will discuss how these new patient
centric approaches are positively impacting on creation of new evidence which
should be useful for patients and health care providers.

Between PV for Regulatory Compliance and PV for Patients
Kotonari Aoki

Department Manager, Safety Real World Data and Science, Drug Safety
Data Management Dept. Chugai Pharmaceutical Co., Ltd.

Framework to Enhance the Quality of Re-Examination
Applications - Emphasize Scientific Aspects in PMS Planning
and Execution -

Hideo Sakamoto

Novartis Pharma K.K.

PV by Utilizing RWD and mHealth
Nobutomo Matsui
RWD Consulting Senior Principal, IQVIA Solutions Japan K.K.

Patient ADR Reporting of Drugs
Kanae Kobayashi
Reviewer, Pharmaceuticals and Medical Devices Agency (PMDA)

S07 Room 101 9:00-10:30

Ideal Conduct and Future Perspectives for
Publication by Pharmaceutical Companies

Related Interest Area(s): CR, AC, MI, MC, MA, MW
Level: Biginner, Intermediate

SESSION CHAIR

Yuko Kojima RPh, EMBA
Director, Biometrics, Medicine Development Unit - Japan,
Eli Lilly Japan K.K.

Company-sponsored publications are one of the most critical sources of medical
information to help HCPs decide treatment for a patient. So, it is very important
to understand what pharmaceutical companies should do to ensure ethical and
effective publications to have the evidence appropriately communicated and to
avoid any misconduct.

In this session, we will readdress the publication basics such as Good Publication
Practice 3 (GPP3) and ICMJE recommendations with international publication
experts. We will also discuss current practices and challenges which a Japanese
pharmaceutical company faces in a real setting. On top of these, we will touch
upon future outlook such as how to involve patients in publications.

Current and Future Publication Practice by a Pharmaceutical Company
Audrey Suh Krolicki, PharmD

Senior Director, Medical Communications, Medical Affairs,
Head of Global Scientific Publications, Astellas Pharma

Current Status and Issues of Publication Management from In-
house Perspective

Ken-ichi Setsukinai, PhD, CMPP

Director, Medical Affairs Department,

Shionogi & Co., Ltd

What Journal Editors Expect from the Pharmaceutical
Industry [Recorded Presentation]

Ana Marusié¢, MD, PhD

Editor in Chief, Journal of Global Health,

Professor and Chair, Department of Research in Biomedicine and
Health, University of Split

Steering Group member, EQUATOR Network

Panel Discussion
All Session Speakers

S08
Deep Dive into China Regulatory Reform from
Various Perspective (Tentative)

Related Interest Area(s): RA
Level: Intermediate

Room 102 9:00-10:30

SESSION CHAIR

Ling Su, PhD

Professor, Shenyang Pharmaceutical University

China regulatory reform has caused various changes in drug development

in China. The drug development process has been shifted from conventional
way to advanced way utilizing improved regulatory system for acceleration
of innovative drug development. This session will cover recent regulatory
environment for innovative drug and advanced therapy (gene therapy or cell
therapy) by agency, and actual experience using new regulatory scheme by

industry. The current status of GMP/GCP inspections in China will also be
discussed.

Introduction to the Revision of the Drug Administration Law
Xiaofang Cheng

Principal Staff, Department of Policies and Regulations,
The National Medical Products Administration (NMPA)
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Overview Requirements for Advanced Therapies Review
Jianchao Gao
Chief Pharmacist, CDE

Introduction to Overseas Inspection of Chinese Drugs
Fei XU
Engineer, Center for Food and Drug Inspection of NMPA

Panel Discussion
All Session Speakers

S09 Room 703 9:00-10:30

What is “Shared Value” Created by Collaboration
Among Industry, Academia, Government and
Individuals of Current and Future Generations -
Going Forward to New Era of Innovation

Related Interest Area(s): ALL

Level: Biginner
Language: Japanese Language Only

SESSION CHAIR

Minori Niso

Acute Care Diagnostics Product Manager, Instrumentation Laboratory

I.L. Japan Co., Ltd.

With a decrease in the success probability of drug/device development, an idea
of “open innovation” has been spreading out with a transition from a classical
methodology to a brand new one by crossing organizational boundaries. In
this session, with a theme of “Win-win relationship by industry, government
and academia”, an example of government effort to connect industry and
academia, and an idea of “creating shared value (CSV)” by the industry to
achieve a synergism between economic benefit and social value creation will
be reviewed. From academia, an example of a cross-cultural collaboration
will be explained. Through these discussions, let us think about “What is new
innovation toward the common goal by industry, government and academia?”
for the better collaboration for our future.

Measures by AMED for Drug Discovery and Development
Through All Japan Partnership

Tomonori Shiokawa

Manager, Department of Innovative Drug Discovery and Development,
Japan Agency for Medical Research and Development (AMED)

TBC

Keiichi Fujiwara

Professor, Department of Gynecologic Oncology Chief: Center for
Clinical Research and Integrity, Saitama Medical University International
Medical Center

Overview of SDGs, CSV(Creating Shared Value) and Collective Impact
Ryota Inaba

General Manager, Flexas Z inc.

Panel Discussion

All Session Speakers

COFFEE BREAK & EXIBIT HALL INNOVATION
TEATER PRESENTATION 10:30-11:00

11:00-12:30

S10 Room 605

Initiatives for the Future of Digital Health: Utilizing
Digitalized Product Information/Labeling for
Healthcare Professionals and Patients

Related Interest Area(s): RA, CP, MI, MA
Level: Beginner, Intermediate

11:00-12:30

SESSION CHAIR

Rie Matsui, RPh
Director, International Labeling APAC, Regulatory Affairs, Pfizer R&D Japan

Digitalized product information, part of the evolving global movement toward

digitalization of healthcare, can improve health literacy for patients and enable
patients to choose their own healthcare more proactively. Per the revised
regulation for labeling implemented in April 2019, XML conversion has been
required for labeling information in Japan. XML converted labeling, already
implemented in the US, is the backbone of digitalized product information; other
western countries have also started to consider XML conversion of labeling.
This session will look ahead to the future of digital health by comparing these
initiatives in Japan, the US, and the EU, and discussing utilization of digitalized
product information/labeling issued by regulatory authorities and companies
for patients and healthcare

The Electronic Product Information (ePl)-Initiative of the
European Union
Peter Bachmann, DrSc

Dupty-Head, European Union and International Affairs, Federal Institute
for Drugs and Medical Devices (BfArM)

Current Situation and the Future of e-Labeling Utilization in
Japan from Regulator’s Point of View

Takashi Tai
Deputy Director, Safety Division, Pharmaceutical Safety and Environmental
Health Bureau, Ministry of Health, Labour and Welfare (MHLW)

Advancements in e-Labeling Technologies and Their Global
implementation

Shimon Yoshida, PhD

Executive Director, Head of International Labeling Group, Global
Regulatory Affairs, Pfizer Inc

Panel Discussion

All Session Speakers and

Manabu Inoue
Associate Director, PV IT/Data management, Japan Pharmacovigilance,
MSD K.K.

ST

How Will the Development and NDA Activities
in Japan Change in View of the Future of Al
Translation?

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

Room 606 11:00-12:30

SESSION CHAIR

Michio Tanaka

Executive Officer, Division Vice President, Science& Data Technology
Division, Research& Development, AstraZeneca K.K.

Following 2018 Japan annual meeting, the current status of Al translation
in the pharmaceutical field will be reviewed. We will discuss how industry-
government-academia collaboration should be promoted to further improve
quality of Al translation, based on the status and issues of quality improvement
before and after adaptation in pharmaceutical companies and success cases in
other industries.

R&D Head Club’s WGs Report on Quality-improvement before
and after Adaptation

Kiyoshi Kinoshita, PhD

Manager, Regulatory Affairs, Area Japan Development, MSD K.K.

Key for Success of Machine Translation - How to Perform Post-
Edit Effectively -

Toshiyuki Shigematsu

Group manager, Subbmission management & Translation group,
Regulatory Writing & Submissions, Japan Development, Novaltis
Pharma K.K.

A Case of Company-wide Introduction of Al Translation
Technology -Background, Process and Future Prospects-
Yusuke Asoh

Manager, IT Strategy Department, Daiichi Sankyo Co., Ltd
Panel Discussion

All Session Speakers and

Shinobu Uzu, MSc

Associate Executive Director,
Pharmaceuticals, and Medical Devices Agency (PMDA)
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S12 Room 607

What is Expected to MA/MSL?

Related Interest Area(s): MA
Level: Beginner

11:00-12:30

SESSION CHAIR

Yasuyuki Katayama, MD, PhD

Corporate Officer, Country Medical Director, and Head of Medical Japan,
Pfizer Japan Inc.

Many pharmaceutical companies are reinforcing function of Medical affairs
in recent years. In particular, MA/MSL are the core function within medical
activity and they have various responsibilities or skills. Also, some groups of
pharmaceutical industry made a statement about role or responsibility of MA/
MSL.

In this session, speakers from academia, pharmaceutical companies and
regulatory authority will share their perspective on expectation to MA/MSL. The
workshop is designed to discuss what is expected to MA/MSL with participants.

During this workshop, we will be able to identify common sense or gaps about
role of MA/MSL among pharmaceutical industry groups and to clarify position
or responsibility of MA/MSL in Japan.

What is Medical Affairs or Medical Science Liaison? -Questions
from Medical Doctor-
Toshiya Nishibe, MD, PhD

Professor, Department of Cardiovascular Surgery, Tokyo Medical
University

How MA/MSL Should Be?

Takamasa Horio, JD

Legal Advisor, Compliance and Narcotics Division, Pharmaceutical
Safety and Environmental, Health Bureau Ministry of Health, Labour
and Welfare (MHLW)

Consensus Statement on MA / MSL activities

Takeshi Nishimura, PhD

Senior Director, Medical Affairs Regional Function Head, Sumitomo
Dainippon Pharma Co., Ltd.

How MA/MSL Good Look Like? - PhARMA Perspective-

Takeshi Imaoka, MD, PhD

Operating Officer, Senior Director, Diabetes Products & Safety Medical
and Epidemiology/Database Research Medicine Development Unit
Japan, Eli Lilly Japan

Panel Discussion
All Session Speakers

S13 Room 608 11:00-12:30

Challenges on Implementation of Risk Based
Approach and Its Foresight

Related Interest Area(s): CR, DM,
Level: Intermediate

SESSION CHAIR

Shigeyoshi Yokokawa MSc
Director, Regional Clinical Operations, Bristol-Myers Squibb K.K.

Accompanied by implementation of ICH E6 R2, pharmaceutical companies
and CRO companies have taken the introduction of Risk Based Monitoring
(RBM) into considerations, however, their stance is just like a “wait-and-see”.
The primary objectives of RBM implementation are to ensure clinical trial data
with high quality and to expect synergy brought by building processes at an
investigational site and detecting issues promptly. On the other hand, it’s also
true the discussion around its methodology is preceded. In this session, we
would like to share the cases collaborated with an industry organization and
investigational in accord with the results of survey. And we would also like to
discuss our challenges on implementation of RBM which we have faced.

Let’s Go Back Again to the Basics of RBM
Yoko Kurose, MPharm
Senior Manager, Monitoring Group, Pfizer R&D Japan.

What is Required of CRAs in Relation to RBM? ~Problems
Revealed from a Survey of Medical Institutions~

Toshiya Hara

Executive Vice President, I'rom Co., Ltd

Road to RBM Realization- Learning from Site Tour -

Minoru Koizumi

Senior Associate, Clinical Development Consultant, Clinical
Development Operations and Innovations, Medicines Development Unit
Japan, Eli Lilly Japan K.K.

Panel Discussion
All Session Speakers and
Wataru Arai

Deputy Director of Pharmaceutical Department/Head of Clinical Trial
Office, Ageo Central General Hospital

Naomi Misaki

Research Management, St. Luke’s International Hospital
Aki Sato

CRA, Monitoring Group, Pfizer R&D Japan

S14 Room 609 11:00-12:30

Forefront of Drug Delivery System (DDS)
Technology

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

SESSION CHAIR

Mitsuru Hashida, PhD

Program-Specific Professor, Institute for Advanced Study

Director of Research Administration Office, Institute for Integrated Cell-
Material Sciences, Kyoto University

The trend of drug development is shifting from small molecules to medium- to
high molecules such as peptides, proteins and nucleic acids, but problems such
as stability and permeability become major barriers to their practical use. DDS
research is becoming active to solve the problem.

In this session, pharmaceutical company and research institute introduce the
latest research and challenges in developing such DDS technology.

In addition, the regulatory authorities introduce the current status and issues of
regulation, and the future prospects.

Research on Evaluation of Innovative Nanomedicine, a Core
Technology for DDS

Kumiko Sakai-Kato, PhD

Professor, School of Pharmacy, Kitasato Univercity

Nano-DDS Research in Pharmaceutical Company
Hiroshi Ishihara, PhD
Director, Nanomedicine Research, Eisai, Co., Ltd.

TBC
Kosuke Ito, PhD

Reviewer, Office of New Drug 5
Pharmaceuticals and Medical Devices Agency (PMDA)

Panel Discussion
All Session Speakers

S15 Room 610 11:00-12:30

Lessens from Experiences Using MidNet for PV

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

SESSION CHAIR

Yoshiaki Uyama, PhD
Director, Office of Medical Informatics and Epidemiology,
Pharmaceuticals and Medical Devices Agency (PMDA)

So far, there have been three cases of the use of MID-NET, a government-owned
database which has become available since April 2018. These three companies
are invited to talk about their experience of using MID-MET from various
perspectives such as data accumulation, data analysis, information delivery and
discuss issues in using the database. In the panel, a representative of MID-NET
devision of PMDA will also invited and the future perspective of the utilization
of MID-NET for pharmacovigilance as well as the issues to overcome for a full
utilization of the database.
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Overview of Utilization of MID-NET

Katsuhiko Ichimaru

Director for MID-NET project,

Pharmaceuticals and Medical Devices Agency (PMDA)

Practice of MID-NET Use in Post-Marketing Database Study
Kei Sagawa

Pharmacovigilance, Safty and Risk Management Department,
Daiichi Sankyo Co., Ltd.

Utilization of MID-NET from Pharmacovigilance Perspective
Makoto Miyazaki

Safety Strategy Execution 2, Pharmacovigilance & Risk Management,
MSD K.K.

Recommendations on Feasibility Assessment to Leverage
MID-NET

Shintaro Hiro, PhD

Statistics Group 1, Clinical Statistics, Pfizer Japan Inc.

Panel Discussion
All Session Speakers

S16 Room 101 11:00-12:30

Promotion of Pediatric Drug Development by
Industry, Government and Academia - What Has
Changed, What Has Been Done and What Is
Necessary for the Further Progress?

