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@ Message From DIA’s Global Chief Executive

On behalf of the organizing
committee, the program
committee, and DIA, it is my
pleasure to welcome you to the
14" DIA Japan Annual Meeting!

Japan has helped discover and advance much
of the scientific progress made globally over
the last decades. Since our very first DIA Japan
Annual Meeting in 2003, Japan has been honored
with two Nobel Laureates in Chemistry, three in
Physiology or Medicine, and SEVEN in Physics.
We are privileged to have one of these eminent
scientists, 2016 Nobel Laureate in Physiology or
Medicine, Professor Yoshinori Ohsumi deliver a
Keynote Address at this year’'s meeting. Professor
Ohsumi’s discovery that mature human cells can
be reprogrammed to return to their pluripotent
state has made an indelible impact on the field
of genomic medicine. Today, we continue to
advance this field of genomic medicine and
health care product development in its entirety
via big data and artificial intelligence, the focus of
this year’s DIA Japan Annual Meeting.

Last year’s 13" DIA Japan Annual Meeting introduced
DIAmond sessions, specifically designed to transcend
professional disciplines or departmental silos and

create a shared, comprehensive, and multidisciplinary
understanding of issues vital to better meeting
patient needs. This year’s program features two
visionary, future-looking DIAmond sessions that |
encourage you to attend - look forward to learning
about the future of drug development using next-
generation ICT, and to hearing from regulatory
authorities on timely drug delivery to patients. The
program you will enjoy over the next few days is
most impressive for its consistent pursuit of a new
scientific, clinical,and regulatory vision for therapeutic
product development, in Japan and globally. Special
thanks to all who served on our volunteer program
committee, our Program Chair Dr. Yasuhiro Fujiwara,
Program Vice-Chair Ms. Akiko lkeda, and Program
Advisors Mr. Junichi Nishino, Mr. Yoshihiko Ono, and
Dr. Junko Sato.

DIA is an association of global health care
professionalsthatworkstowardstheadvancement
of lifesaving medicines and technologies globally
through our online DIA Communities platform,
learning solutions, and conferences such as this
one. DIA Japan continues to work towards this
mission, building a community of health care
professionals. Please use this opportunity to get
involved with DIA. We need all voices engaged as
we continue on our mission; thank you for joining
us.

Sincerely,
Barbara Lopez Kunz

Global Chief Executive, DIA
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SCHEDULE AT-A-GLANCE

SUNDAY, NOVEMBER 12

9:00-9:30 Registration for Student Session
9:30-12:00 Student Session
9:30- Exhibitor Registration
1:45- Attendee Registration
1:45-19:45 Exhibit Hall Open
12:00-13:00 Orientation at Exhbit Hall
13:30-14:.00 Welcome & Opening Remarks
14:00-14:15 2017 DIA Japan’s Inspire Awards Ceremony
14:15-15:15 Keynote Address 1
Dr. Yoshinori Ohsumi, Tokyo Institute of Technology
15:15-15:45 Coffee Break & Exhibit Hall Innovation Theater Presentations
15:45-16:45 Keynote Address 2
Dr. Tomohiro Sawa, Teikyo University

16:45-17:45 DIAmond Session 1 “Vision of Future Drug Development in
Utilizing Next-Generation Medical ICT”

18:00-19:30 Networking Reception

MONDAY, NOVEMBER 13

8:30- Attendee & Exhibitor Registration
9:00-19:00 Exhibit Hall Open

9:00-10:30 DIAmond Session 2 “To Deliver Innovative Drugs to the Patients
Appropriately and Quickly - Recent Topics and Visions for Future
of Regulatory Authorities among US, EU and Japan.”

10:30-11:00 Coffee Break & Exhibit Hall Innovation Theater Presentations
11:00-12:30 Sessions 1

12:30-14:00 Lunch Break / Poster Session / Luncheon Seminars
14:00-15:30 Sessions 2

15:30-16:00 Coffee Break & Exhibit Hall Innovation Theater Presentations
16:00-17:30 Sessions 3

17:45-19:00 Engage and Exchange: Special Chat Session

TUESDAY, NOVEMBER 14

8:30- Attendee & Exhibitor Registration

9:00-16:00 Exhibit Hall Open

9:00-10:30 Sessions 4

10:30-11:00 Coffee Break & Exhibit Hall Innovation Theater Presentations
1:00-12:30 Sessions 5

12:30-14:00 Lunch Break / Luncheon Seminars

14:00-15:30 Sessions 6

15:30-16:00 Coffee Break & Exhibit Hall Innovation Theater Presentations
16:00-17:30 PMDA Town Hall

17:30-17:40 Closing Remarks
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GENERAL INFORMATION

Accessing Presentations

During the meeting: available pre-meeting presentations are
accessible to full conference registrants by logging in to My Account
and going to the “My Presentation Downloads” section of the DIA
website. You will need to enter your DIA User ID and password
to verify your status in order to log in to My Account. If you have
forgotten your DIA User ID and password, use our Login Reminder.
Please note that this does not include all of the presentations but
only those that were provided to DIA by a submission date and
that the presenters agreed to put on the website. The pre-meeting
presentations are available until November 21. Post-meeting
presentations will become available to full conference registrants
on or around December 1 and all applicable registrants will be
notified by email when the upload is completed.

Coffee Break

Refreshment drinks are served in the Exhibition Hall during coffee
breaks.

Lunch Voucher

A lunch box will be served to attendees on Day 2, November 13
and Day 3, November 14. Vouchers are included in the meeting
materials you receive at registration. Please store them in a secure
location, as replacement vouchers will not be issued. Please pick
up your lunch box at the lunch voucher exchange area located in
the Exhibition Hall between 12:00pm and 2:30pm on Day 2 and
Day 3. Please enjoy your lunch in the sitting areas located in and
around the Reception Hall.

If you are attending a luncheon seminar offered by the Platinum
and Gold Supporters, please come to the seminar room and
give the lunch voucher and your business card to the staff at the
entrance. *Advance registration is required for Luncheon Seminar.

WiFi

DIA is providing free wireless internet access in the Exhibition Hall.

DIA Global App

Don’t forget to download the DIA Global app by searching “DIA
Global” in your app store or scanning this QR code. You can browse
the agenda, take surveys and get a lot pf information about the
meeting. Please refer to the quick guide for more info: http:/www.
DIAglobal.org/productfiles/6371290/DIA_Global_App-Quick_
Guide.pdf

As for the survey, hard copies will be distributed. You can take
survey either on App or paper.

Collecting Series of Stamps at Exhibit Booths

Please find a stamp rally card in the congress bag. Please visit
exhibitors’ booths and get their stamps. DIA Japan will provide you
a small gift with more than 15 stamps, and a big present with over
20 stamps in a drawing by DIA Japan later the meeting. Please
note that all stamps of supporting companies that are listed on
this card with company logos are required. Please return your card
back to the registration and information desk on the 1st floor by
16:00 on November 14th. We will give you a small gift in exchange
for your card.

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 15 and 16 for
more details.

DIAmMond
SESSIONS

Private Social Function Policy

DIA does not allow hospitality functions to be held during any
DIA meeting sessions, scheduled exhibit hours or social events.
Therefore, the hours noted below are the only hours that are
acceptable for hospitality functions.

Saturday, November 11 All times are acceptable
Before 8:00 and after 20:00
Before 8:00 and after 20:00

Before 8:00 and after 18:30

Sunday, November 12
Monday, November 13

Tuesday, November 14

Unless otherwise disclosed, the statements made by speakers
represent their own opinion and not necessarily those of the
organization they represent or that of the DIA.

Speakers and agenda are subject to change without notice.

Recording of any DIA tutorial/workshop/meeting information
in any type of media is prohibited without prior written
consent from DIA.
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2017 DIA Japan’s Inspire Award Winners

Outstanding Contribution to Health Award

Yuji Kumagai, MD, PhD
Director of Clinical Trial Center, Kitasato University Hospital

SLEASHR
RER A

Dr. Yuji Kumagai is a clinical pharmacologist and he graduated from Medical
College of Oita, Qita, Japan in 1985. He got training on clinical pharmacology
especially in cardiac drugs in Post Graduate School, Medical College of Oita, Qita,
Japan in 1989. He moved to the department of clinical pharmacology in Jichi
Medical School and started clinical researches in the field of hypertension. As an
official fellow of Japanese Society of Clinical Pharmacology and Therapeutics
(JSCPT), he studied chronobiology under the supervision of Prof. Franz Halberg
at University of Minnesota, USA from 1991 to 1992, where he published several
papers concerning biological rhythms in blood pressure and heart rate using
ambulatory blood pressure monitoring and Holter ECG monitoring. He moved to
Kitasato university and concentrated to works in clinical trials.

He started Japanese Society of Clinical Pharmacology Study in 1999 to
contribute to establishment of clinical pharmacology in Japan. Besides the
domestic activity he noticed the importance of Asian collaboration in clinical
trials and started to make networks among clinical pharmacologists in Asian

region. He started an international meeting, “Asian Clinical
Trial Update” in 2008 to promote Asian collaboration in early clinical trials.

He is now a professor of Kitasato Clinical Research Center, School of Medicine,
Kitasato University, and the director of Clinical Trial Center at Kitasato
University Hospital. He is managing all of the clinical trials in the hospital, he
himself has performed many clinical trials including PK studies, PK/PD studies
in patients, first in human studies, microdose studies and QT studies. He is a
board member of JSCPT, a council of Japanese Pharmacological Society, and
an editor of Translational & Clinical Pharmacology, an official journal of Korean
Society of Clinical Pharmacology and Therapeutics. He will organize the 38th
Annual Scientific Meeting of JSCPT under the theme of “Bridging Across”
as the president in Yokohama this year. He is also the president of Japanese
Association of Contract Institutes for Clinical Pharmacology and devotes himself
to the activity to protect healthy subjects who participate in clinical trials.

Excellence in Service Award

Katsuhiko Ichimaru

Director, Information Disclosure Division, Office of
Review Management, Pharmaceuticals and Medical
Devices Agency (PMDA)
ﬂ%f&%k@%&@%ﬁ%%ﬁ%ﬁ

- =

Mr. Katsuhiko Ichimaru currently serves as Director of Information Disclosure Division
in Office of Review Management in Pharmaceuticals and Medical Devices Agency
(PMDA).

He graduated from Faculty of Pharmaceutical science, the University of Tokushima in
2000. He joined Pharmaceuticals and Medical Devices Evaluation Center of National
Institute of Health Science (PMDEC), the predecessor of PMDA, in 2002 and continues

his career on drug review in PMDA since April 2004. He was engaged in a review of

central or peripheral nervous system drugs, antibacterial drugs and antiviral drugs.
<Activities in DIA>
DIA, Contents committee member (2014-present)

DIA, Program committee member of 6th-9th Regulatory Affairs training course
(2013-2017)

DIA, Facilitator of 3rd and 4th Advanced Regulatory Affairs training course (2015-2016)
DIA, Facilitator of 5th Regulatory Communication training course (2017)
DIA, Student Group Advisor (2016-present)

DIA, Session presenter of “Changes in International Drug Development: Effects
on Common Technical Document Preparation in Japan” in 45th DIA US annual
meeting (2009)

DIA, presenter of 3rd Regulatory Affairs training course (2011)

DIA, Session co-chair and presenter of “How Does the Introduction of RMP Change
Drug Development” in 9th DIA Japan annual meeting (2012)

DIA, Session panelist of “Vision for the Future: Global Simultaneous Filing to the
World First Approval - Strategies for Early NDA Approval” in 1ith DIA Japan annual
meeting (2014)

DIA, Session presenter of “Future of Clinical Development Strategy in Asia after ICH
E17 Guideline Implementation” in 13th DIA Japan annual meeting (2016)

Koichi Miyazaki, PhD

Senior Director, Clinical Development Group, Asia
Development Department, R&D Division, Daiichi
Sankyo Co,, Ltd.

FE—=HixAan

=
Koichi Miyazaki is currently Senior Director, Clinical Development Group,
Asia Development Department, Daiichi Sankyo Co., Ltd. In this capacity,
he is responsible for developing clinical research strategies, and designing
and conducting clinical trials in a wide range of disease areas in Asia region.
Prior to taking current position, he was the Asia region head of regulatory
affairs and was responsible for IND, NDA, and post-NDA approval in Asia.
He also has experience of project leader responsible for Asia in mega-
global studies. Before taking project leader position, he spent 4 years in
US as project manager with overall responsibilities for study operational
aspects of clinical trials both in US local studies and global studies in
cardiovascular field.

SHE__
/a

He is a long time DIA member and served on the program committees
for multiple DIA meetings. His contribution to DIA includes the following:

Program committee member for annual workshop in Japan for progress in
clinical trials (2002-2005)

Vice chair of program committee for DIA Japan Annual Meeting (2013)
Program committee member for DIA Japan Annual Meeting (2014)

Program committee member for DIA Asia New Drug Conference in Japan
(2013, 2014)

Vice chair of program committee for DIA Asia New Drug Conference in
Japan (2015-2017)

Additionally, he has been a speaker/session chair at various DIA meetings.

Leader of Tomorrow Award
Hiromi Okabe, PhD

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

B—= st an
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Hiromi Okabe earned a Ph.D. in Pharmaceutical Sciences in 2004.

Whilst in graduate school, she was a research fellow at the Japan Society
for the Promotion of Science (DC2). Dr. Okabe started her career at Daiichi
Pharmaceutical Co. Ltd. in 2004 (Daiichi Sankyo Co. Ltd. from 2007). After she
engaged in clinical pharmacology department, she expanded her interests to
regulatory, and joined regulatory affairs department in 2015.

Apart from her role in Daiichi Sankyo, she joined DIA Japan Operation Team and
contributed many programs.
DIA, Operation team member (2015-2017), leader (2016-2017)

DIA, Program committee member of 2nd Cell therapy product symposium
2017)

DIA, Program committee member of 14th DIA Japan annual
meeting (2017)

DIA, Sub-facilitator in the Chatting Session (RA) in 13th DIA Japan annual
meeting (2016)

[Programs supported by her]
DIA, 3rd and 4th Advanced Regulatory Affairs training course (2015, 2016)

DIA, 3rd and 4th European Medicines Regulations and the EU-Network training
course (2016, 2017)

DIA, 1st Cell therapy product symposium (2016)
DIA, 11th DIA Asia New Drug Conference in Japan (2017)
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Student Session / Orientation

Room 102

Student Session
Clinical Trial Protocol Development

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

9:30-12:00

SESSION CO-CHAIRS

Maori Ayabe
Chiba University

Shohei limura
Keio University

Aya Okada
Nihon University

Miho Sato
Showa University

Clinical trials are essential for evaluating drug safety and efficacy. Moreover,
consideration of subjects and choices such as trial designs and evaluation
methods are important in conducting them. Therefore, how are ethical and
scientific clinical trials designed?

This session will provide a lecture on the essence of developing a clinical trial
protocol. Subsequently, you will conduct a protocol development by group
work and improve understanding. Through active discussion, we would like
you to experience the drafting process of a trial plan.

In addition, it is desirable to read the following reference because we will deal
with antidiabetic drugs as materials for group work:
Ministry of Health, Labour and Welfare. “Guideline for Clinical Evaluation of

Oral Hypoglycemic Agents”. https:/www.pmda.go.jp/files/000208194.pdf
(accessed 2017-05-23)

Points to Consider for Developing Clinical Study Protocol -
Based on the Experience and Actual Cases - (Tentative)
Hideki Mizusako

Clinical Development Department, Daiichi Sankyo Co., Ltd.

Commentator
Yuka Sakagami

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

Advisers

Motoki Arakawa, PhD
Lecturer, Laboratory of Pharmaceutical Regulatory Science,
Nihon University

Kasumi Daidoji, MSc, RPh
Associate Director, Corporate Medical Affairs Headquarters, Drug
Fostering and Evolution Coordination Department, Eisai Co., Ltd.

Yasuhiro Honsho
Associate Director, Global Medical Writing Group, New Drug
Regulatory Affairs Department, Daiichi Sankyo Co., Ltd.

Katsuhiko Ichimaru
Director, Information Disclosure Division, Office of Review
Management, Pharmaceuticals and Medical Devices Agency (PMDA)

Eri Sekine

Department Head, Trial Monitoring, Japan Development, Global
Development Operations, Global Drug Development, Novartis Pharma
K.K.

Meiko Fukagai

DIA Japan Student Group OBOG
Asia Development Department, Daiichi Sankyo Co., Ltd.

Emi Hachisuka, MS

DIA Japan Student Group OBOG
Japan-Asia Clinical Development 2, Astellas Pharma Inc.

RecepTION HALL 12:00-13:00

Orientation

SESSION CO-CHAIRS
DIA Japan Contents Committee

Welcome to the 14" 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 2017.