Related Interest Area(s): RA, O: Patient
Level: Intermediate

SESSION CHAIR

Junko Sato, PhD
Director, Office of International Programs,
Pharmaceuticals and Medical Devices Agency (PMDA)

Varous measures are being created to promote pediatric drug development by
industry, government and academia. From this perspective, efforts made in the
past 1 year to promote the periatric development will be reviewed, and in the
panel, issues surrounding the periatric drug development will be discussed in
order to address them. A patient representative will also be invited to the panel
discussion to proivde the patient viewpoints.

New Drug Development for Children’s Cancer.

Chitose Ogawa, MD
Chief, Department of Pediatric Oncology, National Cancer Center
Hospital

Promotion of Pediatric Drug Development -What Has Changed,
What Has Been Done and What Is Necessary for the Further
Progress? -From the Perspective of the PMDA

Michiyo Sakiyama, MD

Associate Senior Scientist for Clinical Medicine, Office of Vaccines and
Blood, ProductsPharmaceuticals and Medical Devices Agency (PMDA)

Pediatric Clinical Development Update at Pfizer Japan
Takayuki Imaeda, MS
Sr Director, Regulatory Affairs, Pfizer R&D Japan

Panel Discussion

All Session Speakers and

Yuko Moue

President, Pediatric Brain Tumors Network of Japan
Rare Cancer Japan

S17 Room 102 11:00-12:30

Sharing Individual Participant Data (IPD) from
Clinical Trials and Personal Information Protection

Related Interest Area(s): CR, RA, DM, AC, ST, MC, MR
Level: Intermediate

SESSION CHAIR

Tomoko Kato

Head Programming, Biostatistics & Programming Clinical Services &
Operations Research & Development, Sanofi K.K./

Japan Pharmaceutical Manufacturers Association (JPMA)

Sharing IPD from clinical trials is being promoted to ensure transparency in
clinical trials and to improve public health. At the same time, data providers
are challenged to safeguard participant privacy in compliance with data privacy
legal requirements, and some data users are concerned that anonymized data
will provide less utility.

This session will discuss both the challenges and benefits of promoting the
sharing of IPD such as, for example, a mechanism by which pharmaceutical
companies can mutually use IPD in the pre-competitive phase. We will also
discuss legal restrictions on personal information protection and the appropriate
balance between data utility and privacy in sharing IPD.

Approach to Clinical Trial Data Sharing Using Consortium
Platform

Wataru Ohtsuka, MSc

Clinical Information & Intelligence Dept. Chugai Pharmaceutical Co., Ltd

An Experience of Data Sharing Utilization
Akihiro Hirakawa, PhD

Project Associate Professor, Graduate School of Medicine The
University of Tokyo

EU, Japan and US Privacy Law: Implications for Data Sharing
Nick Wallace, J.D
Ropes & Gray LLP

Data De-Identification Technology to Ensure a Proper Balance
Between Data Utility and Privacy Protection

Kazuhiro Minami, PhD

Associate professor, Department of Statistical Modeling Institute of
Statistical Mathematics

Panel Discussion

All Session Speakers and

Jun Yoshida

Director, Office of Promotion of Clinical Trials, Research and
Development Division, Health Policy Bureau,

Ministry of Health, Labor, and Welfare (MHLW)

S18 Room 703 11:00-12:30

How to Handle Conflict in the Workplace?
Encourage, Engage, and Innovate with People
Around You

Related Interest Area(s): ALL

Level: Beginner
Language: Japanese Language Only

SESSION CHAIR

Yoko Kazami, BPharm, RPh, PMP

Research & Development, Nobelpharma Co., Ltd.

From time to time, we all encounter “difficult people.” They may easily dismiss
your proposals, express a lot of complaints or criticisms, or demonstrate
extreme emotional “ups and downs.” Even if you think about ways to improve
your work or organization, their difficult attitudes or behaviors can demotivate
you. Why do these persons assume such attitudes? What feelings underlie
this attitude? How can you deal with “difficult people”? This session will share
experiences with overcoming the attitudes of difficult people and explore these
tips from the perspective of communication theory, psychology, brain science,
and other disciplines. Regardless of your position or authority, you can resolve
these difficulties with the appropriate mindset. .

HARD THINGS: How to Get Over Difficulties in Introducing New ideas
Yasushi Ishikawa, MSc

Manager, Global Marketing Interventional Systems Division Cardiac &
Vascular Company Terumo Corporation

SOFT SKILLS: Getting Things Done Through Others

Noriko Fujiwara, MS, RN, OCNS, CCRP

IMSUT Hospital, Institute of Medical Science, The University of Tokyo
Panel Discussion

All Session Speakers

LUNCH BREAK & LUNCHEON SEMINAR
12:30-14:00
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POSTER SESSION 13:30-14:00

POSTER SESSION ReceptTioN HALL  13:30-14:00

Six researches or topics out of large number of applications from Japan and
overseas about various themes were selected for poster session through a
rigorous selection process. Current hot topics will be presented and discussed.

[PO-01] Ethnicity-Specific Drug Safety Data in EMA
Registration Dossiers, European Public Assessment
Reports and European and Singapore Drug Labels. Lost
in Translation?

Senior Clinical Pharmacology Assessor, Dutch Medicines Evaluation
Board, The Netherlands

Marc Maliepaard, PhD
Objectives:

To compare the extent of drug safety data in detailed ethnic populations
available in drug registration dossiers and in the EU Public Assessment
Reports (EPAR), SmPCs or Singapore Package Inserts (SGPI).

Method:

Drugs with large scale clinical studies, registered via the Centralised Procedure
(CP) at the EMA between January 2008 and December 2012 and also
registered in Singapore were selected in February 2018. The final selection
consisted of 25 drugs in various indications. Next, drug registration dossiers
and EPARs, SmPCs and SGPIS for this selection of 25 drugs were compared.
Actual registration dossiers were retrieved at the Dutch Medicines Evaluation
Board.

Results:

Detailed safety data in ethnic groups were present in 23 of 24 (96%) of the
drug registration dossiers, but only in 12 of 25 (48%) of the EPARs, 8 of 25
(32%) of the SmPCs and 9 of 25 (36%) of the SGPIs. Further, in many cases
where ethnicity specific safety information was provided in the SmPC or
SGPIs, the ethnic subpopulations were not mentioned explicitly.

The ethnic groups mostly reported in the registration dossiers were Whites/
Caucasians (23 of 24, 96%), Blacks/African Americans (22 of 24, 92%), Asians
(20 of 24, 83%), and Hispanic (15 of 24, 63%). In most cases, different Asian
subpopulations were reported as “Asian”. However, in some registration
dossiers, a distinction was made with defined subpopulations like “Japanese”
of “Korean”. Specific safety data relevant for the major ethnic groups in
Singapore, i.e, Chinese, Indian and Malay, were seldom present in the
screened documents.

Despite the fact that safety data analysed with respect to ethnic population
are available in almost all screened registration dossiers, this information is
often unknown to patients or prescribers as it often was not included in the
EPARs, EU SmPCs or SGPIs.

Conclusion:

In order to increase availability of potentially important safety information, it
is recommended to provide the investigated ethnic populations and group
sizes in public regulatory documents. In this way, trust in drugs for different
ethnic populations may be increased, and more robust treatment decisions
may be obtained in clinical practice.

[PO-02] Raising Awareness of Patient Centricity ina
Pharmaceutical Company Through the Patient Journey
Map Creation

Daiichi Sankyo Co., Ltd

Mika lkeda, PhD

Objectives:

PJM (Patient Journey Map) was created to understand patient’s feelings and
individual situation and shared among patients and their families, physicians,
and our employees.

Method:

The graphic facilitator drafted PJM based on talks of patients and their families
about their experiences and feelings from the day they were born. Creation of
PJM was completed after the audience (patients and their family, physicians,
and employees) added their thoughts and feelings. The questionnaire was
carried out to attendees to evaluate the change of consciousness to Patient
Centricity through PJM creation.

Results:

PJM deepened the understanding of the individual patients’ feelings and
situation day-by-day. About 90% of the responders answered that PJM
creation would be useful for drug discovery and development to meet
patients’ and their families’ needs. Drawing and visualizing as PJM make
audience empathize with the speakers. Participants could share their feelings
and awareness with others by adding their thoughts on PJM. PJMs will be

useful to promote the understanding on diseases within patients’ associations
and also useful for medical transition from pediatrics to adult clinics. PJM
would be effective to understand not only in the aspect of “disease”, but
also “living people with diseases”. It was found to be difficult for employees
who didn’t participate in the PJM creation to have similar understanding
and empathy to participants. To deepen the understanding on patients and
diseases for more stakeholders including pharma employees, it is important
to consider more effective ways to utilize PJM.

Conclusion:

The patients and their families, the physicians, and the pharma employees
well understood not only the disease itself, but also patients’ feelings and
individual situation through PJM creation. In the future, we will consider how
PJM can be used to deepen understanding patients and diseases for more
stakeholders.

[PO-03] Suggestions for Improvement of the Electronic
Version of Informed Consent Document Based on the
Usability Test Evaluation

Manager, Clinical Innovations & Business Integration, Clinical
Development Operation, Eli Lilly Japan

Yumiko Miyazaki, MSc

Objectives:
Propose informed consent documents (ICF) that are easy to read for patients
participating in clinical trials by evaluating user satisfaction using the method
of usability test (Ux test)
Method:

Evaluation content: Electronic version of ICF

Target: 5 simulated users

Method: UX test

Usability generally refers to effectiveness, efficiency, and user satisfaction
with products and systems, and can also be used as a standard for measuring
the quality of user experience. We evaluated user satisfaction based on
quantitative data using eye tracking system, qualitative data using behavior
observation and interviews
Results:
Qualitative and quantitative findings were obtained regarding the content
and structure of the consent documents in addition to the electronic
functional findings,
Functional findings of the electronic version consent statement+

- Felt reading smoother than paper

+ Did not intuitively understand the function button by the size and color of
the button

- Did not have high user satisfaction for the robot’s voice guideance

« Felt long because of not seeing which page out of the whole, when reading
« Felt the importance of the video but | feel stress for a long time-

+ Observed from the eye tracking data skipping or not read halfway since the
amount of characters per page is large requiring to scroll many times
Findings about the structure of the consent statement-

- Did not confirm all the contents within the test time because the item the
user wants to see is in the lower area

- Took time to understand from the difficulty of words such as technical terms
Based on the findings of UX test, it is concluded that it is necessary to
improve the user’s satisfaction by changing the style and configuration of the
document, as well as improving the content that can be checked intuitively,
such as the size and color
Conclusion:
The evaluation of the usability of the electronic version of the consent
document using UX test suggested not only the improvement of the
electronic function but also the need for the improvement of the composition
of the consent document and the style.

[PO-04] Verification of Clinical Trial Enlightenment
Effect by the Difference Between a Humanoid Robot
"Pepper" and a Traditional Poster in the Institution

Manager, Clinical Innovations & Business Integration, Clinical
Development Operation, Eli Lilly Japan

Yumiko Miyazaki, MSc

Objectives:

This pilot was conducted to verify the hypotheses concurrently to different
me-dia, a traditional poster in the institution and a humanoid robot “Pepper”,
but of the same content about clinical trials.

Method:

Period: From early September to early December 2018

Subject institutions: 4 medical institutions in Tokyo and Osaka etic.

This pilot was conducted at three medical institutions over about one to three
months. A humanoid robot “Pepper” developed by SoftBank Robotics Corp.
was installed in a waiting room to give information on topics such as “What
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is a clinical trial?” and “On-going clinical trials at this institution.” The patients
interested in the topics can hear about further information from their medical
doctor or CRC.

Results:

- Influence to Number of inquiries/enrollments

The posters in the institutions did not lead to inquiries about trial participation,
while Pepper received inquiries from the patients in all the three institutions,
which resulted in consent to participation and register

- Questionnaire to be answered by the medical institutions

It is suggested that Pepper has a possibility to contribute to building the
better relationship be-tween a patient, a medical doctor and a CRC.

- Some reported the increase in number of inquiries about clinical trials from
the patients.

- Some reported improved recognition of clinical trials in the institution, CRCs,
clerical and nursing staff who came into contact with the patients also gave
positive feedbacks.

-Regarding the Pepper’s role in facilitating clinical trials, there were comments
like “a great conversation with patients,” “an improved image of clinical trials,”
and “a friendly atmos-phere created in the medical institution.”

-Some patients reported “l got to know about clinical trials by Pepper” “l made
an inquiry as | got interested in clinical trials by Pepper” “Getting information
from Pepper before expla-nation from doctor and nurse was helpful”.
Conclusion:

As a result of the pilot use case, the posters did not lead to inquiries about partici-
pation, while Pepper received inquiries from patients in which resulted in register.
The medical institutions reported “trigger a conversation,” “an improved image,”
and “better recognition/understanding.” Thus, it is suggested that Pepper could be
effective to improve public recognition of clinical trials

*This is our own implementation by using a humanoid robot “Pepper” developed
by SoftBank Robotics Corp.

[PO-05] EPTRI-European Paediatric Translational
Research Infrastructure: Facilitating the Future
Development of Medicines Addressed to Paediatric
Population

Professor, Department of Pharmacy University of Bari “Aldo Moro”
Nunzio Denora, PhD, PharmD

Objectives:

The EPTRI project aims to design the framework for the new Research
Infrastructure (RI) to cover technological and scientific gaps in paediatric
research affecting the field of medicinal products.

Methods:

During the EPTRI Context Analysis a survey was developed to map the
competences, experience and services of Research Units in European C
ountries related to four scientific domains: paediatric medicines discovery
and early drug development; paediatric biomarkers and biosamples;
developmental pharmacology; paediatric medicines formulations and
medical devices

Results:

The online survey was run from April to June 2018 and reopened in January
2019 with four specific questionnaires delving on the areas of expertise in the
fields of drug discovery and early development . More than 240 units from
26 countries answered to the survey. In details, 82 units (33.8%) declared to
perform research on Human Development and Paediatric Medicines Discovery
(pluripotent stem cell, 3D cell cultures, etc), 73 units (30.1%) on biomarkers
identification/validation in paediatric diseases (16 of them host also biobanks
of paediatric samples). Regarding the Developmental Pharmacology, 52 units
(21.4%) declared to provide services such as microdosing, PBPK, pop PK and
PK/PD, and innovative facilities such as placental platform for drug evaluation.
In addition, 35 units (14.4%) declared to have expertise in Paediatric Medicines
Formulations and 12 units (5%) Paediatric Medical Devices.

Conclusion:

The survey allowed to map research units and services bridging together all
the available competences and technologies useful to support paediatric
research, creating an open science space for researchers to collaborate in
order to face the challenges in the development of new paediatric drugs.

Acknowledgement:

The research leading to these results has received funding from the
European union’s Horizon 2020 programme under Grant Agreement
No.777554.