Contents:

- What is DIA

- Site Map

- Program Architecture

- Exhibition

- Navigation for Food and Coffee/Refreshment
- DIA App

DIA

You’ve never seen
a Global Forum
N CRLEE

OPEN
ACCESS

globalforum-online.org




DAY 1| SUNDAY | NOVEMBER 12

Welcome and Keynote Sessions

WELCOME

INTERNATIONAL CONFERENCE RooOM 13:30-13:45

Ko Sekiguchi

Director, DIA Japan
Barbara Lopez Kunz
Global Chief Executive, DIA

Kazumichi Kobayashi

Chair, DIA Advisory Council of Japan

Senior Vice President, Business Development and Planning, Otsuka
Holdings Co., Ltd.

OPENING REMARKS

INTERNATIONAL CONFERENCE RoOM 13:45-14:00

PROGRAM CHAIR

Yasuhiro Fujiwara, MD, PhD
Director, Strategic Planning Bureau, National Cancer
Center

O

2017 DIA JAPAN’S INSPIRE AWARDS
PRESENTATION

INTERNATIONAL CONFERENCE RoOM 14:00-14:15

PRESENTER:

Barbara Lopez Kunz
Global Chief Executive, DIA

AWARD WINNERS:

Outstanding Contribution to Health Award
Yuji Kumagai, MD, PhD

Director of Clinical Trial Center, Kitasato University
Hospital

Excellence in Service Award
Katsuhiko Ichimaru

Review Director, Office of New Drug Ill, Pharmaceuticals
and Medical Devices Agency (PMDA)

Excellence in Service Award

Koichi Miyazaki, PhD

Senior Director, Clinical Development Group, Asia
Development Department, R&D Division, Daiichi Sankyo
Co., Ltd.

Leader of Tomorrow Award
Hiromi Okabe, PhD

Manager, New Drug Regulatory Affairs Department, R&D
Division, Daiichi Sankyo Co., LTD.

OO0

KEYNOTE ADDRESS 1

INTERNATIONAL CONFERENCE RoOM 14:15-15:15

SESSION CHAIR:

Tatsuya Kondo, MD, PhD
Chief Executive, Pharmaceuticals and Medical Devices Agency (PMDA)

In this keynote lecture, Dr. Ohsumi will reflect on his 40 year research career,
from his early studies on the yeast vacuole to his latest findings in the field of
autophagy. He will describe the role and evolution of analytical technologies,
such as microscopy, in his research. Dr. Ohsumi will also give his thoughts on
what are important personal attributes for researchers, as well his opinion on
recent trends in academic research.

Looking Back on 40 Years of Yeast Research

Yoshinori Ohsumi, PhD
Honorary Professor, Cell Biology Center, Institute of
Innovative Research, Tokyo Institute of Technology

COFFEE BREAK 15:15-15:45

KEYNOTE ADDRESS 2

INTERNATIONAL CONFERENCE RooM 15:45-16:45

SESSION CHAIR:

Yasuhiro Fujiwara, MD, PhD
Director, Strategic Planning Bureau, National Cancer Center

It is expected that healthcare will make dramatic progress by utilization of IT in
the future.

If enormous amount of healthcare data is digitized, processed, and structured
with the use of artificial intelligence, big data, and IoT (Internet of Things),
clinical, research, education, and even patients will make an ecosystem, which
realizes various forms of services by IT .

In this keynote lecture, the future of healthcare, especially the future of drug and
medical device development will be described from the viewpoint of medical
informatics.

The Digital Future of Healthcare - IT Utilization
and Drug Development
Tomohiro Sawa, MD, PhD

Professor, Department of Anesthesia, Teikyo University
Chief Information Officer, Headquarters, Teikyo
University
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DIAmond Session

&= DIAmond
W SESSIONS

DIAmond Session 1
INTERNATIONAL CONFERENCE RoOM 16:45-17:45

Vision of Future Drug Development in Utilizing
Next-Generation Medical ICT

SESSION CHAIR:

Yasubhiro Fujiwara, MD, PhD

Director, Strategic Planning Bureau, National Cancer Center

Yoshihiko Ono, RPh

Executive Director, Head of Regulatory Affairs, Japan Development, MSD
K.K.

Recently, under the Healthcare Policy, discussions are ongoing for Next-
Generation Medical ICT on aiming to build and to utilize digital infrastructure
in the areas of medical, nursing care, and health care. In this session, we will
hold a panel discussion to offer respective views from industrial, academic,
and government perspectives on the future direction of Next-Generation
Medical ICT, and vision of future Drug Development including utilization or
potential impact of ICT on clinical studies or on review for drug approval.

Future Outlook for Next-Generation Medical ICT (Tentative)
Kouji Fujimoto

Deputy Director-General, Office of Health and Medical Policy, Cabinet
Secretariat

Additional Remarks

Kazuhiko Mori, MSc

Councilor for Pharmaceutical Affairs, Minister’s Secretariat, Ministry of
Health, Labour and Welfare

Drug Development Utilized Next Generation ICT
- PMDA’s Efforts -

Tatsuya Kondo, MD, PhD
Chief Executive, Pharmaceuticals and Medical Devices Agency
(PMDA)

Panel Discussion

All Session Speakers and

Tomohiro Sawa, MD, PhD
Professor, Department of Anesthesia, Teikyo University
Chief Information Officer, Headquarters, Teikyo University

NETWORKING RECEPTION
REcepTiON HALL 18:00-19:30

Register Today!

Brexit Summit | Ensuring
Continuity for Patients and
Business

8 December 2017
London, UK

As the timeframe for Brexit quickly approaches,
governments, regulators, companies, healthcare
systems and patients are all seeking ways to
prepare for the “known unknowns” and to brace
for the “unknown unknowns”.

This conference will bring stakeholders together
to help you to take action towards minimising
impacts to the development, manufacturing,
regulation and supply of medicines.

Conference Programme Highlights

Regulatory Planning - Preparing for Day 1
Supply Chain - Ensuring Patients’ Access

Brexit Time Check: What’s Next for
Medicines?

Find out more at
www.DIlAglobal.org/Brexit
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DIAmond Session 2

Room 605/606/607/608

& DIAmond
W SESSIONS

To Deliver Innovative Drugs to the Patients
Appropriately and Quickly - Recent Topics and
Visions for Future of Regulatory Authorities
among US, EU and Japan

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

9:00-10:30

SESSION CO-CHAIRS
Yasuhiro Fujiwara, MD, PhD
Director, Strategic Planning Bureau, National Cancer Center

To deliver innovative drugs to the patients appropriately and quickly - recent
topics and visions for future of regulatory authorities among US, EU and
Japan.”

Lots of efforts have been made by academia, industry and regulatory
agencies, in order to deliver innovative drugs to patents quickly. In this session,
representative from FDA, EMA and MHLW will introduce their own activities
as well as examples and they will discuss future direction under the recent
high-uncertainly environment. The discussion includes their accelerated
approval process (ie. FDA: Breakthrough designation, EU: PRIME and Japan:
Sakigake) would how to be applied to accelerate appropriate medicine to
patients. Also, how efficacy and safety of new therapy to rare disease, where
usually typical double-blind trial is difficult to be conducted, is to be evaluated
with sufficient validity from scientific and ethical point of views, in order to
be delivered to the patients. Efforts by regulatory authorities to incorporate
emerging novel science and regulatory science into the processes to establish
new medicine, as well as the various collaboration among academia, industry
and regulatory agencies globally, will be discussed by the presenters as panel
discussion format.

TBC

Francesco Pignatti, MD

Head of Oncology, Haematology, Diagnostics,
European Medicines Agency (EMA)

TBC

Kazuhiko Mori, MSc

Councilor for Pharmaceutical Affairs, Minister’s Secretariat, Ministry of
Health, Labour and Welfare

US Food and Drug Administration Expedited Programs for
Serious Conditions

Rajeshwari Sridhara, PhD

Director, Division of Biometric V, Office of Biostatistics, OTS, CDER,
FDA

Panel Discussion
All Session Speakers

COFFEE BREAK 10:30-11:00
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SESSION 1 11:00-12:30

V1-S1 Room 605/606 11:00-12:30

To Manage Global Phase | Study - Oncology
Development -

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

SESSION CHAIR

Hironobu Saito, PhD
Vice President, Oncology Clinical Development Department, Oncology
Function, R&D Division, Daiichi Sankyo Co., Ltd.

Evenin the case that a new seed has been found in Japan, US/ Europe is leading
the clinical development, in which global phase | study is started in US/Europe
and the first approval is planned in US/EU. To lead global development, Japan
need the skill to manage global Phase | and develop global human resource.

In the oncology area, the transformation from Step by step (Phase LIl
to patients oriented development (Expanded Phase I, Confirmed Phase II,
Conditional Approval) is discussed and challenged.

The most important action is to develop global human resource in Japan. For
example the person who is able to find the dose in the case of limited data and
limited time.

In the first session, the presenters will share how the sponsor prepares non-
clinical data, CMC data to set up global phase | study. In the second session,
the global site (US/EU/Asia/Japan) will share the efforts and the experiences to
deal with global Phase | study.

The Experience of Global Phase | Study in Japanese Site
Noboru Yamamoto, MD, PhD

Director, Department of Experimental Therapeutics Department of
Thoracic Oncology, National Cancer Center

The Experience of Global Phase | Study in Asian Site

Chia-Chi (Josh) Lin, MD, PhD

Director of Phase | Center Department of Oncology, National Taiwan
University Hospital

Global Phase | Study : The Experience and the Outcome
Kaku Saito, MSc, PMP

Manager, Oncology Clinical Development Department, DaiichiSankyo
Inc.

Experiences in Joining Oncology Global First-in-Human Studies

Hideyasu Ishibashi, PhD
Head, Translational Clinical Oncology, Novartis Pharma K.K.

Panel Discussion
All Session Speakers

V2-S1 Room 607 11:00-12:30

[Educational Session] Panel Discussion on Health
Technology Assessment (HTA) in Japan

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

SESSION CHAIR

Kuniko Shoji
Director and Corporate Advisor, Terumo Corporation

As innovative and expensive pharmaceuticals and medical devices are
increasingly used in clinical practice, Health Technology Assessment (HTA) is
attracting serious attention as a policy making tool to enable sustainability of
universal access.

The HTA, which has been implemented on a trial basis since 2016, is actively
discussing how the system should be designed in readiness for a full-scale
implementation.

At the Japan Annual Meeting in 2017, we will give an overview of insurance
reimbursement, drug pricing system, etc. of both foreign countries and Japan,
and will conduct a free and open panel discussion from various viewpoints
concerning cost-effectiveness assessment in Japan.

In this way, we plan to discuss the methodology of a comprehensive evaluation
of HTA in Japanese and the value of life for Japanese people (ICER threshold).

Introduction of Insurance Reimbursement, Drug Pricing System
of Both Foreign Countries and Japan

Ataru Igarashi, PhD

Associate Professor, Department of Drug Policy and Management
Graduate School of Pharmaceutical Sciences, The University of Tokyo

Current Status of Cost-Effectiveness Assessment in Japan
Makoto Kobayashi, MEng, PhD
Director and Chief Operating Officer, Crecon Medical Assessment Inc.

Panel Discussion

All Session Speakers and

Takeo Nakayama, MD, PhD

Professor, Graduate School of Medicine and Faculty of Medicine, Kyoto
University

Rei Goto, MD, PhD
Associate Professor, Graduate School of Business Administration, Keio
University

Harumichi Okamura
Corporate Officer, Head of Market Access & Public Affairs, Novartis
Pharma K.K.

V3-S1 Room 608 11:00-12:30

[Educational Session] Comparison of Post-
Marketing Safety Measures among Japan, the
U.S. and the EU - From the Point of View of Risk
Management -

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

SESSION CHAIR

Yomei Matsuoka, MSc, RPh
Senior Director, Safety Planning Group 1, Pharmacovigilance Department,
Daiichi Sankyo Co., Ltd.

As multi-regional clinical trials increase, global application and approval and
elimination of drug lag are about to be realized, while data of clinical trials
in each country tend to decrease compared to before the implementation of
multi-regional clinical trials. Therefore, the importance of safety measures in
post-marketing phase are relatively increasing for clarifying details of drug
safety and efficacy profiles in timely manner. In this context, we will share the
difference in concept of risk management between Japan, the U.S., and the
EU and the current status and challenges of post-marketing safety measures
during this educational session.

Drug Safety Measures in Japan

Emiko Kondo, PhD

Office Director, Office of Safety Il, Pharmaceuticals and Medical Devices
Agency (PMDA)

Post-Marketing Safety Measures in the United States

Robert F. Reynolds, MSc, ScD, FISPE
Vice President, Epidemiology, Worldwide Safety, Pfizer Inc

Post-Marketing Surveillance and Safety Measures in the EU
Peter Bachmann, PhD
Chair, CMDh, Federal Institute For Drugs and Medical Devices (BfArM)

Panel Discussion
All Session Speakers

V4-S1 Room 609 11:00-12:30

Let’s Think about Drug/Device Combination Use
for Treatment

Related Interest Area(s): RA, O: Medical Device
Level: Intermediate
Language: Japanese Language Only

SESSION CHAIR

Kensuke Ishii, PhD
Director, Office of Medical Devices I, Pharmaceuticals and Medical Devices
Agency (PMDA)



DAY 2 | MONDAY | NOVEMBER 13

Drug-device combination products and therapies are currently the subject of
much attention given the increasing difficulties in developing truly innovative
new pharmaceuticals and medical devices. This session focuses on clinical
development issues with regard to combination products or therapies
by discussing a number of concrete examples. The session will include a
discussion of how to manage the simultaneous development of devices and
pharmaceuticals more efficiently and how various hurdles and issues during
clinical development could be potentially addressed.

Prospect and Issues of Drug-Device Combination Products and
Therapies

Yoshihiro Muragaki, MD, PhD

Professor, Institute of Advanced Biomedical Engineering and Science,
Tokyo Women'’s Medical University

TBC

Keiichi Sasaki, DDS, PhD

Director, Tohoku University Graduate School of Dentistry Dean, Tohoku
University School of Dentistry

TBC

Masayoshi Shibatsuji
Pharmaceuticals and Medical Devices Agency (PMDA)

Panel Discussion

All Session Speakers and

Takehiko Arima

Senior Director, Quality & Regulatory Affairs, Medtronic Japan Co., Ltd.
Kazumichi Kobayashi

Senior Vice President, Business Development and Planning, Otsuka
Holdings Co., Ltd.

V5-S1 Room 610

Future Steps and Challenges for Drug
Development Based on National Action Plan on
Antimicrobial Resistance (AMR)

11:00-12:30

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

SESSION CHAIR

Junko Sato, PhD

Office Director, Office of International Cooperation, Pharmaceuticals and
Medical Devices Agency (PMDA)

Overcoming Antimicrobial-resistant Infection (ARI) has become a global issue.
In 2016, the “Ministerial Meeting on Measures on Emerging Infectious Diseases”
has announced the National Action Plan on Antimicrobial Resistance (AMR),
and as well as a commitment demonstrated in G7 Health Ministers Meeting to
solve AMR task.

In addition, for a Guideline for the Clinical Evaluation of Antibiotics for ARI,
the three regional regulatory agencies (PMDA/FDA/EMA) are cooperating
to continue the discussion. This session will discuss future steps based on
AMR action plan, about clinical studies in different framework to date, and on
international cooperation.

The Japanese Government’s Efforts on AMR
Yasuhide Yamada, MSc, MPM

Therapeutic Drug for Antimicrobial Resistance (AMR)
Infections: from Regulatory Standpoint
Wataru Asakura, PhD

Office Director, Office of New Drug IV, Pharmaceuticals and Medical
Devices Agency (PMDA)

Challenges in Clinical Development of Drugs for AMR Infections
Akiko Takase, MSc
Senior Scientist, Regulatory Strategy & Liaison 1, Regulatory Affairs
Area, Japan Development, MSD K.K.
Panel Discussion
All Session Speakers

V6-S1

Room 101 11:00-12:30

Industry-Academia-Government Collaboration
Schemes in Japan

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

SESSION CHAIR

Toichi Takenaka, DVM, PhD

Chairman, Japan Health Sciences Foundation

The Japan Agency for Medical Research and Development (AMED) was
established two years ago. In order to minimize the boundaries of the industry,
academia, and government in drug research, we host grant programs such as:
the Department of Innovative Drug Discovery and Development (iD3) which
is the first public program in Japan to deliver drug seeds from academia to
clinical application, the GAPFREE program which grants public-private joint
clinical research, and the Cyclic Innovation for Clinical Empowerment (CiCLE)
which began in FY2017 to fund infrastructure and open innovation for medical
needs based on industry-academia-government collaboration. Through
these programs, we would like to discuss about the perspectives of industry-
academia-government collaboration.

Drug Discovery Support Network

Recent Development & Future Perspectives

Yoichi Kurebayashi, DVM, PhD

Senior Director, Japan Agency for Medical Research and Development

About the Funding for Research to Expedite Effective Drug
Discovery by Government, Academia and Private Partnership
(GAPFREE) Program

Kazuki Yasuda, MD

Department of Metabolic Disorder, Diabetes Research Center, Research
Institute, National Center for Global Health and Medicine

Development of the Innovative Vaccine Technology Based on
Nucleic Acid Encapsulated in Nanoparticle Supported by the
Ciclic Innovation for Clinical Empowerment (CiCLE) Program
Fumihiko Takeshita, MD, PhD

Senior Director (R&D), Vice President, Vaccine Research Laboratories,
Daiichi Sankyo Co., Ltd.