[PO-06] Launching and Activity Report of DIA Japan
Student Graduates Group

Eou[\%ation Medicine Business Department, Chugai Pharmaceutical
o.,Lt

Hayato Sasao, RPh

Objectives:

1. Make opportunity where we can exchange information.

2. Make opportunity studying by oneself in adopting information from the
outside.

3. Make opportunity that each person makes motivation.

Methods:

At the end of 2016, members who had participated in the Student Group
discussed the needs for a place to study ourselves continuously. We recruited
participants, and in May 2017 we proposed the launch of this group. At
the end of 2017, we formulated the group’s activity guidelines (hereinafter
charter). Based on the charter we planned learning sessions several times a
year.

Results:

We have planned seven learning sessions below. 1. What do you want to
do? (05/27/17) 2. Make one’s career plan (10/15/17) 3. Opportunity to think
about the future (02/03/18) 4. The statistical viewpoint that is found for
drug development (06/30/18) 5. Medicine charge system drastic reform and
the effect (11/03/18) 6. Thinking about the figure which should have the
monitoring for future (Joint plan with the DIA COM community)(02/15/19)
7. Taking a look-back on one’s duties and understanding other types of job
(04/17/19) From the 1st learning session, we selected some themes that meet
above purpose and which are highly desirable and feasible. Participants from
the other DIA organizations were also accepted in our activity. The average
satisfaction “more than expected” is about 70% or more. In addition to the
above, we participate the regular Student Group meeting, and we are working
together to make their learning sessions and the sessions at the Japan annual
meetings successful.

Conclution:

From 2017, we constructed a charter to systematize the group organization,
and achieved the group’s objectives. In the future, we would like to expand
the scope of activities by carrying out more active exchanges with other
Communities, Student Group and making activity reports to the outside.

14:00-15:30

S19 Room 605 14:00-15:30

A New and Optimal Collaboration with Companies
in Investigator Initiated Trials Using Government
Platform

Related Interest Area(s): ALL
Level: Intermadiate

SESSION CHAIR

Keiichi Fujiwara, MD, PhD

Professor, Department of Gynecologic Oncology Chief: Center for Clinical
Research and Integrity, Saitama Medical University International Medical
Center

New drug approval is made by huge investment by companies. On the other
hand, academic clinical trials are mostly conducted based on public funds, but
the opportunities and resources are limited. Recently, clinical trials supported by
companies have become widespread as contract research, but The quality and
procedure of these trials varies a lot. Most investigator initiated and multicenter
trials are conducted based on cooperative groups or clinical trial networks.

In this session, we share the experience of performing international investigator
initiated indication-directed or academic clinical trials, in collaboration between
companies and academia in clinical trials groups in Japan, the US (with NCI
initiative) and Europe (with trial network), and will discuss the optimal future
direction of the relationship between industry-government-academia.

Background and the Purpose of the Session
Professor of Department of Gynecologic Oncology,
Chief: Center for Clinical Research and Integrity
Saitama Medical University International Medical Center
Keiichi Fujiwara, MD, PhD

History and Current Situation in the US- Government
Perspective [Recorded Presentation]

Elise C. Kohn, MD

National Cancer Institute, NIH, HHS

Collaboration for International Multi-Center Clinical Trials:
Academia perspective[Web Presentation]

Robert L. Coleman, MD, FACOG, FACS

Professor of Department of Gynecologic Oncology and Reproductive
Medicine, Division of Surgery, University of Texas MD Anderson Cancer
Center, Houston, TX
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Collaboration for International Multi-Center Clinical Trials:
Industry perspective(Web Presentation]

J. Michelle Brockman, MBA
Principal Medical Science Director--NCI--National Clinical Trial Network
and Scientific Collaborations, Genentech BioOncology

Collaboration for International Multi-Center Clinical Trials:
Industry Perspective

Masayoshi Naruoka, MBA

Project leader, AstraZeneca K.K.

Panel Discussion
All Session Speakers

$20 14:00-15:30

Drug Information on the Pharmacokinetics
Section in the Japan Package Insert Can be Evolve
Furthermore Attractively?

Related Interest Area(s): CR, RA, CP, MW, M, O: Clinical Pharmacology,

Labeling
Level: Beginner, Intermediate
Language: Japanese Language Only

Room 606

SESSION CHAIR

Seongryul Kim, PhD

Director, Clinical Pharmacology, Headquarters of Clinical Development
Otsuka Pharmaceutical Co., Ltd.

Information of pharmacokinetics in Japan package insert is based on traditional
practice so far. Providing DDI information and utilization of modeling and
simulation data on Japan package insert is described in the DDI guideline
issued in 2018 and Population PK/PD analysis guideline issued in 2019 in
Japan. In this session, we will share issues and proposals in such a change and
consider collaboration with industry, government and academia for appropriate
presentation of drug information based on the latest science, such as the
utilization of forest plots on drug interactions and covariates, and the simulation
data based on PopPK, PKPD and PBPK.

Issues and Proposal on the Pharmacokinetics Section in the
Japan Package Insert

Masanobu Sato, PhD

Senior Scientist Clinical Pharmacokinetics & Pharmacometrics Clinical
Pharmacology Development Clinical Research, Japan Development
MSD K.K.

Regulatory Guidelines on Provision of Pharmacokinetic
Information in Package Inserts of New Drugs

Taishi Horiuchi

Reviewer, Office of New Drug 4,

Pharmaceuticals and Medical Devices Agency (PMDA)

Issues and Expectations of Pharmacokinetics Information in the
Japan Package Insert at Medical Field

Yoshiyuki Ohno, PhD

The university of Tokyo Hospital

Panel Discussion
All Session Speakers

$21 Room 607 14:00-15:30

What Kind of Information Should Medical
Deliver in Compliance with Promotional Activity
Guideline?

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

SESSION CHAIR

Stuart Sowder, JD, PharmD, MBA
Vice President, Compliance Lead, Asia, Pacific, Africa, Middle East, Pfizer

MHLW issued “the Guidelines on Pharmaceutical Product Communications”
and “the matters related to the supervisory division of Pharmaceutical Product
Communications” on 1st April 2019 and 1st October 2019 respectively. Also,
JPMA issued Consensus Statement for MA/MSL on 1st April. These mean
Medical is now required to have proper information provision with higher
ethics and transparency than ever. Currently, many pharmaceutical companies

are implementing various actions or governance process to meet with MHLW
guideline. In this session, speakers will share practices or lessons learned about
the operation with understanding of MHLW guideline or Consensus Statement
of MA/MSL. During this session, we will be able to clarify information Medical
should deliver in compliance with guideline.

Implementation of Sales Information Provision Guidelines in
Pharma companies

Kana Matsumura, Attorney at law

Legal, Legal Counsel, Sanofi KK,

Pfizer Japan’s New Governance and QMS for MHLW Promotion GL
Yasuyuki Katayama, MD, PhD

Corporate Officer, Country Medical Director and Head of Medical Japan,
Pfizer Japan Inc.

A Practical Approach to the Guidelines on Pharmaceutical
Product Communications

Takamasa Horio, JD

Legal Advisor, Compliance and Narcotics Division Pharmaceutical
Safety and Environmental Health Bureau, Ministry of Health, Labour
and Welfare (MHLW)

Panel Discussion
All Session Speakers

S22 Room 608 14:00-15:30

Enabling More Efficient Clinical Studies through
TransCelerate Solutions

Related Interest Area(s): ALL
Level: Beginner

SESSION CHAIR

Makiko Okamoto

Senior. Manager, Clinical Development Operations & Innovation / Clinical
Innovation & Business Integration, Eli Lilly Japan K.K.

TransCelerate wasfoundedwithamissiontocollaborateacrossbiopharmaceutical
and R&D communities to identify and help implement solutions to drive the
delivery of new medicines. Since its inception, TransCelerate’s membership of
20 leading biopharmaceutical companies has believed that there is significant
opportunity to improve the speed, quality and efficiency for all stakeholders in
the industry by introducing consistent digital solutions throughout a patient’s
clinical trial journey. This session will give a general overview and update on
activites across TransCelerate, the tools currently being implemented in Japan,
and a roadmap of TransCelerate initiatives and their statuses.

TransCelerate Activities General Update
Toshiharu Sano, RPh
Executive Director, Head of Clinical Operations MSD K.K.

Initiative Update: SIP (Shared Investigator Platform)
Masahide Matsushima, MSc
Clinical Operations/ Japan Clinical Project Manager, Pfizer R&D Japan

Enabling More Efficient Clinical Studies through TransCelerate
Solutions: The CPT and Clinical Content Re-Use

Sian Ratcliffe, PhD

Vice President, Head of Medical Writing Pfizer Inc

Initiative Update: Pharmacovigilance

Kouji Kawamura, MSc
Vice President, Pharmacovigilance JP Astellas Pharma Inc.

S23 Room 609 14:00-15:30

What Patient Registries Bring to Rare Disease
Medicine Development

Related Interest Area(s): CR, RA
Level: Beginner
Language: Japanese Language Only

SESSION CHAIR

Harumasa Nakamura, MD, PhD
Translational Medical Center, Chief of Clinical Research/Trial Promotion
Section, National Center of Neurology and Psychiatry

In drug development for rare diseases, the small number of target patients
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often makes it difficult to collect the number of patients required to verify the
drug’s effectiveness in a clinical trial. Therefore, pharmaceutical companies
often do not encourage drug development for rare diseases. But in recent years,
development of patient registries [for rare diseases?] has been vigorously
promoted. This session will introduce practical use of, and current utilization
problems with, patient registries for drug development from different expert
points of view.

The Role of Patient Registry in the Drug Development of HTLV-
1-Associated Myelopathy

Yoshihisa Yamano, MD, PhD

Director, Department of rare diseases reserch Institute of Medical
Science, St. Marianna University Graduate School of Medicine

Patient Registry Study in Novel Drug Development for
Intractable Vascular Malformations

Hiroshi Nagabukuro, PhD
CO0O/CSO, ARTham Therapeutics, Inc

Current Situation and Future Perspectives of Review and
Scientific Consultation about Orphan Drugs

Yoko Aoi, PhD

Principal Reviewer, Office of New Drug 5,

Pharmaceuticals and Medical Devices Agency (PMDA)

Panel Discussion

All Session Speakers

S24

Have You Already Had a Labeling with New
Format? How to Read New Format of Labeling
and Impact for Implementation on Medical
Practice

Related Interest Area(s): RA, CP, AC, MI, O: Labeling

Level: Beginner
Language: Japanese Language Only

Room 610 14:00-15:30

SESSION CHAIR

Hideo Nakada, RPh

Teaching Assistant, Hospital pharmacology, Faculty of Pharmacy,

Keio University

In April 2019, the official guidelines for the new labeling format came into force,
and certain specific products with labeling in line with these new guidelines
have actually begun to reach the medical field. This session will present practical
examples of actions taken by pharmaceutical companies in response to these
guidelines, their impact on other materials (interview forms, etc.), the impact
of delivering products with labeling in this new format, and points to consider
when reading labeling in this new format. We will also discuss how information
should be disseminated and how to provide information to advance use of the
new labeling format in future medical practice.

Points of New Format of Labeling and Impact on Other
Materials

Natsumi Kinoshita

Reviewer, Office of Safety, 1

Pharmaceuticals and Medical Devices Agency (PMDA)

Company initiatives in Delivery of Labeling with New Format to
Medical Practice

Naoto Tone

Regulatory Scientist, Regulatory, Eli Lilly Japan K.K.

Impact for Delivery of Labeling with New Format on Medical
Practice from Pharmacists of Medical Institute Perspective
Yuuki Sasaki

Chief, Pharmaceutical Department, Nihon University Hospital

Impact of New Format Pl for Other Materials

Yukio lkejima

Manager, Japan and Asia Pharmacovigilance Department, CMA HQ,
Eisai Co., Ltd.

Panel Discussion
All Session Speakers

S§25 Roowm 101 14:00-15:30

Let’s Talk a Lot about What Future Shape of Ideal
Collaboration to Promote Life Science Field Is

Related Interest Area(s): ALL
Level: Intermediate

SESSION CHAIR

Yasushi Okuno, PhD

Professor, Department of Biomedical Data Intelligence, Graduate School of
Medicine Kyoto University

Japan industries advancement and related innovation has been promoted by
industry-academia-government collaboration in each business segment for 50
years. In the world, an innovation invented and developed in one area is applied
in other industries in recent years, has become an important driving force of
further promoting approach. In the life sciences field including pharmaceuticals
and healthcare, the development and application of artificial intelligence and
digital technology has advanced like other industries.

The Life Intelligence Consortium (LINC), consists of approximately 100 Al/IT
companies, pharmaceutical companies, and academia with working period
of 4 years from November 2016, has been established to promote innovative
approach using Al for more than 30 areas from target search to clinical
development, post marketing safety measures, prevention and preemptive
medicine.

This time, the session will provide an opportunity to thoroughly discuss the
progress and future of LINC activities, and key to success in industry-academia-
government collaboration in life sciences area.

Pharmaceutical Innovation Aimed by the Al Consortium “LINC”
Yasushi Okuno, PhD

Professor, Department of Biomedical Data Intelligence, Graduate
School of Medicine Kyoto University

Al Development on Medicine Development and Post Marketing
Safety Measures
Rika Okamoto, PhD

Program-Specific Associate Professor, Department of Biomedical Data
Intelligence, Graduate School of Medicine Kyoto University

Al for Pharmacovigilance Can We Work on This Project as Team
“All Japan”?

Yusuke Sugiura, MSc

Manager, PV Operations Department and Pharmacovigilance
Department, Pharmacovigilance and QA Division Kyowa Kirin Co., Ltd.

Challenges of Using Medical and Scientific Information by Al in
Japan - Seek Solutions through the Al Consortium “LINC” -
Rika Abe, RPh

Partnership-Promotion Coordinator, RIKEN Cluster for Science,
Technology and Innovation Hub

Panel Discussion
All Session Speakers and
Toyotaka Iguchi, MD, PhD

Office Director, Office of Pharmacovigilance I, Pharmaceuticals and
Medical Devices Agency

S26 Room 102 14:00-15:30

eSource in Clinical Trials - Global/Japan Use
Cases -

Related Interest Area(s): CR, DM, AC
Level: Intermediate

SESSION CHAIR

Toshihiko Doi, MD, PhD
Head, Programming, Biostatistics & Programming Clinical Services &
Operations Research & Development, National Cancer Center East

The value of eSource is indisputable. TransCelerate member companies and
other select organizations will share experiences of eSource implementation
and discuss lesson learned to continue to progress towards the digitalization
of clinical trials.

Discuss the application of eSource in clinical trials from an industry member
consortium and others; Identify important lessons learned for future application
and adoption of eSource within their organizations and continue to uncover
unknowns in this emerging space related to technology and standards in need
of further advancement.



DAY 2 | MONDAY | NOVEMBER 11

Digitally Enabled Patient-Centric Clinical Trials - Current State
and Future Opportunities

Matthew Moyer, MBA, MS, PMP

Director, Clinical Supply Technology, Merck & Co., Inc,

TransCelerate eSource Regulatory Landscape Assessment
Jesper Kjaer, MSc

Director, DM Anchor, Novo Nordisk Ins.