V7-S1 Room 102 11:00-12:30

Draft Regulatory Guidance for Patient Registry
and the Current Situation

Related Interest Area(s): ALL
Level: Intermediate

SESSION CHAIR

Akihiro Hirakawa, PhD

Project Associate Professor, Department of Biostatistics and Bioinformatics,
Graduate School of Medicine, The University of Tokyo

Under the Clinical Innovation Network (CIN) scheme, which aims for promoting
medicine development by effective utilization of medical information generated
by patient registries, an intensive development of patient registry has been
preceded by an industry wide consortium of National Medical Research Centers
(NCs) and Pharmaceutical companies, which was proposed by Ministry of
Health, Labuor and Welfare. Under this circumstance, academic societies and
PMDA have been dedicating to discuss data quality standard regarding the
registry data which to be used for Japan NDA. There are various perspectives
about data quality and way of registry operation. Is this session, we will discuss
regulations surrounding the patient registry and issues for the ideal effective
utilization of registry data.

Discussion on “Draft: Basic Principles on the Reliability of
Patients Registry Data When Utilized in the Application for
Marketing Authorization and Post-Marketing Surveillance of
Medical Products”

Taro Shibata, PhD

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

Current Status and Issues of Remudy in an Effort to Promote
Clinical Innovation Network

Harumasa Nakamura, MD

Section Chief of the Department of Clinical Research Support and
Section Chief of the Clinical Research/Trial Promotion Section,
Translational Medical Center, the National Center of Neurology and
Psychiatry
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Expectation for The Disease Registry Data from a
Pharmaceutical Company
Kazuhito Shiosakai

Biostatistics & Data Management Department, R&D Division, Daiichi
Sankyo Co., Ltd.

Panel Discussion
All Session Speakers and
Shimon Tashiro, PhD

Head, Office for Bioethics, Center for Public Health Science, National
Cancer Center

V8-S1 Room 703 11:00-12:30

“The Negotiation” - Things You Need to Know for
Your Team and Project Management

Related Interest Area(s): PM, O: ALL
Level: Beginner, Intermediate
Language: English/Japanese

SESSION CHAIR

Atsushi Tsukamoto, PhD, MSc

Senior Director, RD Strategy and Coordination Group, RD Planning and
Management Department, Daiichi Sankyo Co., Ltd.

In order to build strong and productive project team, various project
management tools and skills are generally used. Especially “negotiation”
plays important role to be effective and capable project leaders and project
managers. Negotiation may be perceived as skill to “pursue to your own win
only”, such as discounting car price, however, it is actually more than that. In
efficient project team, project members, including leader and manager, would
speak up and listen appropriately even in difficult situation, and the right
communication will lead to be efficient project team. In this session, theories
and practices of negotiation in Japan as well as US, together with actual
experiences, are introduced, and there will be discussion to appropriately
engage project members and stakeholders with the right negotiation skills for
ultimately achieving project goals.

Speakers

Shuji Sumida, MSc, RPh

Department Manager, Business Strategy & Compliance Deparatment,
Quality & Regulatory Compliance Unit, Chugai Pharmaceutical Co., Ltd.

Robert Hilke
CEO, Hilke Communications

Gareth Monteath, DBA, MBA
Senior Program Director, Link Global

Panel Discussion
All Session Speakers

LUNCH BREAK 12:30-14:00

POSTER SESSION 13:30-14:00

POSTER SESSION 13:30-14:00

Ten researches or topics out of more than large number of applications from
Japan and overseas compared to the last year from various themes were
selected for poster session through a rigorous selection process. Current hot
topics will be presented and discussed.

(Note: Apostrophes (*) indicates presenters. The others are co-authors.)

[PO-01] Use of Juvenile Animal Studies to Support Oncology
Medicine Development in Children

Dinah Duarte, PharmD, MSc *

Head, Scientific Evaluation Unit, Directorate of Medicinal Products,
INFARMED

Children use of new cancer medicines requires early prediction of specific
safety. Juvenile animal studies (JAS) could screen for age-related toxicities
and differences during postnatal development. This review of EU oncology
medicines revealed a steady use of JAS to better characterise safety: 1in 3
medicine has conducted JAS; 6 medicines have different toxicity profile
between adult and juvenile animals.

REcepTION HALL

[PO-02] Utilizing Regulatory Intelligence of Precision Medicine
Products for Building Business Strategy

Gloria Hung, RPh, MPhil *

Director, Regional Regulatory Strategist, Pfizer Inc.

The US FDA has increased focus on Precision Medicines (PM) and expedited
regulatory tools are available. The US-approved PM product database
constructed in this study shows that strategic use of expedited pathway(s)
shortens development time and expedites patient access. Information
relating to biomarkers was indicated across various label sections which may
impact usage. Growth potential for non-oncology therapeutic areas is also
noted.

[PO-03] Possible Causes of Failing to Meet Oncology Primary
Endpoints: Systematic Review

Mitsugu Ikeda, MSc *

Nagoya City University

We performed a systematic review of oncology phase 3 trials. The common
primary endpoints were overall survival (OS) and progression-free survival
(PFS). The success rate of non-small-cell lung cancer trials was 33%. More
“Negative” results were found for OS that could be prolonged even in the
control arm, while more “Positive” results were found for PFS, which could be
consistent with the pre-estimation.

[PO-04] Pipeline Portfolio Management Using Agent-Based
Modeling with Gaming Simulation

Kosuke Iwasaki, MBA *

Director, Japan Healthcare Practice & Data Analytics, Milliman, Inc.

[PO-05] How Japanese Pharm Industry Challenge Simultaneous
J-NDA filing? -Survey of Characteristics of 20 Products
Simultaneously Filed and the Number of Japanese Subjects in
Those Data Packages-

Yoshiaki Kato *

Medical Writing, Regulatory Affairs Area, Japan Development, MSD K.K.

Keiko Tsumori
Associate Director, Medical Writing, Regulatory Affairs Area, Japan
Development, MSD K.K.

Makoto Suzuki, PhD
Director, Medical Writing, Regulatory Affairs Area, Japan Development,
MSD K.K.

We examined the time lag in filing and approval of drugs which were
simultaneously (within 4-month time lag) filed in Japan, US and EU based on
the open information for the products approved in Japan between October
2009 and December 2014, to investigate their actual status. In addition, we
also examined the numbers of Japanese subjects included in data package
of Japanese CTD.

[PO-06] Survey of Organization-Specific and Occupation-Specific
Training Needs for RBM Related Tasks in Japan

Hidenobu Kondo, MPharm *

Centralized Monitoring Department, Development Strategy Division, A2
Healthcare Corporation

A questionnaire survey about training needs for RBM related tasks with 86
people from 7 organization, 3 pharmaceutical companies, 3 universities, and
1 CRO, was conducted in January 2017. The aim of this research is to identify
the needs of training for RBM studies by organization and occupation.
Results suggested that organization-specific and occupation-specific training
program should be developed and implemented for the tasks achieved in
RBM studies.

[PO-07] Rates of Safety Issues for Low Risk Medical Devices: A
Cross Sectional Study Between US,UK to Philippines

Cezar Manansala Jr, RPh* Mark Scyld Magboo, RPh Maileen Beley, RPh
Centro Escolar University

[PO-08] Evaluation of Signal Detection and Validation
Approaches in Pharmacovigilance: US Perspective

Sanjeev Miglani, MD *

Vice President-PV and Clinical Safety North America and Global Medical
Affairs, APCER Life Sciences

Spontaneous reporting (SR) adverse event system databases, large clinical
projects and health records databases contain data that may be valuable for
timely detection of potential risks associated with Pharmaceutical products.
This Poster will provide recommendations for using data from different
databases to provide insight into safety signals and offer guidance regarding
appropriate statistical methods to use in various situations.
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[PO-09] Partner Collaboration in Quality Assurance, between the
Quality Groups from 2 Companies

Keiko Shiratori, MSc *

Bristol-Myers Squibb K.K.

Hiromichi Ishikawa, MSc
Quality Management Associate, Ono Pharmaceutical Co., Ltd.

We will share how we have put in place an effective partnership between the
quality groups of 2 companies, co-developing a new compound, to ensure
the quality throughout the development and to be approved by health
authorities smoothly. The session indicates the specific activities, on-going
achievements with the case example of challenges and synergetic effects we
had, and future prospects of collaborations.

[PO-10] Approach to Gaps between Ideal and Reality in Clinical
Operations and Monitoring

Kazumasa Sugao * Masayuki lijima Shiho Sugiura Eisuke Nakata
DIA COM (Clinical Operations and Monitoring) Community

In 2016 COM community, we had three sessions with community members to
identify gaps between the ideal and the reality in clinical trials and monitoring.
And also we analyzed the mechanism of the gaps, and sought best solutions/
behaviors for us to overcome the gaps.

[PO-11] Accelerated Development of Anti-Sense Oligonucleotides
for Orphan Drug Indications

Yasuhiro Okamoto, PhD *

Associate Director, RA-CMC, Biogen Japan Ltd.

Biogen is developing several Anti-Sense Oligonucleotide (ASO) drug
candidates for treatment of orphan indications. “SPINRAZA Intrathecal
Injection 12 mg” is the only first “Disease-modifying drug” for Spinal Muscular
Atrophy (SMA) in the world. Capabilities to develop new ASO products under
CMC regulation, ASO platform manufacturing and analytical procedures has
been established and is expanding. Especially, we considered that these
management strategies using LC-MS is very important to control the

SESSION 2 14:00-15:30

V1-S2 Room 605/606 14:00-15:30

Raise the Curtain of “Patient Centricity” in Japan
(Part I): Share and Discuss the Common Value

Related Interest Area(s): ra, CR, AC, O: Patients
Level: Intermediate

SESSION CHAIR

Norie Miki-Yasuda, PhD

Head of Japan Clinical Operations Division, Janssen Pharmaceutical K.K.
Kaori Muto, PhD

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

The idea of Patient Centricity and Patient and Public Engagement are
increasingly attracting interest in Japan, while their concept and idea have not
been organized among various stakeholders. To deepen the understanding
about Patient Centricity and Patient and Public Engagement, a researcher on
Science, Technology and Society, an expert on clinical studies and representative
of a patient support organization will present their thoughts and activities on
Patient Centricity and Patient and Public Engagement.

In part 2 session, pharmaceutical companies will share their activities for patient
centricity in clinical trials and discuss Patient Centricity and Patient and Public
Engagement together with the speakers of this session

Patient and Public Involvement in Research: From Concept to
Practice

Jin Higashijima, PhD

Associate Professor, Faculty of Global and Science Studies, Yamaguchi
University

Project to Train Patients and Citizens to Actively Participate in
Various Committees: Necessity and Practice

Ikuko Yamaguchi
Board Chairperson, COML

V1-S3 Follows

V2-S2 Room 607 14:00-15:30

Mobile / Digital Health Data Driven Innovation for
Clinical Development

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

SESSION CHAIR

Takuhiro Yamaguchi, PhD

Professor, Biostatistics, Tohoku University Graduate School of Medicine

The spread of smart phones and wearable devices will increase both the type
and volume of data in clinical trial. However the use of such mobile/digital health
data might have potential issues of quality, statistical approach, interpretation
of analysis results and software packages for processing. This session gives an
insight into innovations in clinical drug development by mobile / digital data.

Utilization of Digital Health Data; Recent Trends and
Challenges

Kazuteru Sugiura, MBA

Research Fellow, Office of Pharmaceutical Industry Research

Driving Innovation: Our Experience in the Industry
Mei Haruya, PhD
Manager, Strategic Innovation Department, GlaxoSmithKline K.K.

Patient Retention by Smartphone Apps in Japan

- The Case of Smartphone Apps for Pediatric Subject in the
Central Nervous System Area -

Hidekazu Takahashi

Executive Officer & Headquarters Manager of a Comunication Serivce
Department, CROee Inc.

Considerations in Big Data Handling with Statistical Software
Akihiro Nakajima

Pharmaceutical Development Administration Department, Statistics
Analysis Group, Teijin Pharma Limited

Data Science Expert Committee, Japan Pharmaceutical Manufacturers
Association

Panel Discussion
All Session Speakers

V3-S2 Room 608 14:00-15:30

[Educational Session] Understand the Rules and
Process of the US and EU Labeling

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

SESSION CHAIR

Rie Matsui, RPh

Director, Regional Labeling Head for Asia, International Labeling Group,
Pfizer Japan Inc.

Centralized labeling within global companies has been further facilitated
by MRCT progress. It is necessary to revisit the rules of US and EU labeling
to identify the difference between the US/EU and Japan in order to properly
understand the global headquarters’ intention. Moreover, the ruling process
such as US PRA or CBE, and EU labeling process such as CP or MRP will be
discussed for greater understanding. This session is important for people who
are actually involved in the division of labeling management, as well as for
people in divisions related to the new drug development.

Regulatory Procedures for Changing the Content of Healthcare
Professional Labeling and Associated Patient Labeling: USA

A. Leander Fontaine, MD

President, Pharmiceutics, LLC

Regulatory Procedures for Changing the Content of SmPC and
Package Leaflet: EU?
Francesco Pignatti, MD

Head of Oncology, Haematology, Diagnostics, European Medicines
Agency (EMA)
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V4-S2 Room 609 14:00-15:30

Concerning the Issues of Clinical Study by
Revision of the Personal Information Protection
Law

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

SESSION CHAIR

Shigeto Yonemura, MD
Associate Professor, the Graduate Schools for Law and Politics, The
University of Tokyo

Explaining the revised Personal Data Protection Act enforced on May 30, 2017
and the revision of “the ethical guideline for clinical study” clearly.

Introducing a concrete measure for the solution with the issues occurring newly
on the fields of the clinical study in particular and discussing around the smooth
and effective enforcement method of the clinical study.

The Outline and Problems of Revised Personal Data Protection
Act

Shigeto Yonemura, MD
Associate Professor, the Graduate Schools for Law and Politics, The
University of Tokyo

Addressing Changes in the Climate Surrounding Research
Regulations at National Cancer Center

Shimon Tashiro, PhD

Head, Center for Public Health Sciences, National Cancer Center

TBC

Ryousuke Fukuda

Deputy Director, Research and Development Division, Health Policy
Bureau, Ministry of Health, Labour and Welfare

Issues Clinical Research Faces Now

Koji Miura, MD, MPH, PhD

Professor, Clinical and Translational Research Center, Keio University
Hospital

Panel Discussion

All Session Speakers

V5-S2 Room 610

Approaches to Enhance Appropriate
Communication on Pharmaceutical Product
Information - Part 1

14:00-15:30

Related Interest Area(s): RA, CP, AC, MA, O: Labeling, Marketing, Medical
Writing, Medical Information

Level: Intermediate

Language: Japanese Language Only

SESSION CO-CHAIRS

Mamoru Narukawa, PhD
Professor, Graduate School of Pharmaceutical Sciences, Development of
Clinical Medicine (Pharmaceutical medicine), Kitazato University

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

It is highly important that pharmaceutical product information is appropriately
provided by regulatory authorities and pharmaceutical companies, and utilized
in the medical field. In the Japan annual meeting in 2016, we discussed issues
arising from provision of pharmaceutical product information materials
provided to healthcare professionals or patients, and handling of these issues.
We have found that pharmaceutical product information is not necessarily fully
utilized by the medical professionals: duplicate information is provided using
various materials from the regulatory authorities and companies, necessary
information for medical professionals is not provided, and the real intentions
of the authors are not fully conveyed. In 2017, we will discuss approaches and
future perspectives to enhance appropriate communication on pharmaceutical
product information to medical professionals based on the previous discussion
by summarizing the objectives and utilization methods of a wide range of
information materials provided by the regulatory authorities and companies.

Provision of Drug Information by Regulators: Overview and
Challenges

Tomoko Tanita

Risk Communication Promotion Division, Office of Safety I,
Pharmaceuticals and Medical Devices Agency (PMDA)

Proposals for Providing Drug Information from the Viewpoint
of Medical Staff

Susumu Wakabayashi

Department of Pharmacy, Kyorin University Hospital

To Enable the Patient Centered Risk Communication
-The Industry Perspective-

Shinya Takemoto, MSc

Group Manager, Safety Information Strategy Group, Risk
communication Department, Chugai Pharmaceutical Co., Ltd.

Information Required by Medical Institutions and Judgment of
Provision for it from Industries Point of View
Junichi Nishino, MSc, RPh

Head, RA Functions Department, Regulatory Office Japan, Novartis
Pharma K.K.

V5-S3 Follows

V6-S2 Room 101 14:00-15:30

Paradigm Shift in Global Development Strategy
- How to Utilize ICH E17 GL in New Drug
Development? -

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

SESSION CHAIR

Manabu Yanagisawa, PhD

Associate Director, Japan Regulatory Affairs, Eisai Co., Ltd.

The ICH E17 guideline is expected to reach Step 4 in 4Q 2017. This session
will provide an opportunity to discuss how to utilize E17 appropriately,
where global development strategy move toward, and what can be done to
induce a change in our strategy. We have experienced so many evaluations
of consistent or similar results among ethnic groups under E5 guideline and
we know how difficult evaluation of ethnic differences and consistency among
ethnic groups are. Given those experiences, this session will also address the
points to consider in planning a global development program by means of E17,
newly introduced pooling strategies (pooled region, pooled subpopulation),
what kind of information is need for pooling, when such information to be
obtained, how to present results from the Multi-Regional Clinical Trials. Those
discussions would contribute to your readiness for the paradigm shift in global
development strategy.

How should be the Future of Simultaneous Global Drug
Development? - Road to Implementation of ICH E17 -
Nobushige Matsuoka, PhD

Clinical Statistics, Pfizer Japan Inc.

Ethnic Differences on Efficacy and Safety in a Multi-Regional
Clinical Trial

Masahiro Tohkin, PhD

Medicinal Safety Science, Regulatory Science, Graduate School of
Pharmaceutical Sciences, Nagoya City University

The Impact of ICH-E17 on Clinical Development Strategy and
Operations

Koichi Miyazaki, PhD

Senior Director, Clinical Development Group, Asia Development
Department, R&D Division, Daiichi Sankyo Co., Ltd.

Remarks through Internet

Osamu Komiyama

Senior Manager, Regulatory Policy, Regulatory Affairs, Pfizer Japan Inc.
Yoshiaki Uyama, PhD

Director, Office of Medical Informatics and Epidemiology,
Pharmaceuticals, and Medical Devices Agency (PMDA)
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Panel Discussion
All Session Speakers and
Hiroshi Takeda, MS

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

V7-S2 Room 102 14:00-15:30

Patient Participation - Patient Centric Approach to
Clinical Trials

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

SESSION CHAIR

Yukihiro Matsuda, MSc

Research Scientist, Trial Management, Clinical Development Operations &
Innovations, Medicines Development Unit Japan, Eli Lilly Japan K.K.

To realize healthcare truly valuable to patients, a more patient-centric approach
to clinical trials/clinical research is one of the essential steps. Outside Japan,
even a mobile app is now available, which enables patients to find a clinical trial
targeting the disease they suffer from or to look for their nearest study site.

In this session, we will look at how a patient-centric approach can make clinical
trials/clinical research more relatable to patients. We will also introduce some
useful mobile apps, websites, and data use ideas for Patient Participation and
data collection. A panel discussion will be held to discuss the possible challenges
these tools must overcome to be widely used in Japan.

A Thought about Patient Centered Clinical Trial ~ From the PRO
(Patient Recruitment Organization) Perspective

Daisuke Maki

PRO Business Promotion Headquarters Office Head, CROé&e Inc.

Digital Trial Guide: Awareness Activities to Clinical Trials in Eli
Lilly and Company Corporate

Maki Uchimura, MBA

Clinical Innovation & Business Integration, Clinical Development
Operations & Innovations, Medicines Development Unit Japan, Eli Lilly
Japan K.K.

GlucoNote ResearchKit-Based Cinical Study for Type 2
Diabetes and IGT Patients

Kayo Waki, MD, PhD

Project Associate Professor, Department of Ubiquitous Health
Informatics, School of Medicine, The University of Tokyo

Panel Discussion
All Session Speakers

V8-S2 Room 703 14:00-15:30

Update on Current Status and Future Directions of
Proarrhythmic Risk Assessment

Related Interest Area(s): RA, CP, CR, AC, O: Cardiac Safety
Level: Intermediate

SESSION CHAIR

Kaori Shinagawa, MD, PhD
Senior Scientist for Clinical Medicine, Office of New Drug Il, Pharmaceuticals
and Medical Devices Agency (PMDA)

Proarrhythmic potential remains a major concern during drug development and
in 2005, ICH adopted the ICH-S7B (non-clinical) and ICH-E14 (clinical) guidelines
outlining the evaluation of the potential to delay ventricular repolarization. In
late 2015, E14 Q&A was revised to allow the use of concentration response
modeling applied to data from early phase clinical studies as an acceptable
alternative to the Thorough QT/QTc Study. For more efficient and more
specific proarrhythmic risk assessment, further research on clinical and non-
clinical methodologies, such as novel ECG biomarkers, and use of human stem
cell-derived cardiomyocytes (hSC-CMs) has been progressing. This session
will provide an overview of current and future research in non-clinical and
clinical proarrhythmic risk assessment, and points to consider for Japanese
implementation of concentration response modeling for QT analysis. Speakers
and panelists from academia, industry and regulatory agency will also discuss
future perspectives of proarrhythmic risk assessment in drug development.

Potential of in Vitro TQT Study Using iPS Cell Technology

Tadahiro Shinozawa, PhD
Associate Director, Drug Safety Research Lab, Regenerative Medicine
Unit, Takeda Pharmaceutical Company Limited

Role of Early Phase Clinical Trials on Proarrhythmic Risk
Evaluation

Hiroyuki Fukase, MD, PhD

Director, Clinical Research Center, Clinical Research Hospital Tokyo

Assessment of QT Prolongation Risk Using Concentration
Response Modeling - The Clinical Perspective -
Kaori Shinagawa, MD, PhD

Senior Scientist for Clinical Medicine, Office of New Drug Il
Pharmaceuticals and Medical Devices Agency (PMDA)

Assessment of QT Prolongation Risk Using Concentration
Response Modeling - Viewpoint of Model Analysis -

Yoshinori Ochiai, PhD

Advanced Review with Electronic Data Promotion Group/Office of New
Drug 1, Reviewer, Pharmaceuticals and Medical Devices Agency (PMDA)

Panel Discussion

All Session Speakers and

Yasunari Kanda, PhD

Head of Division of Pharmacology, National Institute of Health Sciences
Yuji Kumagai, MD, PhD

Director of Clinical Trial Center, Kitasato University Hospital

Atsushi Sugiyama, MD, PhD

Professor and Chairman, Department of Pharmacology, School of
Medicine, Toho University Faculty of Medicine

COFFEE BREAK

SESSION 3 16:00-17:30

V1-S3 Room 605/606 16:00-17:30

Raise the Curtain of “Patient Centricity” in Japan
(Part Il): Learn by Trial and Error

15:30-16:00

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

SESSION CHAIR

Norie Miki-Yasuda, PhD

Head of Japan Clinical Operations Division, Janssen Pharmaceutical K.K.
Kaori Muto, PhD

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

The idea of Patient Centricity and Patient and Public Engagement are
increasingly attracting interest in Japan, while their concept and idea have not
been organized among various stakeholders. In this session , pharmaceutical
companies will share their activities for patient centricity in clinical trials and
discuss Patient Centricity and Patient and Public Engagement together with
the speakers of the part 1session.

Innovating with the Patient, for the Patient
Andreas Koester, MD, PhD

Head of R&D Operations Innovation, Janssen Research & Development,
LLC

Pharma Company’s Patient Centric Activities

Atsushi Kitamura

Director, Clinical Operations and Compliance, Development Japan,
Pfizer Japan Inc.

Utilization of Patient Voice to Study Planning
Kazuyuki Suzuki

Oncology Trial Management Group, Trial Management Department,
Japan Development, Novartis Pharma K.K.

Panel Discussion
All Speakers for V1-S2 and V1-S3
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V2-S3 Room 607 16:00-17:30

Artificial Intelligence Leads to Realize Medical
Innovation

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

SESSION CHAIR

Hiroyuki Mano, MD, PhD

Director, National Cancer Center Research Institute

Professor, Department of Cellular Signaling, Graduate School of Medicine,
The University of Tokyo

The advancement of digital tools and technologies such as artificial intelligence
(Al), which aims at creating new industries and improvements of efficiency in
research and development, raises more expectations on medical innovation
including three major components (Government, Academia and Industry),
quality and safety of medical care, advanced medical care and more efficient
medical service,

This session will provide an overview of the future of digital health by introducing
an example of better use Al; Watson for Genomics for gene therapy and
Watson for Drug Discovery for transforming drug discovery and health. At the
panel discussion, the current situation and challenges surrounding advancing
Al technologies and ideal medical use will be discussed. In addition, the session
will provide real Al use with Watson as a hands on experience.

IBM Watson Health - Transforming Drug Discovery & Health
Toshifumi Mizokami
Business Development Executive, IBM Japan, Ltd.

Precision Medicine Based on Genome Analysis: Actual and
Future Prospect for Medical Artificial Intelligence Development
Toshifumi Wakai, MD, PhD, FACS

Professor and Chairman, Division of Digestive and General Surgery,
Niigata University Graduate School of Medical and Dental Sciences

V3-S3 Room 608 16:00-17:30

What Needs to Be Done for Creating Labeling
Based on the New Revision of Items to be
Included?

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

SESSION CHAIR

Ken Nakajima, PhD

Deputy Head of Medical Safety, Pharmacovigilance Department, Otsuka
Pharmaceutical Co., Ltd.

The Japan labeling regulations has been amended for the first time in 20 years
and will be implemented in 3 years, which means that each company needs to
prepare labeling according to the new revision of the labeling regulations. In
order to do so, various preparations including verification of rationale of the
current items and review of the latest data may be needed. In this session,
PMDA will provide details on not just the summary of the new revision of items
to be included, but points to be practically considered from the standpoint
of PMDA. Also, as we need to observe our reality, action items will be picked
up from a corporate perspective and will be discussed. The best practices
and challenges for revision of labeling should be shared and discussed. A
speaker from multinational companies will describe points to be considered
as foreign-based companies, especially how to proceed this project including
the communication between HQ. In addition, a difference in approach between
foreign-based companies and domestic HQ companies will be discussed.

Points to Revision of Package Inserts Based on the New
Revision of Guide to Drafting Package Inserts -from the
Standpoint of PMDA-

Akifumi Kamata, PhD

Reviewer, Office of Safety I, Pharmaceuticals and Medical Devices
Agency (PMDA)

Discussion of Best Practice and Challenges for Revision of
Labeling

Hanako Saito

Senior Director, Safety and Risk Management Department, Safety
Information Management Group, Daiichi Sankyo Co., Ltd.

Issues and Solutions for Addressing the New Revision of Guide
to Drafting Package Inserts -from the Standpoint of Global
Company-

Jun Ishikawa

International Labeling Group Asia, Japan Team Lead, Pfizer Japan Inc.

Panel Discussion
All Session Speakers

V4-S3 Room 609 16:00-17:30

What is the Role of Medical Science Liaison (MSL)
as New Function of Pharmaceutical Company?

Related Interest Area(s): CP, PM, AC, O: MA
Level: Beginner
Language: Japanese Language Only

SESSION CHAIR

Koji Iwasaki, PhD
Professor, Academic Clinical Research Center, Department of Medical
Innovation, Osaka University Hospital

The pharmaceutical companies are starting to establish medical science liaison
(MSL) as the new type of job to assume and exchange medical scientific
information.

In this session, we will discuss an appropriate profit of the drug information
about an activity of MSLs

In addition to catch the situation of MSL activities in the pharmaceutical
company, we will clarify recognition of MSLs by Academia and MHLW. And then
we discuss around the future appropriate drug information and the talent of
MSLs.

The Role of MSL - Expectation from Academia -

Masaru Iwasaki, MD, PhD

Vice President, Director of Center for Advancing Clinical Research,
University of Yamanashi

The Positioning and Activity Principles of MSL - EFPIA Japan -
Yoshihiko Otoguro

Chair of Corporate Ethics Sub-committee / Governance and Legal
Committee, European Federation of Pharmaceutical Industries and
Associations

MSL: Their Role and What They Should be Equipped for

Michiko Tomiyasu, MS
Manager, Medical Excellence & Training, Medical Affairs, Sanofi K.K.

Expectation to Medical Science Liaison (MSL) in the Utilization
of Drug Information from Regulatory Authorities

Yoshifumi Banzai, PhD

Deputy Director, Compliance and Narcotics Division, Pharmaceutical
Safety and Environmental Health Bureau, Ministry of Health, Labour
and Welfare

Panel Discussion

All Session Speakers

V5-S3 Room 610

Approaches to Enhance Appropriate
Communication on Pharmaceutical Product
Information - Part 2

16:00-17:30

Related Interest Area(s): RA, CP, AC, MA, O: Labeling, Marketing, Medical
Writing, Medical Information

Level: Intermediate

Language: Japanese Language Only

SESSION CO-CHAIRS

Mamoru Narukawa, PhD
Professor, Graduate School of Pharmaceutical Sciences, Development of
Clinical Medicine (Pharmaceutical Medicine), Kitazato University

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

It is highly important that pharmaceutical product information is appropriately
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provided by regulatory authorities and pharmaceutical companies, and
utilized in the medical field. In the Japan annual meeting in 2016, we discussed
issues arising from provision of pharmaceutical product information materials
provided to healthcare professionals or patients, and handling of these issues.
We have found that pharmaceutical product information is not necessarily fully
utilized by the medical professionals: duplicate information is provided using
various materials from the regulatory authorities and companies, necessary
information for medical professionals is not provided, and the real intentions
of the authors are not fully conveyed. In 2017, we will discuss approaches and
future perspectives to enhance appropriate communication on pharmaceutical
product information to medical professionals based on the previous discussion
by summarizing the objectives and utilization methods of a wide range of
information materials provided by the regulatory authorities and companies.

Panel Discussion
All speakers for V5-S2 and
Toyotaka Iguchi, MD, PhD

Risk Management Director, Office of Safety Il, Pharmaceuticals and
Medical Devices Agency (PMDA)

V6-S3 Room 101 16:00-17:30

The Way toward Commercialization, Regenerative
Medical Products

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

SESSION CHAIR

Yoji Sato, PhD
Head, Division of Cell-Based Therapeutic Products, National Institute of
Health Sciences

The long way is lying from the discovery of regenerative medical seeds
toward the commercialization. In this session, hot topics in academia study
and current development case in company will be presented. And also, the
considering points in clinical trial of approved regenerative medical products
from reviewer point of view will be explained.

The issues emerging in the various development stages will be identified and
the solutions will be explored through the lectures and panel discussion.

Challenge from Academia to Remove Knee Pain by
Regenerative Medicine

Ichiro Sekiya, MD, PhD

Professor, Tokyo Medical and Dental University

Developing Regenerative Medicine using Cell Sheet
Engineering

Setsuko Hashimoto, PhD

President and CEO, CellSeed Inc.

Safety and Efficacy Evaluation of Regenerative Medical
Products

Yoshiaki Maruyama, PhD

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

Panel Discussion
All Session Speakers

V7-S3 Room 102 16:00-17:30

Current Status on Counterfeit Medicines in Global
and Issues on Japanese Market

Related Interest Area(s): RA, CP, CMC, O: Counterfeit
Level: Beginner

SESSION CHAIR

Yoshiaki Ohashi, PhD
Head of Quality & Regulatory Compliance Unit, Chugai Pharmaceutical Co.,
Ltd.

The threat of counterfeit medicines is increasing worldwide, and it creates
serious risks to patient safety. In particular, many cases of medicines purchased
over the internet have been found to be counterfeit. Therefore, it is necessary
that pharmaceutical companies take initiatives including implementation
of anti-counterfeiting technologies and working with Customs and law

enforcement agencies.

In Japanese medicine market, it has been traditionally considered that
counterfeit medicines would not be distributed, however, the “Harvoni” case
indicates it would no longer true and can be a tip of the iceberg. In this session,
trend of counterfeit medicines in global market, as well as the corrective
actions, would be first introduced. And then, panelists from NPO, industry
and academia will discuss potential risks and necessary actions in Japanese
market, in order to secure patient safety as well as medicine quality.

Global Situation Report 2016
Martin Blair
Asia Pacific Regional Manager, Pharmaceutical Security Institute (PSI)

TBC
Kazuko Kimura, PhD
Researching Professor Emerita, Kanazawa University

TBC
Pius Waldmeier
F. Hoffmann-La Roche, Ltd.

A Company Framework, Objectives and Risk
Scott Kammer, MA
Head, Global Product Protection, Takeda Pharmaceuticals U.S.A., Inc.

Panel Discussion
All Session Speakers
V8-S3 Room 703

Call for Abstract Session

Related Interest Area(s): RA, CP, CR, O: ROD
Level: Beginner

16:00-17:30

SESSION CO-CHAIRS

Kazuhiro Kanmuri, PhD

Pfizer Japan Inc.

Koichiro Yuji, MD, PhD, FACP

Project Associate Professor, Project Division of International Advanced
Medical Research, The Institute of Medical Science, The University of Tokyo
Four outstanding research speakers are selected for this year’s Call for Abstract
session out of more than large number of applications from Japan and overseas
compared to the last year from various themes through a rigorous selection
process. Speakers show their knowledge, experience, and research suited to
the theme of this annual meeting. Current hot topics will be beneficial to your
future business in medicine development.