TransCelerate BioPharma Inc

Comparison of eSource Approaches
Amy Harris Nordo, MMCi, RN, CPHQ
Director, eSource Implementation, Pfizer Inc

The Experience of DDC (Direct Data Capture) Introduction and
Our Future Scope

Yuichi Yamada

Data Management, Biostatistics Center, Shionogi & Co., Ltd.

S27 Room 703 14:00-15:30

How About the Courage to Take a Further Step?

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

SESSION CHAIR

Keiichi Inaizumi MSc
Manager, Japan Clinical Project, Clinical Project Management Group,
Pfizer R&D Japan

For young people, with speakers leading regulatory agencies and
pharmaceutical companies, give talks with specific experiences, such as how
did they increase their motivation when they were hard, how they continued
to challenge themselves not creating walls or ceilings, how did they have the
courage to take a further step, and how they have challenged. Through the
lecture, you will unleash yourself from the spell of your own limitations that
you have made yourself unconsciously, and this will be a session that will be a
catalyst for young people to realize that you can make further leaps, or want
to do so. This session is not a one-way presentation, but it also includes group
discussions to broaden the scope, and conduct young networking beyond
industry, government and academia.

Yoshiaki Uyama, PhD

Director, Office of Medical Informatics and Epidemiology,
Pharmaceuticals and Medical Devices Agency (PMDA)
Atsushi Tsukamoto, PhD, MSc

Vice President, R&D Division, New Drug Regulatory Affairs Department,
Daiichi Sankyo Co., Ltd

Group Discussion
COFFEE BREAK 15:30-16:00
16:00-17:30
S28 Room 605 16:00-17:30

Global Oncology Development - Be a Game
Changer in Oncology Development -

Related Interest Area(s): CR, RA
Level: Biginner

SESSION CHAIR

Hironobu Saito, PhD
Corporate Officer, Vice President, Oncology Clinical Development,
DaiichiSankyo Co., Ltd.

The world surrounding cancer treatment continues to evolve rapidly. New,
emerging products include not only immuno-oncology drugs, but also
regenerative medicine and medical devices, that expand the

therapeutic choice in the field of cancer treatment. Thanks to the rapidly
evlolving digital applications,

artificial intelligence (Al), and the Internet of Things (loT) that affect clinical trial
operations, clinical development faces both challenge and opportunity to keep
the evaluation of novel therapeutic products simple and reliable.

This session provides a great opportunity to discuss how we can move towards
ideal future direction of global clinical trial in oncology.

This is a pre-session for DIA Global Oncology Development 2020 held on Jan
31, 2020.

Opportunities for More Contribution to Clinical Trials
Eri Sekine
Head, Trial Monitoring Japan, Novartis Pharma K.K.

Site Capability for Global Study - from Both “ Sites and
Sponsors” Perspectives -

Toshiko Ishibashi, PhD, RN

Clinical Operation Management, ONO Pharmaceutical Co.,Ltd.

Panel Discussion

All Session Speakers and

Toshihiko Doi, MD, PhD

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

Noboru Yamamoto, MD, PhD

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

S29 Room 606 16:00-17:30

Leveraging Physiological Pharmacokinetic (PBPK)
Analysis for Development After Issuing Official
Guidance the Potential Impacts of PBPK Analysis
on Japan Submission

Related Interest Area(s): CR, RA, CP, MW, MI, O: Clinical Pharmacoogy,
Labeling

Level: Biginner, Intermediate

Language: Japanese Language Only

SESSION CHAIR

Atsunori Kaibara, PhD

Research Advisor, Pharmacokinetics/Pharmacodynamics Biometrics
Medicines Development Unit Japan, Eli Lilly Japan K.K.

This session outlines the potential impact of PBPK after issuing the new
guideline for non-clinical pharmacology experts. Throughout the session, we
will share the perspectives of experts from industry, government, and academia
on the number of clinical pharmacology studies necessary in submission by
appropriately utilizing PBPK and how to balance actual clinical practice and
simulation in drug development. In the panel discussion, the PBPK experts
will discuss how to effectively utilize PBPK as an efficient tool for clinical
development as well as useful bed-side information for appropriate drug use.
We will also discuss the necessity and danger of applying simulation data as an
alternative of actual clinical data.

Application of PBPK Modeling Leading to More Efficient Drug
Development - Overview and Case Examples -

Chieko Muto, PhD

Sineor Manager, Clinical Pharmacology Clinical Research Development
Japan, Pfizer R&D Japan

Current State of New Drug Review Utilizing PBPK Modeling and
Developing PBPK Modeling Guideline

Shinichi Kijima

Principal Reviewer, Office of Advanced Evaluation with Electronic Data
Office of New Drug 4,

Pharmaceuticals and Medical Devices Agency (PMDA)

TBC
Naoto Uemura, MD, PhD

Department of Pharmaceutical Medicine, Oita University Faculty of
Medicine

Panel Discussion

All Session Speakers and

Masanobu Sato, PhD

Senior Scientist, Clinical Pharmacokinetics & Pharmacometrics Clinical
Pharmacology Development, Clinical Research, Japan Development,
MSD K.K.

Masayo Oishi, PhD

Research Fellow, Quantitative Systems Pharmacology, Analysis and
Pharmacokinetics Research Labs., Astellas Pharma Inc.
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S30 Room 607 16:00-17:30

ICH E9 (R1): Understand Estimand. Let’s Discuss
the Impact on the Design of Clinical Trials

Related Interest Area(s): CR, RA, DM, ST, MA, MW, AC
Level: Beginner

SESSION CHAIR

Satoru Tsuchiya, MSc
Senior Director, Data Science, Sumitomo Dainippon Pharma Co., Ltd.

The ICH E9 (R1) guideline will be step 4 in 2019. Estimand dealt with in the
guideline is an important concept in the design of the clinical trials, and it
is necessary for non-statistician to understand the guideline. How does the
protocol of clinical trials change and how should the results be interpreted? For
non-experts in statistics, explain estimand in an easy-to-understand manner,
and share real examples, discuss and points to consider on this topic.

What is Estimand?
Hideki Suganami, PhD
Director, Clinical Data Science Dept. Kowa Company, Ltd.

Expectation on Future Implementation of E9(R1) Guideline
Ayako Hara, MSc

Biostatics Reviewer, Office of New Drug 3,

Pharmaceuticals and Medical Devices Agency (PMDA)

Impact of Estimand from Regulatory and Clinical Viewpoints
Takayuki Imaeda, MS, MPharm
Sineor Director, Regulatory Affairs, Pfizer R&D Japan

Estimands: A Clinical Perspective [ Recorded Presentation]
Charis Papavassilis, MD, PhD

Therapeutic Area Head, Dermatology Immunology, Hepatology &
Dermatology Development Unit, Novartis Pharma AG

S31 Room 608 16:00-17:30

How to Become Quality Management for Patients

Related Interest Area(s): CR, DM, PM, AC
Level: Beginner

SESSION CHAIR

Noriko Kobayashi

Clinical Research Support Office, National Cancer Center Hospital

The development of a Quality Management System (QMS) is currently under
consideration in the conduct of clinical trials, but the emphasis is on ensuring
the reliability of the trial results. Moreover, the use of tools for implementing
QMS and compliance with the newly examined Quality Management (QM)
procedures themselves appear to be objectives. However, in the conduct of
clinical trials, protection of human subjects is also essential, so it is necessary
to consider what QM means, including human subject protection. To this end,
it is important for pharmaceutical companies and medical institutions to share
the goal of the clinical trial that should be achieved and for both parties to aim
for the same goal of the clinical trial.

In this session, we would like to consider ways to ensure that patients
can participate in clinical trials with peace of mind and that it is safe and
appropriate by reviewing current problems in clinical trials and considering
how pharmaceutical companies and medical institutions can work together.

What Doctors (Investigators) Can Do for Patients?
Toshio Shimizu, MD, PhD
Department of Experimental Therapeutics, National Cancer Center Hospital

What CRCs Can Do for Patients?
Junko Yamasaki
Clinical & Translational Research Center, Kobe University Hospital

What CRAs Can Do for Patients
Takashi Asahi
Clinical Research 2nd Div, CMIC Co., Ltd.

What Sponsors Can Do for Patients

Noriaki Nagao, MParm, PMP

Director, Quality Control Team Leader, Clinical Development Dept.,
Japan Tobacco Inc

Panel Discussion
All Session Speakers

§32 Room 609 16:00-17:30

The Basics of Health Technology Assessment
- From Clinical Trials to Pricing -

Related Interest Area(s): CR, RA, MA, O: Market Access
Level: Beginner
Language: Japanese Language Only

SESSION CHAIR

Shunya lkeda, PhD

Professor, International University of Health and Welfare

Followed by 2-years pilot program, HTA was newly introduced in Japan in
2018. However, the number of products evaluated in the pilot program
was limited and few of employees of pharmaceutical and medical devices
industries experienced actual HTA process.

This session help participants understand the Japanese HTA system and
think about what they need to prepare to address the requirements. The
session includes the overview of basic knowledges and Japanese system of
HTA by an academic expert and the review of the report of Pharmaceutical
Manufacturers Association Task Force Team on the procedures of HTA. Also,
experiences in HTA pilot program will be shared by each representative from
pharmaceutical and medical device companies.

HTA - To Do or Not to Do, That Is the Question

Ataru lgarashi, PhD

Unit of Public Health and Preventive Medicine,

Yokohama City University School of Medicine

Graduate School of Pharmaceutical Sciences, The University of Tokyo

Framework of Cost-Effectiveness Analysis

Toshihiko Aranishi, PhD

Research Scientist, Health Outcomes/Health Technology Assessment/
Real World Evidence, Eli Lilly Japan K.K

Japan Pharmaceutical Manufacturers Association (JPMA)

The Case and Process of Pharmaceutical in Pilot Program of
Cost Effectiveness Evaluation

Shinya Ohno, MPh

HTA Specialist/ HTA Group, External Affairs Dept.,

Chugai Pharmaceuticals K.K.

Cost-Effectiveness of Transcatheter Aortic Valve Implantation
in Japan: Experience From the Japanese Pilot Health
Technology Assessment

Miyoshi Asaoka, MBA

Director, Health Economics & Patient Engagement, THV, Edwards
Lifesciences Limited

S33 Room 610 16:00-17:30

Practice of Post-Introduction of New
Consultation System of Labeling for Revision

Related Interest Area(ts): CR, RA, CP, MA, MW, O: Labeling
Level: Intermediate
Language: Japanese Language Only

SESSION CHAIR

Tetsuro Hagiya
Head, Labeling Group, Product Maintenance & Market Support
Regulatory, Regulatory Affairs, Sanofi K.K.

Revisions of labeling for eight pharmaceutical ingredients were implemented
based on the new consultation system from the start of the new system to
May 2019. On the other hand, although consultations were considered, some
proposals for revision of labeling have not been accepted in pre confirmed
consultations. Based on the original principle and positioning of the original
consultation, we will discuss optimal approaches for utilizing the system and
what kind of challenges exist in the government and companies, hope to
further promote the utilization of the system in the future.

Background and Overview of New Consultation System for
Package Insert Revision, and Results after Introduction
Yoichi Kohno, PhD

Review Director, Office of New Drug V, Pharmaceuticals and Medical
Devices Agency (PMDA)
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A Case That the Labeling Was Not Revised as a Result of
Consultation for Package Insert Revision
Yoshiaki Toyomori

Respiratory, Pharma Regulatory Affairs Japan, Regulatory Office Japan,
Novartis Pharma K.K.

A Case That the Labeling Revision Succeeded by the New
Consultation System

Kazuaki Sakakura

Deputy Director, Regulatory Affairs Dept.

TAIHO Pharmaceutical Co., Ltd.

Panel Discussion
All Session Speakers and
Chie Kishimoto

Vice President, Regulatory Affairs Department, Global Development
Division, Shionogi & Co., Ltd.

Satoru Nakamura

Inspection Director, Office of Non-clinical and Clinical Compliance,
Pharmaceuticals and Medical Devices Agency (PMDA)

S34 Room 101 16:00-17:30

The Present and Future of Utilization of Al and
Digital Technology in Medicine Development and
Healthcare Services -To Deliver Rational Medicine-

Related Interest Area(s): ALL
Level: Intermediate

SESSION CHAIRS

Kazuhiro Kanmuri, PhD
Vice President, Clinical Development Ascent Development Services Co., Ltd.

DIA Japan organized a symposium entitled “Cutting Edge Series - The Present
and Future of Utilization of Al and Digital Technology in Drug Development -”.

The key elements that become the driving force of continuous innovation
promotion regardless of industries are: (1) promoting technological innovation
as the core of innovation, (2) application technology in needs including
commercialization, and assess a level of utility and improvement, (3) fostering
talent with high potential and find experts, and connect them to promote further
innovation.

In this session, experts (engaging Al application using multi-omics and promoting
education for coming Al and digital era) from academia, pharmaceutical
companies, technology venders and regulators will be invited to share their
insights and discuss how we contribute to deliver rational medicine.

Al Empowers Biomarker Discoveries Using Multi-Omics
Technologies

Wong, Catherine CL, PhD

Professor/Director, Center for Precision Medicine MultiOmics Research,
Health Science Center, Peking University

Education Program for Value Creator Who Can Construct Bright
Future in Kobe University and Future.

Hiroki Tsuruta, PhD

Associate Professor, Office for Academic and Industrial Innovation /
Creative Dojo, Graduate School of Engineering, Kobe University

Key Points for Introducing RPA in the Pharmaceutical Industry
Hiroyasu Sugihara

Manager, Direct Sales, Automation Anywhere Japan, Co., Ltd.

Panel Discussion
All Session Speakers

S35 Room 102 16:00-17:30

The Appropriate Use of Drugs in Asia Countries,
Especially Elder Patients

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

SESSION CHAIR

Junko Sato, PhD
Director, Office of International Programs, Pharmaceuticals and Medical
Devices Agency (PMDA)

Although Japan is famous for centenarian population, the aging of population
is a common problem in Asia.

Weight fluctuations and organ dysfunction associated with aging are well-
known facts. However, only few of the drug package inserts include information
about the elderly.

We will share the current status of the appropriate use of drugs for the elderly
and cautionary statements included in package inserts in the aging Asian
countries and consider more appropriate pharmacotherapy for the elderly

by cooperating with other Asian countries that are experiencing the same
situation.

TBC
Ling Su, PhD
Professor, Shenyang Pharmaceutical University

The Appropriate Use of Drugs in Elder Patients: A Malaysian
Perspective
Azri Bin Nasruddin

Senior Principal Assistant Director, Centre for Product Registration,
(NPRA)

Outlook of the Current Labeling in Asia and the Future for
Elderly Patients

Rie Matsui, RPh

Director/ Regional Labeling Head for APAC, International Labeling,
Global Regulatory Affairs, Pfizer R&D Japan

Panel Discussion
All Session Speakers

S$36 Room 703 16:00-17:30

Bringing Japanese Technology to the World! Ideal
Way of Life Science Innovation in the Era of Peace,
Considered by Industry, Government and Academia

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

Language: Japanese Language Only

SESSION CHAIR

Kei Tanaka, Master

Manager, Nippon Boehringer ingelheim

Tips for breaking the sense of closure in life science industry in Japan will be
provided by uncovering the success of startup company in life science field that
are making remarkable and innovative efforts. In the first half of the session,
perspectives from industry, government, and academia or from the successful
startup company will be provided and an overview of Japan’s situation in the life
sciences sector will be given. Then what we should do to revitalize Japanese life
sciences will be discussed in a panel discussion format.