Transforming Pharmacovigilance through Robotic Process
Automation and Cognitive Technologies
Glenn Carroll, MBA

Principal, Strategy and Operations, Life Sciences, Deloitte Consulting
LLP

Rare Diseases in the Era of Precision Medicine
Dinah Duarte, PharmD, MSc

Head, Scientific Evaluation Unit, Directorate of Medicinal Products,
INFARMED

ASEAN Therapeutic Product Market Access & Regulatory
Strategy

Kenny Peng, MASc, RAC, P.Eng

Managing Director, PharmEng Technology Pte. Ltd., Singapore

Integration of ICH E14 Cardiac Safety in Phase I studies and
Validation of Exposure-QTc Relationships

Jorg Taubel, MD, FFPM

Chief Executive Officer, Richmond Pharmacology Ltd.
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ENnGcAGE AND ExcHANGE: SPECIAL CHAT SESSION

LeT’s CHAT! “WHAT’s THE DIA WoRLp 2017”

REecEPTION HALL

Related Interest Area(s): ALL

Level: ALL
SESSION CHAIR

Keiichi Inaizumi, MSc
Manager, Clinical Operations and Compliance 1,

FACILITATORS
DIA Japan Contents Committee /

Development Operations, Pfizer Japan Inc.

Community

17:45-19:00

“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. 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
Current Trend of Statistics for Naokazu Gion We will focus on the recent topics on clinical trials/researches such as MRCT, construction
Clinical Trials Ono Pharmaceutical Co., Ltd. of estimand, drug development for rare diseases, use of big data, integrity of clinical
Akihiro Hirakawa, PhD trials, modeling and simulation, education of biostatistics, and biosimilars.
1 |Statistics The University of Tokyo For these topics, this session intends to share the basic principles, tasks, and measures
that statisticians should consider.
Through this discussion, we expect that the deeper understanding of these topics
would be expanded between industry, regulatory, and academia.
Big Data, What Is Its Value from PV |Kotonari Aoki, MS Tin;g]gas cdome E(otirrl‘pltsénem gapaanBs into FMS agd P\{. guch as Mlgg\é%T avaki)la_ble
iva? o) Chugai Pharmaceutical Co., Ltd. in and markete: s that are becoming large. Regulations, e.g., , are being
2 |PV PefSpectwe__ How to Use It? Is It Rei Maeda prepared; however, circumstance including capable people allocation is still insufficient.
Really Creditable? Eli Lilly Japan K.K. In this session, let us talk about possibility and issues of DBs and practical use of
deliverables from DB research.
What Will Be Affected by Newly Rie Matsui, RPh Since the Japan labeling guidelines have been amended for the first time in 20 years
i “«Ci i Pfizer Japan Inc. and will be implemented in 3 years, each company has been started to discuss how
3 |Labeling Revised GUId.e to Draft',r,]g Package to proceed according to the new labeling guidelines. In this session, the information
Inserts for Ethical Drugs related to the new labeling guideline will be shared widely and the expected issues &
solution will be discussed.
How We Enjoy Problem Solving Hirotaka Inoue, PhD, MBA Problem solving techniques are used for better progress of our business. We often use
Workshop? GlaxoSmithKline K.K.. problem solving workshop but many of facilitators always look for the better ways of
4 |Six Sigma ' Goshi Ozawa, MS, Lean Six Sigma design” and "execution

Certified BB
Real Discovery Outdoors Co.,Ltd.

We will expect sharing success/failure experiences to obtain some insgihts on better
problem solving.

5 |Clinical Strategy

Let’s Discuss “Career Plan Deign” -
Nobody Designs Your Career Plan.
You Need to Own It!

Chika Kiryu, DVM, PhD

Otsuka Parmaceutical Co., Ltd.
Yukiko Matsushima, MS, CCRC
Clinical and Translational Research
Center, Keio University Hospital
Shizuko Ueno, RPh

Daiichi Sankyo Co., Ltd.

You seem that you are always strategic in your work. Can you still say you are also
strategic for your career? What do you want to be in the future? Do you have a strategy
or a plan of your future career?

The chatting session led by the Clinical Strategy Community will provide a great
opportunity for the people participating to the DIA Japan Annual Meeting. It doesn’t
matter where you belong to and we are also welcome anyone seeking your career goal.
The important thing is that you are the most important player to own your career. We
strongly hope you will find various ideas to realize your career dream come true. Your
time to grow is so valuable for yourself as well as the people waiting for new treatment.
Be strategic, proactive and feel free to join us!

Project
Management

How Do You Set in the First Step of
the Project Manager Development?

Koichi Konno, PMP

DIA Japan Project Management
Community Lead

Takashi Sato, MSc, PMP
Kyowa Hakko Kirin Co., Ltd.

To lead a project to the success, PM is playing a significant role and a responsibility. As
for the development of the competency of PM, it is implemented in many organizations
but the trial and error still continues. In this session, we share the example of the PM
training among the participants and want to explore the point of the PM development
in the future.

7 |Regulatory Affairs

Let’s Have Better Communication
between PMDA and Industries,
Understanding Each Other’s
Situations

Toshinori Higashi, PhD
TD Inc.

Masato Komuro, PhD

Novartis Pharma K.K.

In order to have smooth correspondences between PMDA and industries, let’s talk about
each real thoughts and situations. In addition, let’s discuss a proposed improvement
regarding the process of getting NDA approval.

<Example> 1) Why PMDA give a micro query at unexpected timing? 2) Why industries
take a long time for answer preparation with regardless of easy questions? PMDA wants
to know a working procces by industries end. 3)Let’s discuss a proposed improvement
of reiew process with understanding each other situations.

Clinical Operations

Patient Centricity Efforts and
Expectations in Clinical Trials - Patient-

Mitsuo Hayashi, MSc
MSD KK.

Each company raises “Patient first”, and new efforts on Patient Centricity are increasing
in clinical trials as well. Why now Patient Centricity? What kind of initiatives does each

Communication

of Pharmaceutical Products and Proper
Handling of Pharmaceutical Information -

8 o - - Yukihiro Matsuda, MSc company do? And how will clinical trials change?
and Monitoring Centered Changes Clinical Trial - Eli Lilly Japan KK. Let’s talk about Patient Centricity!
Consider Ideal Handling of Junichi Nishino, MSc, RPh We IargI now Ii\{]ing in the worljd vlvhere various kinds of ph?rmaceutical inforr]mahtion is readilyI
1 i Novartis Pharma K.K. available on the internet and almost everyone can easily access to such pharmaceutica
Medical Phqrmaceutlcal I_nformatlon from The Keiko Tsumori information using their smartphones or PCs.
9 Patient Perspectives! - Appropriate Use  |usp k K Is the information true and based on evidence?

What if patients made wrong decisions based on wrong information?
We, as an pharmaceutical information provider, want to openly exchange opinions on how we
communicate appropriate and right information to patients in this information-flooded era.

10 |Data Management

Let’s Chat about How Postmarketing
Clinical Trials Change with Utilization
of ICT (Patient Registry, Big Data
Analytics, DB Studies, etc.)

Motohide Nishi, MBA
Medidata Solutions K.K.
Yumi Sugiura, MRCP
Bristol-Myers Squibb K.K.

Recently, the use of Real World Data for clinical development, post-marketing
surveillance is drawing attention. Utilization of medical information database will be
accelerated because of the revision of GPSP and the start of operation of MID-NET. Let’s
talr about points to be noted and issues concerning future medical information database
utilization.

<Layout>

Entrance
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SESSION 4 9:00-10:30

V1-S4 Room 605/606 9:00-10:30

The Changing Environment in the World and the
Impact on the Pharmaceutical Industry

Related Interest Area(s): RA, O: ALL
Level: Beginner

SESSION CHAIR

Kihito Takahashi, MD, PhD

Vice President and Senior Managing Director, Development & Medical
Affairs Division, GlaxoSmithKline K.K.

There was a worldwide impact event such as Brexit in EU and presidential
election in US last year.

This session is made up of 2 parts, the first part is Brexit. We would like to
discuss the influence of Brexit for pharmaceutical companies in the world.

On the other hand,” the international Summit of Heads of Medicines Regulatory
Agencies” and” meeting of the International Coalition of Medicines Regulatory
Authorities (ICMRA)” will convene for the first time in Japan, at the Kyoto in
October and the representatives from a variety of countries and industries will
discuss innovative technological developments and their practical applications,
both current status and future expectations.

In this session, we would like to confirm the movement in the world and discuss
about the impacts and prospect in Japan.

The Brexit and the Possible Implications for Marketing
Authorisation Holders

Peter Bachmann, PhD

Chair, CMDh, Federal Institute For Drugs and Medical Devices (BfArM)

TBC
Kazuhiko Mori, MSc

Councilor for Pharmaceutical Affairs, Minister’s Secretariat, Ministry of
Health, Labour and Welfare

Panel Discussion

All Session Speakers and

Alberto Grignolo, PhD

Corporate Vice President, Global Strategy, PAREXEL International
Takuko Sawada

Director of the Board, Senior Executive Officer, Senior Vice President,
Corporate Strategy Division, Shionogi & Co., Ltd.

Tadaaki Taniguchi, MD, PhD

Director & Vice President, R&D Japan, AstraZeneca K.K., Japan

V2-S4 Room 607 9:00-10:30

How to Use Statistics Correctly - Understand the
Meaning of P Values and Eliminate Misuse

Related Interest Area(s): RA, DM, CP, CR, ST, AC
Level: Beginner
Language: Japanese Language Only

SESSION CHAIR

Yoichi M. Ito, PhD
Associate Professor, Department of Biostatistics, Hokkaido University
Graduate School of Medicine

There are many statistical perspectives that should be discussed in planning
clinical trials and inferring their results. It is necessary to understand statistical
methods and results (p value, summary statistics, etc.) correctly. Especially
misuse will lead to incorrect interpretation of the results. In The ASA Statement
on Statistical Significance and P-values (2016) presented six important principles.
Meanwhile, the recommendation on reviewing the advertising method of medical
drugs (October 22, 2014: Meeting of Health Labor Science Research Group)
suggests about accuracy of product information brochures and advertisements
provided by pharmaceutical companies after launch doing. DIA Statistics WS
has conducted a statistical workshop for those who are not biostatistics experts
engaged in drug development over five times. This session explains the concept
of p-value interpretation and statistical methods based on the contents of that
statistical workshop. In addition, we introduce points to be noted about the result
display in product information brochures and advertisements.

General Commentary on Misuse of P-Value : According to ASA
Statement on P-Values

Ayano Takeuchi, PhD

Department of Preventive Medicine and Public Health, School of
Medicine. Lecturer, Keio University

Pitfalls Surrounding P-Value in Drug Development
Moriyuki Miyasato, MBA
Director, Biostatistics Department, Janssen Pharmaceutical K.K.

Providing Information on Medical Drugs with Consideration of
Evidence Level

Kazumasa Takenouchi

Senior Manager, Biostatistics Group, Data Science, Astellas Pharma Inc.

V3-S4 Room 608 9:00-10:30

What is the New GPSP Ordinance Requirements
for Post-Marketing Studies Using Healthcare
Database?

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

SESSION CHAIR

Mitsune Yamaguchi, PhD
Director for MID-NET project, Office of Medical Informatics and
Epidemiology, Pharmaceuticals and Medical Devices Agency (PMDA)

Kunio Itoh
Director & PMS Manager, Clinical Research & Pharmacoepidemiology
Department, Taiho Pharmaceuticals Co., Ltd.

The new GPSP, which is planned to be effect in April 2018, will accept the
database utilization as the post-marketing surveillance for re-examination
submission package. First, in this session, PMDA (Office of Non-clinical and
Clinical Compliance) is going to explain the basic principles on assurance of data
reliability for post-marketing studies based on electronic health information
data. Second, the data holders including MID-NET® will introduce their activities
for complying with the GPSP. Third, from industry’s point of view, efforts for
establishing internal system will be present. At the end, in the panel discussion,
current issues and future perspectives will be discussed.

Basic Principles on Warranty of Reliability of Data when
Preparing Re-examination Application Dossier by Using Electric
Medical Record Database

Satoru Nakamura

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

How to Utilize Data from MID-NET® for Re-Examination
Application
Sayoko Harada, MPharm, RPh

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

Readiness for GPSP among Database Vendors
Jin Uesawa, MBA
President, Japan Medical Data Center

Pilot Study Using the Healthcare Database Looking ahead to
GPSP Inspection

Shimpei Niwa, PhD

Safety and Risk Management Department, Daiichi Sankyo Co., Ltd.

Panel Discussion
All Session Speakers

V4-S4 Room 609 9:00-10:30

Are the Drugs Appropriately Reaching to the
Pediatrics in Needs? - Current Development Status
and Future Steps of Pediatric Drugs in Japan -

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

Natsuko Hamada

Japan Regulatory Affairs, Eli Lilly Japan K.K.

While drug-lag is being solved with the advance in Global drug development,
currently, development of pediatric drugs in Japan is lagging behind. The
development of pediatric drugs is ongoing in EMA under PIP (Pediatric
Investigation Plan), and in FDA under PSP (Pediatric Study Plan). Now that
Global drug development including Japan is becoming a main stream, a
discussion has started for Japan to join in Global drug development also
for pediatric drugs. In US and Europe, over 10 years have passed since the
development of pediatric drugs (PSP, PIP) were promoted by the national
governments. With Addendum to ICH E11is currently at Step3, upon receiving
future prospects in Japan from MHLW and PMDA, this session will hold a
progressive discussion on promoting the development of pediatric drugs in
Japan from government-industry-academia stance, respectively.

New Approach for Pediatric Medicines in Japan
Masakatsu Imoto, MD, PhD

Director, Research and Development Division, Health Policy Bureau,
Ministry of Health, Labour and Welfare

The Role of Japan Pediatric Society for Promotion of Pediatric
Drug Development

Masao Nakagawa, MD

Japan Pediatric Society

Pediatric Drug Development in Japan and International
Regulatory Collaboration

Masakazu Hirata, PhD

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

Panel Discussion

All Session Speakers and
Katsuaki Sato
GlaxoSmithKline K.K.

V5-S4 Room 610 9:00-10:30

How Do You Set in the First Step of the Project
Manager Development?

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

SESSION CHAIR

Koichi Konno, PMP

DIA Japan Project Management Community Lead

To lead a project to the success, PM is playing a significant role and a
responsibility.

As for the development of the competency of PM, it is implemented in many
organizations but the trial and error still continues. One of the reasons is
because the ideal way of desired PM depends on the structure and the culture
of each organization. Therefore, it thinks that it is difficult to build a standard
development method.

In this session, as the example to create the guidance for the participant to be
advanced “PM which is wanted to / want to be “, we introduce Project Manager
Competency Development Framework (PMCDF).

Then, we find out the point to consider in case of PM development in the future
after sharing the case of the PM development by the panelists engaged in the
PM education.

TBC

Kotone Matsuyama, RPh

Professor, Medical Management, Nippon Medical University /
Vice President, Integrated Clinical Research Center, Educational
Institute, Nippon Medical University

TBC

Noriko Fujiwara, MS, RN, OCNS, CCRP
The University of Tokyo

TBC
Noriko Yoshida
Project Planning & Management Forum

How Do You Set in the First Step of the Project Manager
Development?

Michiyo Ohshima, MBA

Director, Japan Portfolio & Project Management Development, Pfizer
Japan Inc.

Panel Discussion
All Session Speakers

V6-S4 Room 101 9:00-10:30

Quality by Design; Strategically Building the
Quality of Clinical Study by Academia

Related Interest Area(ts): RA, DM, CR, ST, AC, O: MA
Level: Beginner

SESSION CHAIR

Koji Iwasaki, PhD

Professor, Academic Clinical Research Center, Department of Medical
Innovation, Osaka University Hospital

Recently, it is necessary to keep the quality of clinical studies that organized
by pharmaceutical company. Creating clinical study protocol by the method
of “Quality by Design (QbD)” and it’s risk based monitoring (RBM) will be
expected with ICH-E6 and ICH-E8 renovation. The pilot study around RBM was
progressed, however the method of QbD will discuss deeply. In this session, we
will discuss around the strategic manner to create the quality of clinical study
by the method of QbD.

QMS in ICH E6 (R2)
Tsukasa lkeda
Director, Quality Assurance AsiaPac, AstraZeneca K.K.

Implement Quality by Design in Clinical Studies ~ for a Practical
Application of Quality Tools ~

Hirotaka Inoue, PhD, MBA

Head, Leading Changes Office, Development & Medical Affairs Division,
GlaxoSmithKline K.K.

Quality by Design from the View of Clinical Operation
Tatsuya Koishi, MSc

Clinical Development Department 3, Clinical Development Division 1,
Development Business Headquarters, EPS Corporation

Quality by Design from the Viewpoint of Reliability

Makoto Hirose, MSc
Office Director, Office of Non-clinical and Clinical Compliance,
Pharmaceuticals and Medical Device Agency (PMDA)

Panel Discussion
All Session Speakers
V7-S4 Room 102 9:00-10:30

More Advanced Approach of Medical Big Data -
Part 1

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

SESSION CO-CHAIRS

Hisahi Urushihara, DrPH, MS
Professor, Division of Drug Development & Regulatory Science, Faculty of
Pharmacy, Keio University

Yuji Yamamoto, MD, MBA
Founder and CEO, MinaCare Co., Ltd.

Medical big data have become indispensable in medicine development. Many
people have been making decision by reference to information come from big
data analysis. In this session, we will comprehensively review the advanced
approach for big data utilization and future perspective with pioneering experts
from Global as well as Japan. We will share advanced examples of clinical
trial design and operations including randomized pragmatic trials, outcomes
research and post-marketing safety assessments. The potential impact of GCP
renovation will also be discussed.
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Real-World Evidence and Next Generation Regulatory Decision
Making

Nancy A. Dreyer, PhD, MPH, FISPE, FDIA

Head, Center for Advanced Evidence Generation, Global Chief, Scientific
Affairs, Quintiles IMS

Application of Medical Big Data to Clinical Trial Simulation
Akiyuki Suzuki, MS

Senior Manager, Pharmacometrics Group, Clinical Pharmacology, Pfizer
Japan Inc.

Application Case -Outcomes Research using Real World Data-

Shinzo Hiroi, MPH, RPh, PMP
Head, HEOR Program, Japan Medical Affairs, Takeda Pharmaceutical
Company Limited

V7-S5 Follows

V8-S4 Room 703 9:00-10:30

Clinical Development of Biosimilar Products

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

SESSION CHAIR
Teruyo Arato, PhD
Professor, Hokkaido University Hospital

Biosimilar products have been actively developed globally, and it has
been widely discussed how to evaluate the biosimilarity with reference
product. This session will focus mainly on scientific considerations of clinical
development and clinical trial for biosimilar products. Speakers will introduce key
features of clinical data package and study design in the development of
biosimilar products. In addition, some statistical issues will be discussed. We
would also like to discuss the differences of approaches among countries/
regions, which could be the challenges in global development.

Biosimilar Challenges from the Point of View of Project
Management

Yuko Kawakita, RPh
Global Project Management Department, Daiichi Sankyo Co., Ltd., Japan

[Call for Abstract] Regulatory and Scientific Issues on Biosimilar
Development in the U.S: Lessons Learned from Recent
Approvals

Duu-Gong Wu, DrSc, PhD

Senior Director, Global Regulatory Consulting, PPD

Statistical Considerations for the Development of Biosimilar
Products [Recorded Presentation]

Nan Zhang, PhD

Biostatistics Senior Manager, Biosimilar Division, Amgen Inc.

Comparative Clinical Study Designs for Biosimilar Development
Program

Kota Tokushige, MS

Integrated Biostatistics Japan, Clinical Development, Novartis Pharma
K.K.

COFFEE BREAK

SESSION 5 11:00-12:30

Room 605/606 11:00-12:30

Regulations for Conditional Accelerated Approval
System and Early Access to Drug Products

10:30-11:00

V1-S5

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

SESSION CHAIR

Toshio Fujimoto, MD, MBA
Japan Development Leader, Development Center of Excellence Japan, Eli
Lilly Japan K.K.

Recently, various regulations have been developed to make realize early
access to drug products. In addition to the conventional Orphan Designation,
Priority Review and Advanced Medical Care, plans for SAKIGAKE Designation,
Conditional Accelerated Approval System, Expanded Access Trial and Patient-
requested Treatment System have been established.

This session will clarify the outline of Conditional Accelerated Approval System
and compartmentalization with other regulations, discuss in depth for Expanded
Access Trial and Patient-requested Treatment System including actions to be
taken by pharmaceutical industry and in medical practice.

Conditional Early Approval System and Other Comparable
Approval System in Japan
Yasuhiro Araki

Deputy Director, Pharmaceutical Evaluation and Licensing Division,
Ministry of Health, Labour and Welfare

Conditional Early Approval System and Expanded Access Trials
- Expectations and Challenges from Industry Perspective -

Kae Nakashima, DVM, PhD, MS

Pfizer Japan Inc.

Can We, Academic Researchers, Contribute for an Expediting
Access Scheme in Japan?

Taro Shibata, PhD

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

Panel Discussion
All Session Speakers and

Yasuhiro Fujiwara, MD, PhD
Director, Strategic Planning Bureau, National Cancer Center

V2-S5 Room 607 11:00-12:30

For RMP That can be Utilized by Healthcare
Professionals

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

SESSION CHAIR

Kazuhiko Ishida, MSc, RPh
Associate Director, Pharmacovigilance, Astellas Pharma Inc.

PMDA and AMED study results show that “awareness of RMP” among healthcare
professionals (particularly hospital pharmacists) and “utilization of RMP for
pharmacy operations in medical institutions” have been increasing every year.
Meanwhile, many of the companies preparing RMP consider RMP only as
documents to be submitted to the regulatory authority. In these situations, some
hospital pharmacists say that many points of the current RMP are difficult to
understand and use for pharmacy operations at medical institutions in terms of
naming risks or reasons of setting. We will discuss what healthcare professionals
expect from RMP and how companies and the regulatory authority should
respond to expectations from healthcare professionals when we think about the
utilization of RMP for pharmacy operations at medical institutions.

Current Status of RMP Utilization in Hospitals and
Recommendations for RMP - Based on AMED Research
Narukawa Team Results

Masahiro Hayashi, PhD

Director, Department of Pharmacy, Toranomon Hospital

RMP Utilization for ADR Reporting in the Community Health
Care Setting

Taku Obara, PhD

Associate Professor, Tohoku University Tohoku Medical Megabank
Organization, Tohoku University Graduate School of Medicine, Tohoku
University Hospital

Pharmaceutical Company’s Approach for the Usage of Risk
Management Plan (RMP) in Medical Settings

Shinya Takemoto, MSc

Group Manager, Safety Information Strategy Group, Risk
communication Department, Chugai Pharmaceutical Co., Ltd.

Regulatory Efforts to Promote Broader Use of Risk
Management Plan in Clinical Practice
Yusuke Matsunaga, PhD

Reviewer, Office of Safety Il, Office of New Drug |, Pharmaceuticals and
Medical Devices Agency (PMDA)



DAY 3 | TUESDAY | NOVEMBER 14

Panel Discussion
All Session Speakers

V3-S5 Room 608 11:00-12:30

Changing Landscape of Phase | Trials in Oncology

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

SESSION CHAIR

Akihiro Hirakawa, PhD

Project Associate Professor, Department of Biostatistics and
Bioinformatics, Graduate School of Medicine, The University of Tokyo

The role of phase | trial is changing to streamline cancer clinical development.
It is common to carry out a dose escalation trial using 3 + 3 design, but in
recent years various novel designs including global phase 1 trials are drawing
attention. By knowing various options related to phase 1 trials, development
strategies can be optimized. In this session, we will discuss on the novel de-
signs, multiregional phase 1 trial, and phase 1 trials based on the characteristic
of investigational drug.

Changing Landscape of Phase I Trials in Oncology: Overview
Akihiro Hirakawa, PhD

Project Associate Professor, Department of Biostatistics and
Bioinformatics, Graduate School of Medicine, The University of Tokyo

Points to be Consider when Joining Multi-Regional First-In-
Human Studies in Oncology

Tomoyuki Kakizume, PhD

Clinical Development Japan, Integrated Biostatistics Japan
Department, Biostatistics Oncology Group, Novartis Pharma K.K.

Strategic Phase | Trials based on the Characteristic of
Investigational Drug
Tomohiro Tanaka, MS

Clinical Science & Strategy Department, Chugai Pharmaceutical Co.,
Ltd.

PMDA Perspective
Hiroyuki Sato, PhD

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

V4-S5 Room 609 11:00-12:30

Quality by Design; Strategically Building the
Quality of Clinical Study by Academia

Related Interest Area(s): DM, CR, ST, AC, O: MA
Level: Beginner
Language: Japanese Language Only

SESSION CHAIR

Takuhiro Yamaguchi, PhD

Professor, Division of Biostatistics, Tohoku University Graduate School of
Medicine

How to secure critical quality for clinical trials is attracting worldwide attention
as a design or management issue and that also introduced into the reflection
paper of the E6 guidelines agreed last November and the E8 guidelines issued
in January 2017.

In this session, we outline the Quality by design and the Risk based approach
to secure quality of clinical trials with an exit strategy, and make discussions.

Building Quality in Academic Clinical Trials
-Challenges to Overcome-

Takuhiro Yamaguchi, PhD
Professor, Division of Biostatistics, Tohoku University Graduate School
of Medicine

Key Concepts of TransCelerate RBM Methodology
Satoshi Saeki, MSc

Associate Director, Business Process Improvement, Astellas Pharma
Global Development, Inc.

Protocol Development Process Using Quality by Design
Method

Kotone Matsuyama, RPh

Professor, Medical Management, Nippon Medical University /
Vice President, Integrated Clinical Research Center, Educational Institute,
Nippon Medical University

Clinical Trial Act and Quality Control and Assurance
Masakatsu Imoto, MD, PhD

Director, Research and Development Division, Health Policy Bureau,
Ministry of Health, Labour and Welfare

Panel Discussion
All Session Speakers

V5-S5 Room 610 11:00-12:30

What Are You Going to Do? How Will You Develop
Young Staff’s Careers? How Will We Make Our
Organization More Productive?

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

SESSION CHAIR

Chika Kiryu, DVM, PhD

Associate Manager, Oncology, Department of Clinical Management,
Headquarters of Clinical Development, Otsuka Pharmaceutical Co., Ltd., Otsuka
Parmaceutical Co., Ltd.

The paradigm shift in new drug development is accelerating. The business
model has changed due to changes in regulations, enormous R & D expenses,
increase in development difficulty, furthermore, IT and globalization, and the
transformation of the industry is a pressing matter.

On the other hand, are we responding sufficiently to securing human resources
and improved skills? With limited time and money, how can we secure the talent
who will take responsibility for change and improved productivity?

In this session, we would like to provide a forum for both the young and the
experienced staff to learn from each other, and to have a substantive discussion
about career development.

We also share the voice of 100 young responders to our questionnaires regarding
“career” in the session.

The Voice of 100 Young Staffs

- From our Questionnaires Regarding “Career” -

Kenta Nakaji, RPh

Clinical Development Department 3, Clinical Development Division 1,
Development Business Headquarters, EPS Corporation

Tokuhito Sumitani, MS, RPh

Clinical Development Department, R&D Division, Daiichi Sankyo Co., Ltd.
Sho Mizokawa, MSc, RPh

Japan-Asia Clinical Development 2, Development, Astellas Pharma Inc.

CEO of Your Own Career

Miyako Ishiwata, RPh
Senior Manager, Head of Induction Manager Group, Clinical Operation
Japan, PAREXEL International

Human Resource Strategies for Recruitment, Talent Training and
Career Advance to Develop Global Players

Youji Miyatake

Director, Office of Talent Development, HQ of Clinical Development,
Otsuka Pharmaceutical Co., Itd.

Talent Development in “Post-Globalization” Era
Shogo Tsuyuki, PhD

Head of Global Development University, Japan Development, Novartis
Pharma K.K.

Panel Discussion
All Session Speakers and
Shizuko Ueno, RPh

Senior Director, Group VI, Clinical Development Department, R&D
Division, Daiichi Sankyo Co., Ltd.

V6-S5 Room 101 11:00-12:30

CRO Management for Effective Collaboration

Related Interest Area(s): CR, PM
Level: Intermediate
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SESSION CHAIR

Nobuhiro Koga, MBA, PMP

Portfolio Director, Portfolio Leadership, PAREXEL International

Strategic pharma-CRO collaboration aiming for quality assurance and efficiency
of clinical trials has been expanded. Such collaboration is taking various forms:
the number of outsourced services varies from particular service to multiple/
full services; and many international pharma companies work with CROs
covering different countries under single global contracts. Although sponsors
do oversee as their responsibility defined clearly in the current ICH-E6R2,
they do it in a wide variety of ways. In this session, we will discuss point for
considerations in CRO management for more effective collaboration, including
the topics of how to develop effective CRO outsourcing plans, and effective
CRO managements from each perspective of pharma, medical institutions and
CRO.

Local Outsourcing Strategy Planning at a Global
Pharmaceutical Company

Toshiharu Sano, RPh

Executive Director, Head of Clinical Operations Area, Japan
Development, MSD K.K.

Effective Collaboration among Japanese Affiliates of
Pharmaceutical Company and CRO under Global Contract
Situation

Yusuke Yoshimoto

Senior Manager, Clinical Development Operations & Innovations,
Medicines Development Unit Japan, Eli Lilly Japan K.K.

Cooperation with CRO from the Viewpoint of the Institutions
Based on the Investigator Initiated Clinical Trials

Yuto Fujiki, RPh

Research Associate, Planning and Management Office, Clinical and
Translational Research Center, Keio University Hospital

CRO Management under a Strategic Partnership from a CRO
Perspective

Masakazu Kobayashi, RPh
Division Head, Clinical Research 2nd Division, CMIC Co.,Ltd.

V7-S5 Room 102 11:00-12:30

More Advanced Approach of Medical Big Data -
Part 2

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

SESSION CO-CHAIRS

Hisahi Urushihara, DrPH, MS
Professor, Division of Drug Development & Regulatory Science, Faculty of
Pharmacy, Keio University

Yuji Yamamoto, MD, MBA
Founder and CEO, MinaCare Co., Ltd.

Medical big data have become indispensable in medicine development. Many
people have been making decision by reference to information come from big
data analysis. In this session, we will comprehensively review the advanced
approach for big data utilization and future perspective with pioneering
experts from Global as well as Japan. We will share advanced examples of
clinical trial design and operations including randomized pragmatic trials,
outcomes research and post-marketing safety assessments. The potential
impact of GCP renovation will also be discussed.

TBC

Kotonari Aoki, MS
Director, Safety Real World Data and Science, Drug Safety Data
Management Department, Chugai Pharmaceutical Co., Ltd.

The Application of Big-Data in Bayer Yakuhin
Shunichi Takahashi, PhD
Head, Open Innovation Center Japan, Bayer Yakuhin, Ltd.

Panel Discussion
All Session Speakers

V8-S5 Room 703 11:00-12:30

Drug Development Activation in Pan-Asia Region
Related Interest Area(s): RA, CR, PM, AC, O: MA

Level: Intermediate

SESSION CHAIR

Junko Sato, PhD

Office Director, Office of International Cooperation, Pharmaceuticals and
Medical Devices Agency (PMDA)

In drug development, East Asia region, such as Japan, China, Taiwan and Korea,
tends to be focused as “Asia” region, however, an environment to conduct
multinational clinical trials in ASEAN region has been significantly improved.
Indeed, ICH-GCP-complied multinational clinical study results with ASEAN
countries have become on public.

With this context, in this session, actual practice and situations of clinical study
conduct in ASEAN region are to be introduced, and then potential activities
in order to further enhance the momentum will be discussed. In order to
achieve an ultimate goal, ie. early access to innovative new drug in Asian
region, collaboration between East Asia and South East Asia as well as the
joint contribution, ie. All Asia, to the drug development will be extensively
discussed.

TBC

Hiroshi Watanabe, MD, PhD
National Center for Global Health and Medicine

Current Status and Future Expectation of Clinical Studies by
Academia

Jianzhong Zhao
Senior Reviewer, Center for Drug Evaluation, China Food and Drug
Administration (CFDA)

PMDA’s Experiences with New Drug Applications including
Data from Multi Regional (Asian) Clinical Trials

Yasuto Otsubo, RPh

Planning and Coordination Officer, Office of International Cooperation,
Pharmaceuticals and Medical Devices Agency (PMDA)

Panel Discussion
All Session Speakers

LUNCH BREAK

SESSION 6 14:00-15:30

14:00-15:30

13:30-14:00

V1-S6 Room 605/606

Optimal Use Guidelines (Future Direction of the
System, Discussion of the NDA Review Process,
and Status of Actual Medical Practice)

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

SESSION CHAIR

Yuji Kashitani

Director, Regulatory Development, Regulatory Affairs Department, Takeda
Development Center Japan, Takeda Pharmaceutical Company Limited
Discussion on the direction toward the official introduction of ‘Optimal Use
Guidelines’ being in trial operation from FY2016.

This session will discuss including the future issues, the target products
planned for the Guidelines, impact on creating NDA dossiers or review for
NDA approval when introduced the Guidelines, or any change or impact to the
actual medical practice when Guidelines are introduced.

About a Background and a Summary of Optimal Clinical Use
Guidelines

Eri Sugiyama, MS

Pharmaceutical Evaluation Division, Pharmaceutical Safety and
Environmental Health Bureau, Ministry of Health, Labour and Welfare

Optimal Use Guidelines : from the Viewpoints of
Pharmaceutical Industry

Hiroyuki Muta

Senior Director, Regulatory Management, Ono Pharmaceutical Co., Ltd

Optimal Use Guidelines: Impact on Medical Practice

Makoto Tahara, MD, PhD
Head and Neck Medical Oncology, National Cancer Center Hospital
East
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Panel Discussion
All Session Speakers and
Yasuhiro Fujiwara, MD, PhD

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

V2-S6 Room 607

RMP in the Era of Medical Big Data

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

14:00-15:30

SESSION CHAIR

Rei Maeda

Senior Regulatory Scientist, Global Patient Safety Japan, Quality and
Patient Safety, Eli Lilly Japan K.K.