Through discussions on themes that cannot be involved in daily work, further
growth and career hints to audiences who will lead the pharmaceutical
industry in the future will be provided. Also “importance of the challenge” in
the pharmaceutical industry that requires innovation will be delivered through
examples.

Innovations Around Academia and Startups
Mikio Kawahara, MBA, MEM
Chief Investment Officer, UTokyo Innovation Platform Co., Ltd.

How Does Pharma Create “Innovation”?

Akira Suwa, PhD
Business Producer, Rx+ Business Accelerator Division,
Astellas Pharma Inc.

The Fate of Innovative Bio Ventures

Yoshikazu Nakamura, PhD
President and CEO RIBOMIC Inc.

Initiatives for the Promotion of Healthcare Ventures by the
Ministry of Health, Labour and Welfare
Hiroya Kuwahara, MD, PhD

Health Policy Bureau, Research and Development Division/Economic Affairs
Division, Ministry of Health Labour and Welfare (MHLW)

Panel Discussion
All Session Speakers and
Yoshinobu Tanaka

Clinical Director, Oncology clinical development, Oncology science unit,
MSD K.K.

SHORT BREAK 17:30-17:45
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ENnGcAGE AND ExcHANGE: SPECIAL CHAT SESSION

LeT’s CHAT! “WHAT’s THE DIA WorLD 2019”

REcEPTION HALL 17:45-19:00
Related Interest Area(s): ALL
Level: ALL

SESSION CHAIR
Keiichi Inaizumi, MSc

Manager, Japan Clinical Project, Clinical Project
Management Group, Pfizer R&D Japan

FACILITATORS
DIA Japan Content Committee /
Community

“Special Chat Sessions” will be provided for members to exchange opinions, questions, or issues and to build networking among attendees. Young or experienced
attendees, academia or students, investigational sites or PMDA - please sit around our table and be our companions! Let’s talk together.

This session will be a casual discussion in a free-discussion format of small groups of people. We are going to provide some discussion topics. This year, we prepare
eleven hot topics, and two Communities will facilitate one topic so that you can enjoy discussions beyond Communities. Please visit your interest table and join
the discussion of a theme in which you are interested. The views and opinions expressed in Chatting are those of the individual participants and should not be
attributed to DIA, affiliates, or any organization with which the participants is employed or affiliated.

<List of Topics>
# Category Topic Facilitators Abstract
Clinical Operations & Let's Talk Risk-Based Monitoring. Elinical Opgrations&Monitoring (COM) Let's di;cu§s the challenges of promotiong Risk Based approach
1 Monitoring (COM) I(\:/iaif;?;lias;;i T:fr}\:ge Pharma %gﬁ/ﬁration o Monitoring!
i inical Data Management
Clinical Data Yukikazu Hayashi
Management (CDM) A 2 Healthcare Corporation
Clinical Innovation (CI) What Are the Competency Clinical Innovation (CI) What are the important competency required for us working on drug
) Required for Person in Clinical Knganaka, M«?STET . development in the upcoming Al era? Let's discuss necessary skills or
) Project Management Development in the Al era? lgllppop'aoehnnger I? Pe’\I/Bem Co., Ltd. future careers ahead of time.
(PM) ' Satoshi Suztk
Pfizer R&D Japani
Pharmacovigilance & Let's Discuss Ecosystem for Post- Eh_a'(/lma%ovigilance & Labeling (PL) E?pediteg approved ﬁroducts might be welcomed Eom eat:Iy atcﬁcess goin&
. . ei Maeda of view by patients, however it is important to enhance benefit and ris|
Labeling (PL) Marketing (RWD/E) Eli Lilly Japan KK. information after launch as quickly as possible. In order to realize such
3 | Medical affairs(MA . ) situation, should we seek various ways to create and share new evidence
(MA) %e.g.'f;ﬁ'. ?\lfifsaf;za(mg)MD together with other countries in post launch phase using epoch-making
Celgene KK. ' methodology such as utilizing real world data and artificial intelligence? Let’s
o talk freely about next generation evidence creation and utilization globally.
Clinical Data How Is Everyone Doing; PRO/ _lC_IinicaI' Ifj\/‘\al'ta Mz,:/rllsagement (CDM) Let's discuss on the use of Patient Reported Outcome (PRO). How can we
1 empel Miyaji, M>c incorporate and apply PROs to the clinical research? What others do for the
4 Management (CDM) \53@2%% Design and PRO/COA ghg Ur;i\éersity of TO{(%/FC’)E) translations of PROs? How can we validate the PROs?
. ? atient Engagemen
Patient Engagement (PE) Yoshikata (F;u?uya, MSc Note: The system validation of ePRO will not be discussed in this session.
MSD KK. However, we can discuss the differences between PRO and ePRO.
Project Management(PM) | How to Keep and Manage Quality | Project Management(PM) As rather a long time has passed since QMS was proposed, it might be
i ini Noriaki Nagao agood idea to discuss what the qualities are in clinical studies and how
e in Clinical Study
5 Six Sigma(SS) JAPAN TOBACCO INC. we should manage and control them.
Six Sigma(SS)
Kazuo Ichikawa, PhD, RMP
Daiichi Sankyo Co., Ltd.
Regulatory Affairs(RA) What Will Change with Revision | Regulatory Affairs(RA) PMD Act revision is under discussion on the following points: latest
of the Pharmaceutical and Hayato Sasao, RPh drug information provided electrically (not paper), new review process
Pharmacovigilance & Medical Devices Act (PMD Act)? Chugai Pharmaceutical Co., Ltd for “CMC change” based on PACMP, advertising regulation and
6 | Labeling (PL) edical Devices Ac Cv)! Ph il & Labeling (PL strengthening governance of companies. Also, the discussion on new
Riea](/[rgﬁscgin?PIr?nce abeling (PL) clarification of complicated clinical studies such as the basket/umbrella
Pfizer R&DlJapan study has started. Let's discuss on the impacts of these latest trend on
our business.
Six Sigma(SS) How Should QTL Be Adopted in | Six Sigma(sS) Although QTL was discussed as a session at DIA Annual Meeting in 2017,
Clinical Trials? Katsuhiko Sawada futher improvement and evaluation on QTL in clinical studies are really
Statistics(ST) : Taiho Pharmaceutical Co., Ltd./ Otsuka intriguing from both statisticians’ and RBA view points. In this chatting
7 Medical Devices Co., Ltd. session,we can enjoy free discutions on the topic related to QTL.
Statistics (ST)
Yoichi M. Ito, PhD
The Institute of Statistical Mathematics
Statistics(ST) A Discussion on Utilization of gte?ctisti%_s (S'I;]). Ve How can RWD be used ri]n dru%dexelgpnggnt proceks)s? Let’; discuss from
atoru fsuchiya, MSc various viewpoints, such as what kind of data can be used, comparison
g | Clinical Innovation (Cl) RWD/RWE for Drug Development gumitomo Dainippon Pharma Co. Ltd. | with overseas situations, etc.
Taigi Yamazaki
Showa University
Medical Communication | Status of Response to Ié/_lgdKicaI C?(mmunication (MQ) How do youd understa?]d the medilcal informatibon ;hat shauld be
“coideli Nt IJl Kurosaki communicated as a pharmaceutical company based on the new
9 (MO Gufel.mes f?r Pres.crlptlon p_rUQ,, ,\A/lstgl_lasl pral_'ma’\/lRC. promotional guidelines and what measures are taken? Are these
Medical affairs(MA) Marketing Information Provision Lorion LaJr:slll;si(rrwa g’hD initiatives able to provide better medical information for patients and
and Its Issues. GlaxoSmithKline KK. medical professionals? Let us discuss the current situation and challenges!
Patient Engagement (PE) | Think about Informed Consent Patient Engagement (PE) 1. Recently, volume and complexity of Informed consent documents are
Clinical O . & from a Patient’s Perspective Eazu)’t{k'PS#ZUk' increasing. Let's discuss how we can improve informed consent documents
inica erations ovartis Pharma P it ’
10 Vonior p Com and How Should the Results of Clinical Operations & Monitoring (COM) and communication from a patient’s perspective.
onitoring ( ) Clinical Studies Be Published for | Miyoko Yamauchi 2. Last year, it became a requirement to disclose the results of clinical studies.
Patients and/or Citizens? Chugai Clinical Research Center Co., Ltd. | Let's talk about what actions we should take for patients and the public.
Regulatory Affairs(RA) Tips for Mutual Regulatory 53 glatac;gy Affairs(RA) ArTzI you havir};thDrzublg corr;r;ur;]icatingh with a c|c|>mpany regulatory
icati colleague ora reviewer? Perhaps when you call a company no one
. Medical Communication Communication Improvement Eli Lilly Japan KK. answers the phone, or when you call PMDA they are always in a meeting,
Community(MC . - . you are on the horns of a dilemma between the authorities and the
y(MC) I&/Leigéc_la_lsgr?@rrpumcanon Community(MC) | company, | can't get in communication with him/her. Let’s share our tips
MSD KK to improve mutual communication gained from your experience.
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9:00-10:30

S37 Room 605/606 9:00-10:30

The Future of Medical Big Data Based on the Next
Generation Medical Infrastructure Act

Related Interest Area(s): CR, ST, AC
Level: Beginner

SESSION CHAIRS

Hiroyuki Yoshihara, MD, PhD

Professor emeritus, Kyoto University

Recently, the utilization of medical DB has been promoted in the medical
industry, and the collection, accumulation and utilization of real world data
such as EHR have been actively promoted regardless of the initiative of the
government or private sector. The Next-Generation Medical Infrastructure Act,
which took effect last year, sets new rules for the medical database industry.

In this session,

*What is the Next Generation Medical Infrastructure Act?

*Medical DB based on the Next-Generation Medical Foundation Act

*Future of Medical DBs under the Next-Generation Medical Infrastructure Act
*What is the 1000 Medical Records Project?

This paper introduces the future state of the medical DB industry, utilization of

the medical DB, and how the medical DB industry will develop in the future, and
proposes a method to contribute to future medical DB research.

Development of Genomic Medicine and Drug Discovery Using
Medical Database in Genome Cohort Study

Soichi Ogishima, PhD

Professor, Medical Information ICT Division Genomic Medical
Information Division, Tohoku Medical Megabank Organization of
Tohoku University

Millennial Medical Record: Large Clinical Database for Medical
Research

Hiroyuki Yoshihara, MD, PhD

Professor emeritus, Kyoto Univercity

Reconsidering “Real World Data”

Takeo Nakayama, MD, PhD

Professor, Department of Health Informatics, School of Public Health,
Kyoto University Graduate School of Medicine

S38 Room 607 9:00-10:30

Regenerative Medical Products - Learn from the
Latest Approved Products -

Related Interest Area(s): CR, RA, AC
Level: Begginer

SESSION CHAIR

Daisaku Sato, PhD, MPharm

Associate Center Director for Advanced Evaluation with Electronic Data
and Medical Informatics and Epidemiology / Chief Management Officer,
Pharmaceuticals and Medical Devices Agency (PMDA)

Two new regenerative medical products were approved in 2018, after 3 years
since last approval. Many academias and the industries are working on
researches and development toward the commercialization of regenerative
medical products to cure the intractable diseases.

In this session, we will have speakers from the companies that had recently
approved products and from PMDA. The issues to address which occurred
during the development and/or after launch will be presented, in addition,
reviewer’s points of view will be explained. Attendees will expect to learn the
cases from the lectures and panel discussion.

Strategy, Issues, and Challenges - the Case of Stemirac -

Yoshihiro Yoshikawa
Research and Development Center for Regenerative Medicine, NIPRO
Corporation

Development Strategy and Challenges for Practical Application
in Kymriah

Yayoi Kitawaki, MS

Senior Japan Program Head, Development Department, Oncology
Development Unit, Novartis Pharma K.K.

Evaluation of Regenerative Medical Products - General
Considerations -
Yoshiaki Maruyama, PhD

Review Director, Office of Cellular and Tissue-based Products,
Pharmaceuticals and Medical Devices Agency (PMDA)

Panel Discussion
All Session Speakers

S39 Room 608 9:00-10:30

Utilization of RWD for the Clinical Trial Design and
New Drug Application

Related Interest Area(s): CR, RA, DM, ST, PM, AC
Level: Beginner

SESSION CHAIR

Takashi Moriya, PhD, MBA
Director, Data Sciences Department, Janssen Pharmaceutical K.K.

Regulators, industries, and academia have been very interested in how to use
Real World Data (RWD) in clinical development. This session will introduce
approaches to conducting effective clinical trials using RWD and/or Electronic
Health Records (EHRs), and share common current efforts to resolve problems
that presently remain for more efficient use of RWD.

Database research using RWDs is also actively being considered in Japan. This
session will also introduce new clinical trial models in Japan from the viewpoints
of industry, government, and academia.

Can We Use RWD for Regulatory Decision in Oncology Drug
Development?

Takeharu Yamanaka, PhD

Professor, Department of Biostatistics, Yokohama City University
School of Medicine

Connected And Enriched Health Data To Optimize Clinical
Research Across The Drug Development Cycle

Tammy Guld

Global Team Lead, Janssen Clinical Innovation, Janssen R&D, LLC.

PMDA’s Activities for Regulatory Utilization of Real World Data
Kinue Nishioka, PhD

Review Director, Office of Advanced Evaluation with Electronic Data,
Pharmaceutical and Medical Device Agency (PMDA)

Panel Discussion
All Session Speakers

$40 Room 609 9:00-10:30

Consider How to Provide Patient-Sought Drug
Information

Related Interest Area(s): RA, CP
Level: Beginner, Intrmediate
Language: Japanese Language Only

SESSION CHAIR

Tomiko Tawaragi
Chief Director, RAD-AR Council, Japan

Drug information required by patients receiving medical care in Japan is
diversifying, and the language of patients is also diversifying. Digitization has
also advanced as a method of providing drug information, and various methods
have been used. What are the challenges of current methods of providing drug
information from a citizen perspective? In this session, we will share current
approaches, challenges (limitations and difficulties of current schemes), and
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expectations for the future. In addition, we will consider what to do in the future
through industry-government-academia collaboration and what to prepare
from now in the panel discussion.

Measures to Deliver Reliable Drug Information to Patients
Yoichiro Takahashi
Vice Chief Director, RAD-AR Council, Japan

How Do Patients Feel They Want to Be Provided with Reliable
Drug Information?