Medical Information Database research will soon be included in additional
pharmacovigilance activities as one of the post-marketing surveillance. Going
back to the concept of ICH E2E “Pharmacovigilance Planning,” we will discuss
what pharmacovigilance activities should be like in RMP in general.

Guidance of ICH E2E “Pharmacovigilance Planning”
Tsugumichi Sato, PhD

Junior Associate Professor, Department of Pharmacy, Faculty of
Pharmaceutical Sciences, Tokyo University of Science

Epidemiological Review for Pharmacovigilance Planning in
New Drug Applications
Chieko Ishiguro, MPH

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

Is Your RMP Optimal?
Kotonari Aoki, MS

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

Panel Discussion
All Session Speakers and

Wataru Asakura, PhD
Office Director, Office of New Drug IV, Pharmaceuticals and Medical
Devices Agency (PMDA)

V3-S6 Room 608 14:00-15:30

Drug Developments for Rare Cancer and Fraction
Areas

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

SESSION CHAIR

Akihiro Hirakawa, PhD

Department of Biostatistics and Bioinformatics, Graduate School of
Medicine, The University of Tokyo

In rare cancer and fraction areas, phase 2 trials are conducted as pivotal
trials, but their regulatory requirements differ depending on the target
disease, standard treatment, and so on. It is important to organize the basic
ideas of clinical development in rare cancer and fraction areas and make it
easier to establish a path for drug approval. In this session, we will focus
on the industry-academia cooperation to make development more efficient
along with the clarification of regulatory requirements. The basic idea of
clinical development in these area are organized.

Collaborative Challenge for Drug Development in Rare Cancer
Field
Kan Yonemori, MD, PhD

Department of Breast and Medical Oncology, National Cancer Center
Hospital, National Cancer Center

The Current Status and the Issue of Drug Development for
Rare Cancer and Rare Fraction Area from the Pharmaceutical
Industry Perspective

Miki Harumiya, MPharm

Japan Development, Solid Tumor Clinical Development Department,

Novartis Pharma K.K.

PMDA Perspective

Noriyuki Komiyama, MSc

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

V4-S6 Room 609 14:00-15:30

How Should a Collaboration between Academia
and Industry be Promoted for an Efficient Medicine/
Medical Device Development - Lessons Learned
from the Case of Simultaneous Approval in
Combination Product of Medicine and Medical
Device with Investigator Initiated Clinical Trial for
Registration -

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

SESSION CHAIR

Hiroi Kasai, PhD

Head of Study Management Department, Institute for Advancement of
Clinical and Translational Science (IACT), Kyoto University Hospital

A strategic collaboration such as an investigator initiated clinical trial (IICT) for
registration between academia and industry is the key to success to develop
medicine/medical device more efficiently. Actually, there are successful cases
of the strategic collaboration led to regulatory approval with [ICT collaboration.
There is the one advanced example of the three-way collaboration for a
combination product consisting of medicine and medical device. In this
session, an ideal collaboration model will be discussed from various points of
view, academia, industry, and PMDA plays as the Japan NDA review.

Point of Consider to Collaborate with Industry on Investigator
Initiated Clinical Trial for Registration -Academia’s Standpoint-
Manabu Muto, MD, PhD

Professor, Department of Therapeutic Oncology, Graduate School of
Medicine, Kyoto University

A Better Academia-Industry Collaboration Aiming for
Regulatory Approval - The Experience of Cooperation with
Investigator Initiated Clinical Trials -

Izumi Okugaito

Department Manager, Prescription Products Development
Department, Zenyaku Kogyo Co., Ltd.

Effective Coordination Between Academia and Industry from
the Reviewer Side
Ken Hatogai, MD, PhD

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

Panel Discussion
All Session Speakers and

Fumiaki Kobayashi, PhD
President, CTD Inc

V5-S6 Room 610 14:00-15:30

Quality Management and Lean Six Sigma in Clinical
Trials in ARO and Pharmaceutical Companies

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

SESSION CHAIR

Toshihiko Watanabe
Advisor, Japan CRO Association

To manage qualities in clinical research and clinical studies, introduction of
Quiality by Design (QbD), Risk Based Approach and Critical to Quality (CTQ)
was expected based on enactment of Clinical Study Law and GCP renovation.
However, no tangible example was reported as of today and field level
ingenuity with limited resources is being applied to clinical trials.

In this session, Lean Six Sigma (LSS) Outline, QbD example and improvement
example of quality in clinical studies at pharmaceutical industry and ARO
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by LSS method, that is ISO certified quantitative process improvement and
worldwide efficient quality management tool, will be presented.

Lean Six Sigma, an International Standard for Quality
Management
Hirotaka Inoue, PhD, MBA

Head, Leading Changes Office, Development & Medical Affairs
Division, GlaxoSmithKline K.K.

Case Introduction - How Lilly Japan Leverage Lean Six Sigma
Methodology

Souta Mizumoto, MPharm

Director & Six Sigma Champion, Global Patient Safety, Medicines
Development Unit Japan, Eli Lilly Japan K.K.

A Practical Example of Applying Lean Six Sigma Method at the
Academic Clinical Research Site

Yuko Kageyama, PhD

Clinical Research Support Center, Phase | Unit, The University of Tokyo
Hospital

V6-S6 Room 101 14:00-15:30

Rethinking Quality in Clinical Trials - What are
Quality Tolerance Limits (QTLs) and How Should
they be Adapted in Clinical Studies to Fulfill New
ICH-E6 Requirement?

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

SESSION CHAIR

Satoshi Saeki, MSc

Associate Director, Business Process Improvement, Astellas Pharma Global
Development, Inc.

ICH-E6 (R2) is focusing on risk-based quality management system to ensure
human subject protection and reliability of trial results in clinical studies.
Although Quality Tolerance Limit (QTL) is one of key components in the
quality management system, and despite Japan’s 60 plus year history on
Quality and QTLs in other industries, there has not been enough discussion
in Japan of their application in clinical trials. This session will invite Andy
Lawton, a global expert on risk-based clinical quality management system
and a core member of RBM initiative in TransCelerate to speak about the
key concept and actual approaches of QTLs. In addition, a panel discussion
is planned to discuss how to apply the QTL approaches into actual trials
with PMDA and industry representatives for the successful implementation
in Japan.

Quality Tolerance Limits - A history and the Why, How, What
and Where of Implementation in Clinical Trials

Andy Lawton

Director / Consultant, Risk Based Approach Ltd

Panel Discussion
All Session Speakers and
Hiromichi Isaka

Office of Non-clinical and Clinical Compliance, Pharmaceuticals and
Medical Device Agency (PMDA)

Yumi Sugiura, MRCP

Senior Central Monitor, Global Data Strategies and Solutions, Bristol-
Myers Squibb K.K.

V7-S6 Room 102 14:00-15:30

Future of Development Strategy and Lifecycle
Management in Asia after ICH Q12 Guideline
Implementation

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

SESSION CHAIR
Yukio Hiyama, PhD
Visiting Researcher, National Institute of Health Sciences

For global pharmaceutical companies, the management of change control
processes difference among the countries is one of the factors that prevent
continuous improvements and innovations.

The ICH Q12 guideline “Technical and Regulatory Considerations for
Pharmaceutical Product Lifecycle Management”, that is currently under
consideration, provides a framework to facilitate the management of post-
approval CMC changes in a more predictable and efficient manner.

Regulators and companies from Asia will present the challenges toward ICH
Q12 guideline implementation and the changes in the drug development
strategy in their countries.

ICH Q12 (Pharmaceutical Product Lifecycle Management):
PMDA Perspective
Yasuhiro Kishioka, PhD

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

CFDA’s View on Implementation of ICH Q12 in China as well
as Current Quality Compliance System such as PQS in China
(Tentative)

Yang Wang

Senior Reviewer, Center for Drug Evaluation, China Food and Drug
Administration (CFDA)

Pharmaceutical Quality System and Change Management
Expectation to ICH Q12 from Industry

Tomonori Nakagawa, MA

Manager, Manufacture Process Development Department (API) /
Global Supply Chain PJ, Otsuka Pharmaceutical Co., Ltd.

Panel Discussion
All Session Speakers

V8-S6 Room 703 14:00-15:30

For Providing the Most Appropriate Medicine
- The Current State of Use and Development
of Companion Diagnostics (Mainly on Next
Generation Sequencers)

Related Interest Area(s): RA, DM, CP, ST, PM, AC, O: Diagnostics
Company
Level: Beginner

SESSION CHAIR

Kazuto Nishio, MD

Professor, Kindai University Faculty of Medicine

The existence of companion diagnostics is important for delivering medicine
suitable for each patient. Genomic analysis is performed using next
generation sequencer in cancer genome medical treatment, and genomic
mutation for each patient and cell is revealed.

In this session, present current status of “Precision Medicine” using Next
Generation Sequencer, Issues in using next-generation sequencers, and
issues of companion diagnostic drug development from the standpoint of
each industry, government and academia. And also discuss the solution on
panel-discussion.

Regulatory Perspectives on NGS-based CDx
Reiko Yanagihara, PhD

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

NGS-Based Clinical Sequencing System for Precision Cancer
Medicine in Japan

Takashi Kohno, PhD

Division of Genome Biology, National Cancer Center Research Institute

Issue on the Development of CoDxs from Diagnostics
Company'’s Points of View
Miwa Nishida

Sr. Manager, Clinical Operations, Medical, Quality & Regulatory, Roche
Diagnostics K.K.

Panel Discussion
All Session Speakers and
Michio Tanaka

Senior Director, Science Affairs Division, Research & Development,
AstraZeneca K.K.

COFFEE BREAK 15:30-16:00
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PMDA Town Hall / Closing Remarks

PMDA TOWN HALL
INTERNATIONAL CONFERENCE ROOM 16:00-17:30

Related Interest Area(s): ALL
Level: All

SESSION CO-CHAIRS

Junko Sato, PhD

Office Director, Office of International Cooperation, Pharmaceuticals and
Medical Devices Agency (PMDA)

Kihito Takahashi, MD, PhD

Vice President and Senior Managing Director, Development & Medical
Affairs Division, GlaxoSmithKline 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

Makoto Hirose, MSc

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

Motoko Honda, PhD

Review Director, Office of New Drug Il, Pharmaceuticals and Medical
Device Agency (PMDA)

Chieko Ishiguro, MPH

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

Naoto Kato

Office Director, Office of New Drug Ill / International Senior Training
Coordinator, Pharmaceuticals and Medical Device Agency (PMDA)
Toshiki Sugita, PhD

Review Management Division, Office of Review Management,
Pharmaceuticals and Medical Device Agency (PMDA)

Masayoshi Shibatsuji

Coordination Officer for Review of Breakthrough Products
(SAKIGAKE) / Coordination Officer for the Practical Application of
Innovation, Advancements, Pharmaceuticals and Medical Device
Agency (PMDA)

Naoyuki Yabana, PhD

Office Director, Office of In Vitro Diagnostics, Pharmaceuticals and
Medical Device Agency (PMDA)

CLOSING REMARKS
INTERNATIONAL CONFERENCE ROOM 17:30-17:40
Akiko Ikeda, RPh

Program Vice-Chair / Senior Manager, Policy Intelligence Department,
Janssen Pharmaceutical K.K.

DIA and You:
Driving Ideas

T Action

With DIA, people and
ideas come together on a
global scale to accelerate
innovation and identify
solutions.

Become a member today at
DIAglobal.org/Membership

The More You
Put In, the More
\LTu Get Out

-

DIA Communities

are unigue global forums
offering neutral and
multidiscipline opportunities
to devélop professionally while
raising the level of health and
well-being worldwide.

Find out more at
DIAglobal.org/Community
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[PO-01] Use of Juvenile Animal Studies to Support Oncology
Medicine Development in Children

INFARMED
©Dinah Duarte

Children use of new cancer medicines requires early prediction of
specific safety. Juvenile animal studies (JAS) could screen for age-
related toxicities and differences during postnatal development. This
review of EU oncology medicines revealed a steady use of JAS to better
characterise safety: 1 in 3 medicine has conducted JAS; 6 medicines
have different toxicity profile between adult and juvenile animals.

[PO-02] Utilizing Regulatory Intelligence of Precision
Medicine Products for Building Business Strategy

Pfizer Inc.
OGloria Hung

The US FDA has increased focus on Precision Medicines (PM) and
expedited regulatory tools are available. The US-approved PM product
database constructed in this study shows that strategic use of expedited
pathway(s) shortens development time and expedites patient access.
Information relating to biomarkers was indicated across various label
sections which may impact usage. Growth potential for non-oncology
therapeutic areas is also noted.
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[PO-04] Pipeline Portfolio Management Using Agent-Based
Modeling with Gaming Simulation
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[PO-07] Rates of Safety Issues for Low Risk Medical Devices: A
Cross Sectional Study Between US,UK to Philippines

Centro Escolar University
©OCezar Manansala Jr Mark Scyld Magboo Maileen Beley

[PO-08] Evaluation of Signal Detection and Validation
Approaches in Pharmacovigilance: US Perspective

APCER Life Sciences

OSanjeev Miglani

Spontaneous reporting (SR) adverse event system databases, large
clinical projects and health records databases contain data that may
be valuable for timely detection of potential risks associated with
Pharmaceutical products. This Poster will provide recommendations
for using data from different databases to provide insight into safety

signals and offer guidance regarding appropriate statistical methods to
use in various situations.
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Kotonari Aoki, MS

Mr. Kotonari Aoki is Department Manager of Real World Data Science and Group
Manager of Epidemiology Group at Chugai Pharmaceutical Co.,Ltd. Mr. Aoki has
over 20 years experience in clinical data management, programming, statistical
analysis and epidemiology in the field of healthcare data science. Mr. Aoki is a
senior epidemiologist at the Japan Clinical Epidemiology Association and as a
councilor at the Japanese Pharmac Epidemiology Association participates in
many projects. Mr. Aoki is also a representative of a pharmaceutical company
of MID-NET which is a national project to utilize medical data.

Yasuhiro Araki

Mr. Yasuhiro Araki is Deputy Director in the Pharmaceutical Evaluation and
Licensing Division, Ministry of Health, Labour and Welfare (MHLW). Mr. Araki is
at the leading position for activities reviewing and approving new drugs in the
division. He has career experience in pharmaceutical authority not only as an
MHLW officer but, as a reviewer in Pharmaceuticals and Medical Devices Agency
(PMDA). Currently, he is working intensively to introduce “Conditional Early
Approval System for drugs” and post-marketing surveys using Real World Data.
Mr. Araki graduated from Graduate School of Pharmaceutical Sciences, The
University of Tokyo in 1999.

Wataru Asakura, PhD

Apr1999: Office of Review Ill, Pharmaceuticals and Medical Devices Evaluation
Center (PMDEC), National Institute of Health Sciences.

Jan 2000: Clinical Trial Guidance Department, Organization of Pharmaceutical
Safety and Research (OPSR/KIKO).

Apr 2004: Office of New Drug |, Pharmaceuticals and Medical Devices Agency
(PMDA).

Apr 2009: Office of New Drug V, PMDA.

Apr 2013: Office of General Affairs, PMDA.

Aug 2014: Office of New Drug IV, PMDA.

Peter Bachmann, PhD

Following a Japan Society for Promotion of Science Postdoctoral Fellowship
at Kyoto University (Japan), and a German Research Foundation Fellowship at
the Institute of Food Research in Norwich (UK), Dr. Bachmann worked at the
Institute of Pharmaceutical Biology at the Technical University Braunschweig
(Germany), until joining the German Federal Institute for Drugs and Medical
Devices (BfArM) Department of Drug Approval in 1999. He currently serves as
Head of the Unit of European Coordination and as Deputy-Head of the Division
of European and International Affairs. Dr. Bachmann studied biology and
chemistry and has a Doctorate of Natural Sciences (Pharmaceutical Biology)
from the University of Wuerzburg (Germany).

Yoshifumi Banzai, PhD
Dr. Yoshifumi Banzai is Deputy Director of Compliance and Narcotics Division at
Ministry of Health, Labour and Welfare, Japan.

March 2004  Graduated from Graduare School of Pharmaceutical Sciences, the
University of Tokyo, Japan and received Ph.D. degree in Pharmaceutical
Sciences

April 2004 Joined Ministry of Health, Labour and Welfare, Japan

April 2014 Joined Toyama Prefectural Government of Japan

April 2015 Director of Pharmaceutical Policy Division, Toyama Prefectural
Government of Japan

April 2017 Joined Ministry of Health, Labour and Welfare, Japan

Glenn Carroll, MBA

Glenn Carroll is a Principal in the Life Science practice with over 15 years of

Pharmaceutical and Biotechnology experience. Glenn has significant consulting

experience in Compliance, R&D, Medical Affairs and Pharmacovigilance. He leads

Deloitte’s Drug Safety and Pharmacovigilance and Medical Affairs practices. His

experience includes:

*Leading global teams to implement new global operating model strategies
within Clinical, Medical and Drug Safety and Pharmacovigilance, that have
included large compliance remediation efforts

* Glenn has also published several eminence papers on Research & Development,
including Uses of EHR in Clinical Development and Post Launch, new operating
models in Pharmacovigilance, Medical Affairs and Commercial Glenn holds a
BE in Biochemical Engineering from University College Dublin and an MBA
from Imperial College London.