Kensuke Nose

Sponsor, MYSTAR Japan

Information Provision at Pharmacies

~ From Information, To Communication~

Toshiaki Suzuki

Area Manager, Pharmacist Solution Department, Fuji Yakuhin Co., LTD.

How to Meet Patients’ Needs for Health Information in
Hospitals Focus on “Health Information Plaza Kenko-Joho-
Hiroba “ in Keio University Hospital

Hideo Nakada, RPh

Teaching Assistant, Hospital pharmacology, Faculty of Pharmacy,
Keiko University

Panel Discussion

All Session Speakers and

Takamasa Horio, JD

Legal Advisor, Compliance and Narcotics Division, Pharmaceutical

Safety and Environmental Health Bureau, Ministry of Health, Labor and
Welfare (MHLW)

S41 Room 610 9:00-10:30

The Dawn of Program Management: Beyond
Project Management

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

SESSION CHAIR

Koji Iwasaki, PhD
Specially Appointed Professor, Academic Clinical Research Center, Department
of Medical Innovation, Osaka Univercity

Recently, not only industry but also academia are utilizing project management
skills and techniques, to produce deliverables under cost and time constrains.
In addition, recent new therapy development, such as oncology, requires
simultaneous development of multiple indications and/or concurrent CDx
development, and simple project management tools may not fully solve
organizational problems. Thus “program management”, where multiple
projects are managed effectively and efficiently, plays critical roles. In this
session, basic concept and examples program management implementation will
be introduced and participants are encouraged to participate in discussion, so
that we can deeply understand and discuss effective and efficient management
for recent complex new therapy development.

What Is Program Management?
Toru Kato
President, Japan Project Management Association

Perspective for Academic Project Management and Its Variety
for Exit Strategies in Japan

Shoji Sanada, MD, PhD

Professor and Chief in Clinical Research Support Group, Center for
Clinical Research and Innovation, Osaka City University Hospital, Japan

Program Management Implementation in Pharmaceutical
Company

Atsushi Tsukamoto, PhD, MSc
Vice President, New Drug Regulatory Affairs, Daiichi Sankyo., Co., Ltd.

S$42 Room 101 9:00-10:30

Think About Informed Consent from a Patient’s
Perspective - What Can We Do to Promote Proper
Understanding of Clinical Trials and Patient-
Friendly Clinical Trials?

Related Interest Area(s): CR, RA, DM, PM, AC, O: Patient
Level: Intermediate

SESSION CHAIR

Kazuo Hasegawa
Representative Director, Lung Cancer Patient Network ONE STEP

Informed consent is the first important process for patients to learn about and
understand clinical trials. Recently, volume and complexity of Informed consent
documents are increasing. In this session, we will discuss how we can improve
informed consent documents and communication from a patient’s perspective
based on the recent efforts in Japan and global.

Bringing Patient Centricity to Informed Consent and Promoting
Understanding of Clinical Research Participation

David Leventhal, MBA

Senior Director, Clinical Trial Experience s, Pfizer, Inc

How Do We Make “Easy-to-Understand ICF” Come True?
Yumiko Miyazaki, MSc

Manager, Clinical Innovations & Business Integration, Clinical
Development Operation & Innovation, Eli Lilly Japan K.K.

From the Standpoint of CRC That Uses Various ICFs and
Supports Many Subjects (Tentative)

Yukari Suzuki, R.N.

Chief Clinical Research Coordinator, Clinical and Translational Research
Center, Niigata University Medical & Dental Hospital

TBC

Shinsuke Amano

Director, Group Nexus Japan

Panel Discussion

All Session Speakers

S43 Room 102
Virtual Clinical Trials: Roadmap for
Implementation in Japan

Related Interest Area(s): CR, RA, PM, AC
Level: Beginner

9:00-10:30

SESSION CHAIR

Takayuki Imaeda, MS, MPharm

Sinior Director, Regulatory Affairs, Pfizer R&D Japan

Virtual clinical trial (VCT) is one of the hot topics in drug development as a
way to enhance patients’ access to clinical trials. In contrast to several used
cases available globally, only a few examples exist in Japan. In this session, we
will discuss the benefits and obstacles to implement VCT in Japan from the
study site and sponsor’s perspective after the global sponsor’s presentation.
We will also introduce new technologies and approaches for VCT including
eConsent, direct-to & from-patient, remote medicine, wearable device, ePRO,
and smartphone apps and the challenges associated with them. Lastly, we will
discuss the roadmap towards successful implementation, including what needs
to evolve and potential disease areas, with key stakeholders from patients,
study sites and pharmaceutical companies.

Direct-to-Patient Clinical Trial Model -Promises and Challenges-
Soyoku Nobeyama, MSc

Clinical Innovation Leader, Janssen Clinical Innovation,

Janssen R&D, LLC.

Implementation of “Home Visits” in Clinical Trials in Japan:
Impact on Patients and Challenges

Atsushi Kitamura, MS

Clinical Study Innovation Lead, Clinical Operations, Pfizer R&D Japan

Virtual Clinical Trials: Roadmap for Implementation in Japan
Haruo Kuroki, MD, PhD
Director, Sotobo Children’s Clinic

Panel Discussion
All Session Speakers and
Saori Watanabe

Research Center for Advanced Science and Technology, University of
Tokyo
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Agnés Saint-Raymond, DrMed, MD
Head of International Affairs, Head of Portfolio Board,
European Medicines Agency (EMA)

COFFEE BREAK

11:00-12:30

S44 Room 605/606 11:00-12:30
Innovative Drug Development: Is the Placebo Arm
Really Necessary?

Related Interest Area(s): ALL
Level: Begginer

10:30-11:00

SESSION CHAIR

Haruko Yamamoto, MD, PhD
Director, Center for Advancing Clinical and Translational Sciences, National
Cerebral and Cardiovascular Center

Since long ago, clinical trials have been conducted using a placebo arm in drug
development. The meaning of setting the placebo arm as the theory of clinical
trial design is well established and understood among those involved in drug
development. On the other hand, it is also a fact that the clinical trial sites or
patients have a sense that “it is difficult to conduct a trial with a placebo arm”,
“does not want to receive a placebo”, which makes difficult to conduct the
clinical trials.

In this session, we asked the question, “Is the placebo arm really necessary?”,
Referring to the state of the anticancer drug, and receiving opinions from
doctors, patients, industries, and regulators in Japan and overseas viewpoints,
discuss the possibility of clinical development without putting placebo arm.

Oncology Experience

Taro Shibata, MSc

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

Patient View
Yoshiyuki Majima
Secretary General, NPO Pancan Japan

Innovative Drug Development: Is the Placebo Arm Really
Necessary?

Dalvir Gill, PhD

Chief Executive Officer, TransCelerate Biopharma, Inc

EU Perspectives

Agnés Saint-Raymond, DrMed, MD

Head of International Affairs, Head of Portfolio Board,
European Medicines Agency (EMA)

Panel Discussion

All Sesion Speakers and

Yasuhiro Fujiwara, MD, PhD

Chief Executive, Pharmaceuticals and Medical Devices Agency (PMDA)
Takuko Sawada

Director of the Board, Executive Vice President, Shionogi
Pharmaceutical & Co, Ltd

S45 Room 607 11:00-12:30

Gene Therapy - Learn from the Cases -

Related Interest Area(s): CR, RA, AC
Level: Beginner

SESSION CHAIR

Sumimasa Nagai, MD, PhD
Senior Assistant Professor, Translational Research Center, the University of
Tokyo Hospital

In recent years, development of gene therapy products in Japan has increased
and the first gene therapy product was approved in Japan. Regulatory systems
that facilitate practical application of gene therapy (e.g., Cartagena consultation)
was newly established. This session will present real world examples from
the consultation and review processes in developing such products, from

experts in industry and academia. This session will also discuss other issues
to consider, such as the difference between these therapeutic products and
pharmaceuticals.

Practice of Oncolytic Virus - Correspondence to Cartagena
Protocol -

Takashi Kojima, MD, PhD

Department of Gastrointestinal, Oncology National Cancer Center
Hospital East

Development Outline of HGF Plasmid for Conditional Approval
and Future Development Plan in Japan

Tetsuya Ishihama

Director, Clinical Development Department, AnGes, Inc.

Points to Consider in the Development of Gene Therapy in
Japan.(Tentative)

Takaaki Yoshida

Reviewer, Office of Cellular and Tissue-based, Products
Pharmaceuticals and Medical Devices Agency (PMDA)

Panel Discussion
All Sesion Speakers

S46 Room 608 11:00-12:30

Establishing Real-World-Evidence in Japan, from
the Perspective of Database Utilization

Related Interest Area(s): MA, HEOR
Level: Begginer

SESSION CHAIR

Koji Kawakami, MD, PhD

Professor, Department of Pharmacoepidemiology, Graduate School of
Medicine and Public Health, Kyoto Univercity

Real-world-evidence(RWE) has become more important, in association with
increasing recognition of value-based-medicine or healthcare. In Japan, the
healthcare industry, government and academia are making great efforts to
establish various databases or patient registries to be utilized for clinical
development, pharmacovigilance or research purpose. However, RWE in
Japan is still very much behind compared with those of western countries.
The purpose of this session is to discuss how to promote RWE generation
in Japan, especially from the perspective of utilization of database. The
overviews of RWE in Japan or other countries will be provided. Also, the
speaker from Japanese pharmaceutical industry will share recent experience
of RWE generation.

The Largest Clinical RWD Database Development in Japan
Overview and Future Opportunities

Koji Kawakami, MD, PhD

Professor and Chair, Graduate School of Medicine and Public Health,
Kyoto University

RWOD Frontline: Expectation for RWD and Its Limitation in
Japan
Eiko Shimizu, MSc, MMA, PhD

Graduate Project Associate Professor, Graduate School of
Pharmaceutical Sciences, The University of Tokyo

Work Productivity and Disease Burden in Patients with Pain
Using Japanese Web Survey

Toshinaga Tsuji, PhD

Scientific Leader (CNS), Medical Affairs, Shionogi & Co., Ltd

Growing Regulatory Use of RWE Outside of Japan

Nancy A. Dreyer, PhD, MPH
Chief Scientific Officer & Senior Vice President, IQVIA Real-World &
Analytic Solutions

Panel Discussion
All Session Speakers
S47 Room 609 11:00-12:30

Toward Development of Comprehensive and Reliable
Drug Information System for Consumers and Patients
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Related Interest Area(s): MC, Mi, O: Patient
Level: Beginner
Language: Japanese Language Only

SESSION CHAIR

Michiko Yamamoto, PhD

Visiting Professor, Graduate School of Pharmaceutical Sciences,
Kumamoto University

While pharmaceutical information is abundant on the media and the Internet,
people do not know where they can obtain the correct information.

When we evaluated medical information on the Internet based on international
evaluation criteria etc., few sites met the criteria in Japan. It may be considered
that the scheme for securing whether it is reliable information is not spreading.
Pharmaceutical information does not provide sufficiently for the general public
in the flow from clinical trial, approval to post-marketing.

Itis required to develop the comprehensive information infrastructure for shared
decision making, considering the consumers and patients’” health literacy.

It should be necessary to discuss the prospects and issues from the perspective
of industry, government, academia and patients.

Medical Information: Evidence-Based Public Information and
Shared Decision Making

Takeo Nakayama, MD, PhD

Professor, Department of Health Informatics, School of Public Health,
Kyoto University Graduate School of Medicine

Current Status and Future Prospects of Providing Information
by Pharmaceutical Companies
Kazuhiro Keitoku

The Federation of Pharmaceutical Manufacturers’ Associations of
JAPAN (FPMAJ)

Toward Development of Comprehensive and Reliable Drug
Information System for Consumers and Patients

Michiko Yamamoto, PhD

Visiting Professor, Graduate School of Pharmaceutical Sciences,
Kumamoto University

Panel Discussion

All Session Speakers and

Aya Furukawa

President, Madhere Co., Ltd.

Yoshitaro Haruta

Section Chief, Pharmaceutical Safety Division, Pharmaceutical Safety
and Environmental Health Bureau,

Ministry of Health Labour and Welfare (MHLW)

Yoichiro Takahashi

Vice Chief Director, RAD-AR Council, Japan

S48 Room 610 11:00-12:30

How Should We Set Up Our R&D Strategy and
Target Product Profile? Key Learning from Real
Cases

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

SESSION CHAIR

Kotone Matsuyama, RPh
Professor, Department of Health Policy and Management, Nippon Medical
School

How can we make the best choice when making decisions throughout
different phases of clinical development? The Target Product Profile (TPP)
is a strategic document to refine new market values for the pharmaceuticals
development, and serves as a compass for developing development strategy.
Based on the TPP to be developed, it is very important to maximize the value
of the developmental target in the clinical practice and to carry out the earliest
development by putting it into a viable clinical development plan. In this session,
we would like to approach development strategy and its key points through the
real cases of TPP and clinical development plans in companies and academia.

Significance of R&D Strategic Document Through Regulatory
Consultation and Review Process in PMDA

Tomoko Okudaira
Deputy Review Director, Office of New Drug 2
Pharmaceuticals and Medical Devices Agency (PMDA)

AMED R&D Management Based on Stage Gate and Drug
Development Strategy

Yumiko Tomoyasu, DDS, PhD

Deputy Manager, Office of Project Coordination,

Japan Agency for MedicalResearch and Development (AMED)

Significance and Examples of TPP and R&D Strategic
Documents in Academia

Shinobu Shimizu, PhD

Lecturer, Center for Advanced Medicine and Clinical Research, Nagoya
University Hospital, Nagoya University

Significance and Examples of TPP and R&D Strategic
Documents in a Pharmaceutical Company

Michiyo Oshima, MBA

Senior Director, Japan Portfolio & Project Management Development
Japan, Pfizer R&D Japan

Panel Discussion
All Session Speakers and
Koichiro Uchida, MD, PhD

Associate Professor, Juntendo Advanced Research Institute for Health
Science, Juntendo University

S49 Room 101 11:00-12:30
Forefront of Patient Technology in Clinical Trials

Related Interest Area(s): CR, RA, DM, PM, AC, O: Patient
Level: Intermediate

SESSION CHAIR

Tempei Miyaji, MSc
Project Assistant Professor, Department of Clinical Trial Data Management,
Graduate School of Medicine, The University of Tokyo

Patient technology (PT) has the potential to make a significant impact on
the patient-focused clinical trials. In this session, status and outcomes in
Japan and global on cutting edge PT for promoting clinical trial information
sharing, patient recruitment and patient-friendly clinical trials will be shared.

TransCelerate Patient Experience Overview
David P. Leventhal, MBA
Senior Director, Clinical Trial Experience, Pfizer, Inc

Tools for Enabling and Accelerating Patient-facing Digital
Technologies

Matthew Moyer, MSc, MBA, PMP

Director, Clinical Supply Technology, Merck & Co., Inc.

eConsent Implementation in Japan

Ryo Masada

Pharma Clinical Study Management, Trial Monitoring, Global Drug
Development, Novartis Pharma K.K.

Marching Toward Patient-Centricity: How Technologies Are
Transforming Clinical Research

Jiao Song, PhD

Associate Director, Janssen Clinical Innovation, Janssen R&D, LLC.

50 Room 102 11:00-12:30

The Latest Cases and Further Perspective of Early
Approval System in Japan

Related Interest Area(s): RA, PM, CMC
Level: Begginer

SESSION CO-CHAIRS

Yoichi Sato, MPharm
Senior Director, Head of Pharmacovigilance Planning and Operations,
Pharmacovigilance Dept, Shionogi & Co., Ltd.

Several years have passed since the implementation of a newly system such
as SAKIGAKE and conditional early approval system, and approval cases are
steadily increasing.
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Companies give presentations on examples of projects that have achieved early

approval using such system, good points, and points that were difficult to use,
by giving specific examples. In addition, PMDA also give presentation on the

good points and the points that PMDA want companies to improve.
In the panel discussion, based on the presentations from each presenter, we
will discuss ideas for more efficient use of these systems in the future, and have th
17 DIA Japan

positive discussions to deliver Rational medicine promptly.

Review of New Early Approval Systems

Koushin Kiyohara, MPharm, MSc A NNhua I M eet | ] g 2 O 2 O

November 8-10, 2020
Tokyo Big Sight | Ariake

Dirctor, Office of New Drug 5
Pharmaceuticals and Medical Devices Agency (PMDA)

Regulatory Approval Using the Conditional Early Approval
System
Junko Sugita

Expert Manager, Regulatory Affairs, Regulatory Labeling Group, Pfizer
R&D Japan

Application of SAKIGAKE Designation for Xospata Tablets from
CMC Point of View

Goshi Murakami, MSc

Manager, Quality and Process Management section,

Manufacturing technology 1, Astellas Pharma Tech Co.,Ltd.

Panel Discussion
All Session Speakers

LUNCH BREAK & LUNCHEON SEMINAR
12:30-14:00
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DIAmond Sessions / Closing Remarks

DIAmond Session 2

INTERNATIONAL CONFERENCE RoOM 14:00-15:30

&= DIAmond
W SESSIONS

Rational Medicine for Patients

Related Interest Area(s): RA, O: Patient
Level: Advanced

SESSION CHAIR

Tatsuya Kondo, MD, PhD
President, Medical Excellence Japan

All the regulatory agencies in the world have been trying to work for the
benefit to the patients by establishing new regulations in response to the
needs of their citizens. In this session, we invite speakers who once worked
as a physician in the medical institutions, where they observed what
regulatory agencies do, and then later became a leader of agencies, or a
leader of pharmaceutical industry. Speakers will be asked to discuss “Rational
Medicine” from the patients’ view point. Rational Medicine is something that
patients want, and not only healthcare providers but also people working in
the industry and regulatory agencies would want to deliver it to the patients.
What did they think about when they were healthcare providers? Did it
change when they became a leader of agency or industry? Let us relook at
what Rational Medicine really mean through these discussions.

Panel Discussion

Yasuhiro Fujiwara, MD, PhD

Chief Executive,

Pharmaceutical and Medical Device Agency (PMDA)
Agnés Saint-Raymond, DrMed, MD

Head of International Affairs, Head of Portfolio Board,
European Medicines Agency (EMA)

Kihito Takahashi, MD, PhD

Vice President, GSK Japan K.K.

COFFEE BREAK 15:30-16:00

DIAmond Session 3

INTERNATIONAL CONFERENCE RoOM 16:00-17:30

&= DIAmMmond
WV SESSIONS

PMDA Town Hall

Related Interest Area(s): ALL
Level: ALL

SESSION CO-CHAIRS

Yoichi Ishikawa
Professor, Department of Pediatric Medication Meiji Pharmaceutical
University

Hiromichi Shirasawa, MD
Vice President and Executive Officer, Head of Japan Development
MSD K.K.

This session is provided for you to discuss with Pharmaceuticals and
Medical Devices Agency (PMDA) members on your interests. To make
this session really meaningful, we welcome your active participation. See
you at the session!

Panelists

Toyotaka Iguchi, MD, PhD

Risk Management Director, Office of Safety 2,

Pharmaceuticals, and Medical Devices Agency (PMDA)

Kenichi Mikami, MPharm

Office Director, Office of Review Management,

Pharmaceuticals, and Medical Devices Agency (PMDA)

Daisaku Sato, PhD, MPharm

Associate Center Director for Advanced Evaluation with Electronic
Data and Medical Informatics and Epidemiology / Chief Management
Officer, Pharmaceuticals and Medical Devices Agency (PMDA)
Shinichi Takae

Director, Office of Medical Device 1,

Pharmaceuticals, and Medical Devices Agency (PMDA)

Yoshiaki Uyama, PhD

Director, Office of Medical Informatics and Epidemiology,
Pharmaceuticals, and Medical Devices Agency (PMDA)

Shinobu Uzu, MSc

Associate Executive Director,

Pharmaceuticals, and Medical Devices Agency (PMDA)

CLOSING REMARKS

INTERNATIONAL CONFERENCE RooM 17:30-17:40

Takashi Sato, MSc, PMP
Program Vice-Chair / Manager, Resource Management Group, R&D
Planning Department, Kyowa Kirin Co., Ltd.



YOUR PATH TO SUCCESS: BENEFITS OF EXHIBITING
DIA Japan Annual Meeting Exhibit Website:https://diaexhibit.org/

Increase your exposure at the DIA Annual
Meeting. Happy to offer an extensive list of old
and new marketing, advertising, and support
opportunities.

2,

Platinum and Gold level supporter can hold
luncheon seminar in the lunch time in the closed
seminar room. Silver level supporter can hold coffee
break presentation in the Innovation Theater. Great
opportunity to present new strategy, product, tool
and services.

©

Surround yourself with a built-in network of the
industry’s most successful leaders, allowing you
to identify potential new customers to build long-
lasting partnership.

(4

Our integrated international platform invites
you to meet new clients, reunite with existing
customers and create multiple opportunities for
meaningful face-to-face meetings

5

The DIA Japan Annual Meeting is where talent
and experience meet. Launch your latest
product innovations or scout for the industry’s
top employees.

(6

With your company profile listed in the exhibit
guide and exhibit web site, attendees will know
right where to find you.
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[PO-01] Ethnicity-Specific Drug Safety Data in EMA
Registration Dossiers, European Public Assessment
Reports and European and Singapore Drug Labels.
Lost in Translation?

Ethnicity-specific Drug Safety Data in EMA Registration Dossiers,
European Public Assessment Reports and European and Singapore
Drug Labels. Lost in translation?

Marc Maliepaard

Objectives:

To compare the extent of drug safety data in detailed ethnic populations
available in drug registration dossiers and in the EU Public Assessment
Reports (EPAR), SmPCs or Singapore Package Inserts (SGPI).

Method:

Drugs with large scale clinical studies, registered via the Centralised
Procedure (CP) at the EMA between January 2008 and December 2012

and also registered in Singapore were selected in February 2018. The final
selection consisted of 25 drugs in various indications. Next, drug registration
dossiers and EPARs, SmPCs and SGPIS for this selection of 25 drugs
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were compared. Actual registration dossiers were retrieved at the Dutch
Medicines Evaluation Board.

Results:

Detailed safety data in ethnic groups were present in 23 of 24 (96%) of the
drug registration dossiers, but only in 12 of 25 (48%) of the EPARs, 8 of 25
(32%) of the SmPCs and 9 of 25 (36%) of the SGPIs. Further, in many cases
where ethnicity specific safety information was provided in the SmPC or
SGPIs, the ethnic subpopulations were not mentioned explicitly.

The ethnic groups mostly reported in the registration dossiers were
Whites/Caucasians (23 of 24, 96%), Blacks/African Americans (22 of 24,
92%), Asians (20 of 24, 83%), and Hispanic (15 of 24, 63%). In most cases,
different Asian subpopulations were reported as “Asian”. However, in some
registration dossiers, a distinction was made with defined subpopulations
like “Japanese” of “Korean”. Specific safety data relevant for the major ethnic
groups in Singapore, i.e., Chinese, Indian and Malay, were seldom present in
the screened documents.

Despite the fact that safety data analysed with respect to ethnic population
are available in almost all screened registration dossiers, this information is
often unknown to patients or prescribers as it often was not included in the
EPARs, EU SmPCs or SGPIs.

Conclusion:

In order to increase availability of potentially important safety information, it
is recommended to provide the investigated ethnic populations and group
sizes in public regulatory documents. In this way, trust in drugs for different
ethnic populations may be increased, and more robust treatment decisions
may be obtained in clinical practice.

[PO-02] Raising Awareness of Patient Centricity ina
Pharmaceutical Company Through the Patient Journey
Map Creation

F—=HHRaH
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Objectives:

PJM (Patient Journey Map) was created to understand patient’s feelings and
individual situation and shared among patients and their families, physicians,
and our employees.

Method:

The graphic facilitator drafted PJM based on talks of patients and their families
about their experiences and feelings from the day they were born. Creation of
PJM was completed after the audience (patients and their family, physicians,
and employees) added their thoughts and feelings. The questionnaire was
carried out to attendees to evaluate the change of consciousness to Patient
Centricity through PJM creation.

Results:

PJM deepened the understanding of the individual patients’ feelings and
situation day-by-day. About 90% of the responders answered that PJM
creation would be useful for drug discovery and development to meet
patients’ and their families’ needs. Drawing and visualizing as PJM make
audience empathize with the speakers. Participants could share their feelings
and awareness with others by adding their thoughts on PJM. PJMs will be
useful to promote the understanding on diseases within patients’ associations
and also useful for medical transition from pediatrics to adult clinics. PJM
would be effective to understand not only in the aspect of “disease”, but
also “living people with diseases”. It was found to be difficult for employees
who didn't participate in the PJM creation to have similar understanding
and empathy to participants. To deepen the understanding on patients and
diseases for more stakeholders including pharma employees, it is important
to consider more effective ways to utilize PJM.

Conclusion:

The patients and their families, the physicians, and the pharma employees
well understood not only the disease itself, but also patients’ feelings and
individual situation through PJM creation. In the future, we will consider how
PJM can be used to deepen understanding patients and diseases for more
stakeholders.

[PO-03] Suggestions for Improvement of the Electronic
Version of Informed Consent Document Based on the
Usability Test Evaluation

BEA—Z1)) -t
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Objectives:

Propose informed consent documents (ICF) that are easy to read for patients

participating in clinical trials by evaluating user satisfaction using the method
of usability test (Ux test)

Method:

Evaluation content: Electronic version of ICF
Target: 5 simulated users

Method: UX test

Usability generally refers to effectiveness, efficiency, and user satisfaction
with products and systems, and can also be used as a standard for measuring

the quality of user experience. We evaluated user satisfaction based on
quantitative data using eye tracking system, qualitative data using behavior
observation and interviews

Results:

Qualitative and quantitative findings were obtained regarding the content
and structure of the consent documents in addition to the electronic
functional findings,

Functional findings of the electronic version consent statement+

« Felt reading smoother than paper

+ Did not intuitively understand the function button by the size and color
of the button

+ Did not have high user satisfaction for the robot’s voice guideance

+ Felt long because of not seeing which page out of the whole, when reading
« Felt the importance of the video but | feel stress for a long time-

+ Observed from the eye tracking data skipping or not read halfway since the
amount of characters per page is large requiring to scroll many times
Findings about the structure of the consent statement-

+ Did not confirm all the contents within the test time because the item the
user wants to see is in the lower area

- Took time to understand from the difficulty of words such as technical
terms

Based on the findings of UX test, it is concluded that it is necessary to
improve the user’s satisfaction by changing the style and configuration of the
document, as well as improving the content that can be checked intuitively,
such as the size and color

Conclusion:

The evaluation of the usability of the electronic version of the consent
document using UX test suggested not only the improvement of the
electronic function but also the need for the improvement of the composition
of the consent document and the style.

[PO-04] Verification of Clinical Trial Enlightenment
Effect by the Difference Between a Humanoid Robot
"Pepper" and a Traditional Poster in the Institution
BERA—Z1)) A4t

=B

Objectives:

This pilot was conducted to verify the hypotheses concurrently to different
me-dia, a traditional poster in the institution and a humanoid robot “Pepper”,
but of the same content about clinical trials.

Method:

Period: From early September to early December 2018

Subject institutions: 4 medical institutions in Tokyo and Osaka etic.

This pilot was conducted at three medical institutions over about one to
three months. A humanoid robot “Pepper” developed by SoftBank Robotics
Corp. was installed in a waiting room to give information on topics such as
“What is a clinical trial?” and “On-going clinical trials at this institution.” The
patients interested in the topics can hear about further information from
their medical doctor or CRC.

Results:

- Influence to Number of inquiries/enrollments

The postersintheinstitutions did notlead to inquiries about trial participation,
while Pepper received inquiries from the patients in all the three institutions,
which resulted in consent to participation and register

- Questionnaire to be answered by the medical institutions

It is suggested that Pepper has a possibility to contribute to building the
better relationship be-tween a patient, a medical doctor and a CRC.

- Some reported the increase in number of inquiries about clinical trials from
the patients.

- Some reported improved recognition of clinical trials in the institution,
CRCs, clerical and nursing staff who came into contact with the patients also
gave positive feedbacks.

- Regarding the Pepper’s role in facilitating clinical trials, there were
comments like “a great conversation with patients,” “an improved image of
clinical trials,” and “a friendly atmos-phere created in the medical institution.”
-Some patients reported “l got to know about clinical trials by Pepper” “l made
an inquiry as | got interested in clinical trials by Pepper” “Getting information
from Pepper before expla-nation from doctor and nurse was helpful”.
Conclusion:

As a result of the pilot use case, the posters did not lead to inquiries about partici-
pation, while Pepper received inquiries from patients in which resulted in register.
The medical institutions reported “trigger a conversation,” “an improved image,”
and “better recognition/understanding.” Thus, it is suggested that Pepper could
be effective to improve public recognition of clinical trials

*This is our own implementation by using a humanoid robot “Pepper” developed
by SoftBank Robotics Corp.
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[PO-05] EPTRI-European Paediatric Translational
Research Infrastructure: Facilitating the Future
Development of Medicines Addressed to Paediatric
Population

Department of Pharmacy University of Bari “Aldo Moro”
Nunzio Denora

Objectives:

The EPTRI project aims to design the framework for the new Research
infrastructure(RI) to cover technological and scientific gaps in paediatric
research affecting the field of medicinal products

Methods:

During the EPTRI Context Analysis a survey was developed to map the
competences, experience and services of Research Units in European
Countries related to four scientific domains: paediatric medisines discovery
and early drug development: paediatric biomarkers and biosamples;
developmental pharmacology; paediatric medicines formlations and
medical devices

Results:

The online survey was run from April to June 2018 and reopened in January
2019 with fouur specific questionnaires delving on the areas of expertise in
the fields of drug discovery and early development. More than 240 units
fro 26 countries answered to the survey. In details, 82 units(33.8%) declared
to perform research on Human Development and Paediatric Medicines
Discovery (pluripotent stem cell, 3D cell cultures, etc), 73 units(30.1%)
on biomarkers identification/ validation in paediatric diseases (16 of the
host also biobanks of paediatric samples). Regarding the Developmental
Pharmacology, 52 units821.4%) declared to provide services such as
microdosing. PBPK, pop-PK and PK/PD, and innovative facilities such as
placental platform for drug evaluation. In addition, 35 units(14.4%) declared
to have expertise in Paediatric Medicines Rormulations and 12 units(5%)
Paediatric Medical Devices

Conclusion:

The survey allowed to map research units and services bridging together
all the available competences and technologies useful to support
paediatric reserch, creating an open science space for researchers to
collaborate in order to face the challenges in the development of new
paediatric drugs.

Acknowledgement:

The research leading to these results has received funding from the
European union’s Horizon 2020 programme under Grant Agreement
No.777554.

[PO-06] Launching and Activity Report of DIA Japan
Student Graduates Group

PARERASHT
EE £A

Objectives:

1. Make opportunity where we can exchange information.

2. Make opportunity studying by oneself in adopting information from the
outside.

3. Make opportunity that each person makes motivation.

Methods:

At the end of 2016, members who had participated in the Student Group
discussed the needs for a place to study ourselves continuously. We recruited
participants, and in May 2017 we proposed the launch of this group. At the
end of 2017, we formulated the group’s activity guidelines (hereinafter
charter). Based on the charter we planned learning sessions several times a
year.

Results:

We have planned seven learning sessions below. 1. What do you want
to do? (05/27/17) 2. Make one’s career plan (10/15/17) 3. Opportunity to
think about the future (02/03/18) 4. The statistical viewpoint that is found
for drug development (06/30/18) 5. Medicine charge system drastic reform
and the effect (11/03/18) 6. Thinking about the figure which should have the
monitoring for future (Joint plan with the DIA COM community)(02/15/19)
7. Taking a look-back on one’s duties and understanding other types of job
(04/17/19) From the 1st learning session, we selected some themes that meet
above purpose and which are highly desirable and feasible. Participants from
the other DIA organizations were also accepted in our activity. The average
satisfaction “more than expected” is about 70% or more. In addition to
the above, we participate the regular Student Group meeting, and we are
working together to make their learning sessions and the sessions at the
Japan annual meetings successful.

Conclution:

From 2017, we constructed a charter to systematize the group organization,
and achieved the group’s objectives. In the future, we would like to expand
the scope of activities by carrying out more active exchanges with other
Communities, Student Group and making activity reports to the outside.
European concerns about the clinical evaluation of high-risk devices. In order

to strengthen the regulations in medical devices, the European Parliament
adopted two new regulations on 5 April 2017. They will be published in
the official Journal. The new rules will apply three years after publication
with regards to the medical devices. US FDA too at the same time is taking
initiatives to ensure that safety monitoring is robust both preapproval as
well as post approval. This presentation explores some of the similarities
and differences in European and US regulation of devices, and discusses
challenges facing each.
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Bringing Patient Centricity to Informed Consent and
Promoting Understanding of Clinical Research Participation

Pfizer, Inc
David Leventhal
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Innovative Drug Development: Is The Placebo Arm Really

Necessary?

TransCelerate Biopharma, Inc

Dalvir Gill
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Growing Regulatory Use of RWE Outside of Japan

IQVIA Real-World & Analytic Solutions

Nancy Dreyer
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TransCelerate Patient Experience Overview

Pfizer, Inc

David P. Leventhal

Tools for Enabling and Accelerating Patient-Facing Digital

Technologies

Merck & Co., Inc.
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Marching Toward Patient-Centricity: How Technologies Are

Transforming Clinical Research

Associate Director, Janssen Clinical Innovation, Janssen R&D, LLC.
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Thousands of Members in 80 Countries

DIA Members work together to speed innovation in healthcare
product development - join us!

Who Are DIA Members?

* Professionals from around the globe, + Change makers from academia, * Dedicated thought leaders eager to
all working in or supporting the life patient groups, regulatory, industry, discuss the issues of today and chart
sciences and healthcare fields clinical development, medical affairs, a path for tomorrow

and more

Relationship Building Knowledge and Collaborative Skills Leadership
Opportunities Insights Connections Development Growth

DIAglobal.org DI A
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REGISTRATION FORM: Register online or forward to
DIA Japan, Nihonbashi Life Science Building 6F, 2-3-11 Nihonbashi-

honcho, Chuo-ku, Tokyo 103-0023 Japan
tel +81-3-6214-0574 + fax +81-3-3278-1313

16t DIA Japan Annual Meeting 2019
Event #19303 » November 10-12 | Tokyo Big Sight | Ariake
Address: 3-11-1 Ariake, Koto-ku, Tokyo 135-0063

DIA will send participants a confirmation mail within 10 business days after receipt of
their registration.

Registration Fees If DIA cannot verify your membership, you will be charged the nonmember
fee. Registration fee includes refreshment breaks and reception (if applicable), and will be
accepted by mail, fax, or online.

*|f you wish to register as a Young Professional please use Young Professional registration form.

Join DIA now to save on future meetings and to enjoy the benefits of membership for a
full year: www.DIAglobal.org/Membership

O DO want to be a DIA member
O DO NOT want to be a DIA member

10% TAX
REGISTRATION FEE INCLUDED
Super Early-bird (until Sept 10) Q ¥103,400
Industry Early-bird (from Sept 11 to Oct 17) O ¥108,900
On and after Oct 18 a ¥119,900
MEMBER Early-bird (until Oct 17) a ¥37,400
Government, Non-profit
On and after Oct 18 a ¥42,900
Early-bird (until Oct 17) a ¥20,900
Academia, Medicals
On and after Oct 18 a ¥26,400
Industry Q ¥139,150
: 2 Government, Non Profit a ¥62,150
Academia, Medicals a ¥39,600
Entire Meeting a ¥5,500
STUDENT *
Student Session only a ¥2,200
10% TAX
MEMBERSHIP INCLUDED
Membership O  ¥19,2500
2-Year Membership O ¥34,6500
Academia Membership (Academia, Medicals)** a  ¥13,2000

* Student registation must be made by October 25, 2019. Please send this form with a copy of
your student ID to DIA Japan office by fax or e-mail.

**To register for Academia Membership, please send this form to DIA Japan office by fax or
e-mail.

TRAVEL AND HOTEL

To reserve your room at the Washington Hotel Tokyo Bay Ariake or the
Sun Route Hotel Ariake being located close to the venue, please contact
below:

Washington Hotel Tokyo Bay Ariake
Address:  3-7-11 Ariake, Koto-ku, Tokyo 135-0063
Telephone: +81-3-5564-0111

URL: http://tokyobay.washington-hotels.jp/

Hotel Sun Route Ariake

Address:  3-6-6 Ariake, Koto-ku, Tokyo 135-0063

Telephone: +81-3-5530-3610

URL: http://www.sunroute.jp/english/hotelinfo/tokyo_kanagawa/ariake/index.html

DIA Terms and Conditions
CANCELLATION POLICY: On or before November 1, 2019

Administrative fee that will be withheld from refund amount:

Member or Nonmember = ¥20,000

Government/Academia/Nonprofit (Member or Nonmember) = ¥10,000
Cancellations must be in writing and be received by the cancellation date
above. Registrants who do not cancel by that date and do not attend will
be responsible for the full registration fee paid.

Registrants are responsible for cancelling their own hotel and airline
reservations. You may transfer your registration to a colleague at any
time but membership is not transferable. Please notify DIA of any such
substitutions as soon as possible. Substitute registrants will be responsible
for nonmember fee, if applicable.

DIA does NOT allow registrants to pass name badges to others. DIA may
ask attendees to show identifications, if necessary.

DIA reserves the right to alter the venue, if necessary. If an event is
cancelled, DIA is not responsible for any airfare, hotel or other costs
incurred by registrants.

EVENT STREAM AND RECORDING

If you attend a DIA event, we make video and audio recordings of events
(both face to face and online) that may include your participation in the
event, including your image, questions and comments. To view our full
photography and video recording policy, click here.
(https://www.DIAglobal.org/general/photography-policy)

PRIVACY STATEMENT

DIA respects the privacy of all of its members and customers. To view our pri-
vacy policy, click here. (https://www.DIAglobal.org/about-us/privacy-policy)
You agree that your personal data will be transferred to DIA in the US.
The personal information provided when you register for an event will be
used to contact you with information about upcoming events, programs,
products and services of DIA. In addition, your name and organization
name will be listed in the Attendee List which will be distributed on site to
the participants of an event for which you have registered. By submitting
this information with a registration you are regarded as having agreed to
this handling of information, but if you do not agree, please contact DIA
Japan.

By signing below | confirm that | agree with DIA’s Terms and Conditions of
booking. These are available from the office or online by clicking here.
(https://www.diaglobal.org/General/Terms-and-Conditions?productlDs=7240118)

Please check the applicable category:

Q Academia Q Government Q Industry Q Student

Last Name

First Name M.I.

Department Q O OMrn QMs

Job Title

Company

Address (As required for postal delivery to your location)

City State Zip/Postal Country

email Required for confirmation

Phone Number Required Fax Number

Signature Date
PAYMENT OPTIONS
Register online at www.DIAglobal.org or check payment method.

O BANK TRANSFER:
You will recieve an invoce with bank information detail by email after
registration completion.
All local and overseas charges incurred for the bank transfer must
be borne by payer.

U CREDIT CARD (VISA, MASTERCARD OR JCB ONLY)
QvVvisA 0O MCc QO JCB Exp.(mm/fyy)

Card No

Cardholder Name

Signature

CONTACT INFORMATION
Contact the DIA Japan office in Tokyo
for further information.
tel: +81.3.6214.0574 | fax: +81.3.3278.1313
email: Japan@DIAglobal.org

DIA




YOUNG
PROFESSIONAL

To register please complete the registration form below and fax to
+81-3-3218-1313 or email Japan@DIAglobal.org.

NO ONLINE REGISTRATION AVAILABLE.

REGISTRATION FORM

16t DIA Japan Annual Meeting 2019
Event #19303 » November 10-12 | Tokyo Big Sight | Ariake
Address: 3-11-1 Ariake, Koto-ku, Tokyo 135-0063

DIA will send participants a confirmation mail within 10 business days after receipt of
their registration.

Registration Fees If DIA cannot verify your membership, you will be charged the nonmember
fee. Registration fee includes refreshment breaks and reception (if applicable), and will be
accepted by mail, fax, or online.

Join DIA now to save on future meetings and to enjoy the benefits of membership for a
full year: www.DIAglobal.org/Membership

O DO want to be a DIA member

O DO NOT want to be a DIA member

ELIGIBILITY FOR YOUNG PROFESSIONALS RATE
Professionals working in health product development, regulation and related fields,
under the age of 35.

10% TAX
INCLUDED

YOUNG PROFESSIONALS REGISTRATION FEE

TRAVEL AND HOTEL
To reserve your room at the Washington Hotel Tokyo Bay Ariake or the
Sun Route Hotel Ariake being located close to the venue, please contact
below:

Washington Hotel Tokyo Bay Ariake

Address:  3-7-11 Ariake, Koto-ku, Tokyo 135-0063

Telephone: +81-3-5564-0111

URL: http://tokyobay.washington-hotels.jp/

Hotel Sun Route Ariake

Address:  3-6-6 Ariake, Koto-ku, Tokyo 135-0063
Telephone: +81-3-5530-3610

URL: http://www.sunroute.jp/english/hotelinfo/tokyo_kanagawa/ariake/index.html

DIA Terms and Conditions
CANCELLATION POLICY: On or before November 1, 2019

Administrative fee that will be withheld from refund amount:

Member or Nonmember = ¥20,000

Government/Academia/Nonprofit (Member or Nonmember) = ¥10,000
Cancellations must be in writing and be received by the cancellation date
above. Registrants who do not cancel by that date and do not attend will
be responsible for the full registration fee paid.

Registrants are responsible for cancelling their own hotel and airline
reservations. You may transfer your registration to a colleague at any
time but membership is not transferable. Please notify DIA of any such
substitutions as soon as possible. Substitute registrants will be responsible
for nonmember fee, if applicable.

DIA does NOT allow registrants to pass name badges to others. DIA may
ask attendees to show identifications, if necessary.

DIA reserves the right to alter the venue, if necessary. If an event is

Super Early-bird (until Sept 10) a ¥62,040 cancelled, DIA is not responsible for any airfare, hotel or other costs
Industry Early-bird (from Sept 11 to Oct 17) a ¥65,340 incurred by registrants.
Om and after Oct 18 5 Gk EVENT STREAM AND RECORDING . .
If you attend a DIA event, we make video and audio recordings of events
NON-MEMBER Industry [} ¥83,490 (both face to face and online) that may include your participation in the
event, including your image, questions and comments. To view our full
photography and video recording policy, click here.
Please complete the form below. (https://www.DIAglobal.org/general/photography-policy)
PRIVACY STATEMENT
DIA respects the privacy of all of its members and customers. To view our pri-
: _ vacy policy, click here. (https://www.DIAglobal.org/about-us/privacy-policy)
Date of Birth (mm/dd/yyyy) Required - You agree that your personal data will be transferred to DIA in the US.
* Please note that we may ask you to show your Identification at a venue. The personal information provided when you register for an event will be
8% TAX used to contact you with information about upcoming events, programs,
MEMBERSHIP INCLUDED** products and services of DIA. In addition, your name and organization
N name will be listed in the Attendee List which will be distributed on site to
Membership O ¥19,2500 the participants of an event for which you have registered. By submitting
2-Year Membership 0 ¥34,6500 this information with a registration you are regarded as having agreed to
this handling of information, but if you do not agree, please contact DIA
Japan.
By signing below | confirm that | agree with DIA’s Terms and Conditions of
. . . booking. These are available from the office or online by clicking here.
Please compleate the form below in block capital letters: (https://www.diaglobal.org/General/Terms-and-Conditions?productlDs=7240118)
Signature Date
Last Name
PAYMENT OPTIONS
Please check payment method.
First Name M.l O BANK TRANSFER:
You will recieve an invoce with bank information detail by email after
registration completion.
Department Q Dr QM QM All local and overseas charges incurred for the bank transfer must
be borne by payer.
Job Title
O CREDIT CARD (VISA, MASTERCARD OR JCB ONLY)
Company QdvisaA O Mc QO JCB Exp.(mmiy)
Address (As required for postal delivery to your location)
Card No
City State Zip/Postal Country
Cardholder Name
email Required for confirmation
Signature
Phone Number Required Fax Number CONTACT INFORMATION

Contact the DIA Japan office in Tokyo
for further information.
tel: +81.3.6214.0574 | fax: +81.3.3278.1313
email: Japan@DIAglobal.org

DIA
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