Nancy A. Dreyer, PhD, MPH, FISPE, FDIA

Nancy Dreyer is global chief of scientific affairs for QuintilesIMS Real-
World Insights and is responsible for advanced evidence development for
regulators, payers, clinicians, and patients. She leads research using minimally
interventional and non-interventional study design that use primary and/or
secondary data collection. She has worked with the FDA, most recently helping

to plan a medical device evaluation network, and also has worked with the
European Medicines Agency testing new methods for pharmacovigilance. She
is a Fellow of both the International Society of Pharmacoepidemiology and the
Drug Information Association, and is Adjunct Professor of Epidemiology at the
UNC Gillings School of Global Public Health in North Carolina.

Dinah Duarte, PharmD, MSc

Dr. Dinah Duarte is the Head of the Scientific Evaluation Unit at the Directorate
of Medicinal Products, in the Portuguese regulatory authority for medicines
and health products (INFARMED). She is an expert member at the European
Medicines Agency (EMA); the current Committee for Orphan Medicinal Products
member for Portugal and the representative in the Steering Group of ENCePP
(European Network of Centres for Pharmacoepidemiology & Pharmacovigilance).
Former CHMP (Committee for Medicinal Products for Human Use) member for
Portugal and the CHMP representative in the EMA’s group Human Scientific
Committees Working Party With Healthcare Professionals Organisations. She is
also Assistant Professor at the Lisbon University.

A. Leander Fontaine, MD

President of Pharmiceutics LLC, a consulting firm based in Pennsylvania, USA.
Pharmiceutics offers consulting, training and services for labeling. Before
founding Pharmiceutics in 2005, Leander served as Vice President and Head
of Global Labeling Division and Vice President, International Labeling Liaison,
for Wyeth, USA. He started his career in global labeling in 1991 and has served
as head of global labeling functions for Hoechst (Germany) and Hoechst
Marion Roussel (USA). He has also held positions in clinical development
and clinical pharmacology with Behringwerke (Germany). Before joining the
pharmaceutical industry, he worked as a physician in internal medicine as well
as in anesthesiology, intensive care and emergency medicine.

Yuto Fujiki, RPh

Yuto Fujiki is Research Associate at Clinical and Translational Research Center
of Keio University Hospital. Fujiki is a Project Manager of Investigator Initiated
Clinical Trials. After doing CRA in CRO for 10 years, Fujiki is doing Project
Manager for 2 years by Keio University Hospital. Fujiki holds a RPh.

Toshio Fujimoto, MD, MBA

Toshio Fujimoto, MD, MBA, entered Eli Lilly Japan in 2006. Engaged in drug
development initially in oncology area as a clinical research physician, he
became Medical Director in 2009. Currently, Dr. Fujimoto is Vice President in
Medicines Development Unit Japan, and responsible for the drug development
and Medical Affairs in all therapeutic areas in Lilly. He also serves as a chair
in Science and Regulatory Leadership Committee, PARMA, and as an external
board member for Foundation for Biomedical Research and Innovation in Kobe
Biocluster.

Prior to joining Lilly, Dr. Fujimoto served as a thoracic surgeon in Japan, Germany,
and the U.S., after having received his MD degree from Kyoto University in 1994.

Noriko Fujiwara, MS, RN, OCNS, CCRP

Ms. Noriko Fujiwara is Director of Planning and Coordination Office, at JORTC
(Japanese Organisation for Research and Treatment of Cancer), and Research
Nurse of Advanced clinical Research Center, The Institute of Medical Science,
The University of Tokyo. She has over 10 years' experience in research field.
She is a Certified Nurse Specialist in Cancer Nursing with the Japanese Nursing
Association and a Certified Clinical Research Professional with the SOCRA and
got the certification of Project Management from UCSD, CA, USA. She then
completed a research internship at MD Anderson Cancer Center, TX, USA. She
is currently a president of the Japan chapter of the International Association of
Clinical Research Nurses.

Yasuhiro Fujiwara, MD, PhD

DrYasuhiro Fujiwara is Principle Reviewer at Pharmaceuticals and Medical
Devices Agency (PMDA). Dr.Fujiwara has about 5 years' experience in the office
of New Drug V (Oncology Unit). Dr. Fujiwara holds a PhD in Medicine from
Okayama University.

Hiroyuki Fukase, MD, PhD

Dr. Hiroyuki Fukase is Director of Clinical Research Center, Clinical Research
Hospital Tokyo. Dr. Fukase, as a principal investigator, has conducted various
types of clinical pharmacology studies including first-in-human studies, bridging
studies and thorough QT/QTc studies for approximately 24 years.

Rei Goto, MD, PhD

Dr. Rei Goto is an associate professor of health economics and health policy
at Graduate School of Business Administration, Keio University. He received
M.D. from Kyoto University. After two year’s residency of medicine in Kobe
City General Hospital, he started research in health economics. He received
Ph.D. in Economics from Kyoto University in 2005. His research area includes
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health economics, behavioral economics (addiction, measurement of time and
risk preferences parameters, preventive behaviour, prescription and treatment
choice of physicians) and health technology assessment. He serves as a board
member of Japanese Health Economics Association (JHEA).

Alberto Grignolo, PhD

Alberto Grignolo, Ph.D. is a Corporate Vice President at PAREXEL Consulting. A
25-year veteran of the firm, he recently established the firm’s Japan Regulatory
Consulting Services during a two-year assignment in Tokyo. He has been an
active member of DIA since 1984, served on the DIA Board from 2000 until
2004, is the Editor of DIA Global Forum magazine, received DIA’s Global Inspire
Award (Global Connector) in 2015 and was named a Fellow of DIA in 2017. He
was a Member (2008-2011) of the first Executive Committee of the Clinical Trials
Transformation Initiative (CTTI), a Public Private Partnership between the FDA
and Duke University aiming to increase the quality and efficiency of clinical trials.

Sayoko Harada, MPharm, RPh

Sayoko Harada is coordinator for MID-NET project, Office of Medical Informatics
and Epidemiology, Pharmaceuticals & Medical Devices Agency (PMDA) of
Japan. She was assigned to this office in July 2014 and has worked to improve
the data quality of the MIDNET system.

She joined PMDA in April 2008. She was assigned to Office of Conformity Audit
(Apr. 2008 - Sep. 2009, Apr. 2013 - Jun. 2014) and Office of Relief Funds (Oct.
2009 - Mar. 2013).

She holds a Master's degree in Pharmacy from the Mukogawa Women'’s
University and has a license as a pharmacist.

Miki Harumiya, MPharm

Ms. Miki Harumiya is in Solid Tumor Clinical Development at Novartis Pharma
K.K. Ms.Harumiya has 15 years' experience in the pharmaceutical inductries
including onlology, organ transplantation and others. Ms.Harumiya holds Master
of pharmacy in Tokyo Unibersity of Science.

Mei Haruya, PhD

Dr. Mei Haruya is Manager of Strategic Innovation Department in R&D Japan
at GlaxoSmithKline K.K. He is currently responsible for incubating innovation
across the company with leveraging digital technologies and Real World Data.
Dr. Haruya has 9 years’ experience in the pharmaceutical industry, including
Medicinal Chemistry Research, Clinical Research, R&D Project Management,
Corporate Strategy Planning, and President's Office. Dr. Haruya received his PhD
and MS from the University of Tokyo.

Setsuko Hashimoto, PhD

Dr. Hashimoto is the President and CEO of CellSeed Inc. and the Director of FIRM
(The Forum for Innovative Regenerative Medicine). Dr. Hashimoto has over 30
years’ commercial experience in bio-industry with proven expertise in creating
bridges between Japanese and overseas organizations including experience
as Senior Investment Advisor at Invest in Sweden Agency (currently Business
Sweden) at the Embassy of Sweden in Japan responsible for Life Science field.
Dr. Hashimoto is well networked globally to academia, government and industry,
and serves for a few committees including Industry Committee of International
Society for Stem Cell Research (ISSCR). Dr. Hashimoto holds a PhD in molecular
biology from Heidelberg University in Germany.

Ken Hatogai, MD, PhD

Dr. Hatogai is a reviewer in Pharmaceuticals and Medical Devices Agency
(PMDA), Japan. Dr. Hatogai is in charge of consultations and reviews regarding
hematology/oncology agents, and also belongs to the working group of
companion diagnostics and clinical innovation network in PMDA representing
the hematology/oncology department. Dr. Hatogai is originally a medical
oncologist, and joined PMDA after five years experience in oncology practice,
phase 1to 3 clinical trials, and translational researches at the National Cancer
Center, Japan. Dr. Hatogai holds a PhD in Medicine from Chiba University.

Jin Higashijima, PhD

Jin Higashijima is an associate professor in the Faculty of Global Science Studies
at Yamaguchi University in Yamaguchi, Japan. Her primary research interests
include the ethical and social aspects of biomedical sciences. She currently
studies patient and public involvement in scientific research in Japan as a means
to examine dynamic changes in the relationship among the general public,
especially patients, and the scientific community in Japan.

Robert Hilke

Robert Hilke is the CEO of Hilke Communications Corporation, a firm specializing
in providing intercultural communications and TOEIC training for global
businesspeople, many of whom work in the pharmaceutical industry. Mr. Hilke's
primary research interest is the management of diverse teams working in a
global business environment. Mr. Hilke has made presentations at more than ten

DIA conferences since 2009. In addition, he has authored more than 90 books
on preparing for standardized examinations, mainly TOEIC, but also including
TOEFL, GRE, and GMAT.

Akihiro Hirakawa, PhD

Akihiro Hirakawa is a Project Associate Professor at the Department of
Biostatistics and Bioinformatics, Graduate School of Medicine, at the University
of Tokyo. His areas of specialty are biostatistics, clinical trial methodologies,
and bioinformatics. Prior to joining the University of Tokyo, he served as the
Lecturer of Biostatistics at the Center Advanced Medicine and Clinical Research,
Nagoya University Hospital, where he leaded the Statistical Analysis Section. He
also served as a reviewer in the Office of New Drug V (clinical oncology) at the
Pharmaceutical and Medical Devices Agency (PMDA). Dr. Hirakawa received his
PhD from the Graduate School of Engineering at Tokyo University of Science.

Masakazu Hirata, PhD

Dr. Masakazu Hirata is a review director in Office of Cellular and Tissue-based
Products (2017-current) and a member of Pediatric Drug WG of PMDA. He
joined PMDA in 2008 and worked as senior reviewer of Office of New Drugs
| (2008-2013), review director of Office of Cellular and Tissue-based products
(2013-2014), and as division director of Pharmaceutical Strategic Consultation in
Kansai Branch (2014-2017). He grew up in Osaka and studied medicine at Kyoto
University. Dr. Hirata has PhD in pharmacology from Kyoto University. Between
2014-2017, he served as Regulatory Chair of EWG for ICH E11(R1) guidance,
which was completed as ICH Step 4 document in August 2017.

Shinzo Hiroi, MPH, RPh, PMP

Mr. Shinzo Hiroi is Head of HEOR (health economics and outcomes research)
of Japan Medical Affairs at Takeda Pharmaceutical Co., Ltd. In this position, Mr.
Hiroi is responsible for leading all projects across several therapeutic areas. Mr.
Hiroi has 30 years' experience in the pharmaceutical industries, including clinical
operation, clinical science, post marketing surveillance and HEOR. Mr. Hiroi is a
registered pharmacist, and holds MPH from Kyoto University and PMP.

Makoto Hirose, MSc

Mr. Makoto Hirose is Office Director, Office of Non-clinical and Clinical Compliance
Pharmaceuticals and Medical Devices Agency (PMDA).

In this position, Mr. Hirose is responsible for GLP/GCP/GPSP compliance
assessments in Drugs, Medical Devices and Cellular and Tissue-based Products.
Mr. Hirose holds a Master of Pharmaceutical Sciences from Meiji college of
Pharmacy in 1990, and the same year Mr. Hirose entered Ministry of Health and
Welfare.

Mr. Hirose has over 20 years’ experience in the pharmaceutical affairs and food
hygiene Administration.

Yukio Hiyama, PhD

Dr. Yukio Hiyama is Visiting (retired) Scientist at National Institute of Health
Sciences. He received Ph.D. degree in Chemistry from the University of Tokyo
in 1979. He led an industry-government Human Science project on evaluation
methods for pharmaceutical development and manufacturing control. He also
led MHLW’s study groups to draft GMP related guidance and to propose the
regulatory framework under the revised Pharmaceutical Affairs Law (2005). He
has been involved in the ICH discussion for Q8, Q9 and Q10. His previous work
experiences include positions in Pharmaceutical Development in Upjohn Co. in
US and in Japan, scientist at National Institutes of Health, USA and post-doctoral
fellow at University lllinois.

Motoko Honda, PhD
Dr. Motoko Honda joined Pharmaceticals and Medical Devices Agency (PMDA)
in 2006 and now she is a Review Director of Office of New Drug .

Toyotaka Iguchi, MD, PhD

Dr. Toyotaka Iguchi is a Risk Manegement Director, Office of Safety II,
Pharmaceutical and Medical Devices Agency. Dr. Iguchi is a hematologist/
oncologist, graduated from Keio University School of Medicine and has over 10
years' review experience at PMDA as Review Director/Risk irector and a medical
reviewer. Dr. Iguchi holds a MD, PhD from Keio University, and is now also Visiting
lecturer, Department of Internal Medicine, Keio University, School of Medicine
(concurrent position), Part-time lecturer, Faculty of Science and Engineering,
Cooperative Major in Advanced Biomedical Sciences Tokyo Women's Medical
University and Waseda University Joint Graduate School (concurrent position).

Tsukasa lkeda

Mr. Tsukasa Ikeda is Director, Quality Assurance AsiaPac, AstraZeneca. Mr. lkeda
has experience with quality assurance activities in clinical studies more than
20 years. Mr. Ikeda is responsible for conducting various types of audit in Asia
Pac region. Mr. Ikeda was deputy topic leader as the representative from Japan
industry on ICH E6 (R2).
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Masakatsu Imoto

Mr. Masakatsu Imoto is Director of Office of Clinical Trial Promotion, Research
and Development Division Ministry of Health, Labour and Welfare(MHLW). In
this position, Mr. Imoto is responsible for promotion of clinical trial. Mr. Imoto
has over 20 years’ experience in the pharmaceutical affairs regulation, pricing
of drug and research and development of medicinal products as a Japanese
government officer. And Mr. Imoto also has experience of reviewing the
pharmaceutical application for the approval of drugs and medical devices as a
reviewer in PMDA.

Hirotaka Inoue, PhD, MBA

Dr. Hirotaka Inoue is Head of Leading Changes Office at GlaxoSmithKline KK.
He is working on business improvement activities such as quality/process
improvement, change management, strategy deployment. He holds a PhD in
Pharmacology and MBA. He also has a Master Black Belt of Six Sigma and a
committee member of ISO18404 - a standard for Six Sigma.

Hiromichi Isaka

Mr. Hiromichi Isaka is Inspector of office of Non-clinical and Clinical Compliance
Pharmaceuticals and Medical Divice Agency(PMDA). Mr. Isaka engages in
document-based inspection to assess whether the submitted data comply with
the data integrity standards for regulatory submission documentation. Mr.Isaka
also has experience in reviewing of drug applications and planning Post-
marketing safety measures for 7 years as a staff of PMDA.

Hideyasu Ishibashi, PhD

Dr. Ishibashiis currently Head, Translational Clinical Oncology Japan, Novartis. He
received his PhD degree from Tokyo University of Science. He joined Novartis in
2009, and worked on several oncology clinical development projects as a senior
program leader. After serving as Head of Oncology Program Management, he
moved to the oncology translational research in 2015.

Before joining Novartis, he worked for Ono Pharmaceutical Co. Ltd., and had
experiences of drug development in a variety of therapeutic areas in Japan and
US.

Kazuhiko Ishida, MSc, RPh

Mr. Kazuhiko Ishida is Associate Risk Management Director of Pharmacovigilance
at Astellas Pharma Inc. In this position, Mr. Ishida is responsible for providing
clinical, methodologic and strategic input to global or regional project/product
management teams for development of risk management activities. Mr. Ishida
has over 20 years' experience in the pharmaceutical industry, including Clinical
Development, Post Marketing Study and Pharmacovigilance. Mr. Ishida holds a
MSc in Pharmaceutical Sciences from Okayama University.

Chieko Ishiguro, MPH

Ms.Chieko Ishiguro is Leader of Epidemiology team in Office of Medical
Informatics and Epidemiology at PMDA. In this position, she is responsible for
leading epidemiological studies using healthcare information databases. She
has over 10 years' experience in pharmacoepidemiology in PMDA and also
experiences in FDA and Boston University. She hold a MPH in Epidemiology
from Kyoto University. She has been a councilor of Japanese Society for
Pharmacoepidemiology since 2015 and is the recipient of the Best Reviewer
Award of the Pharmacoepidemiology and Drug Safety for 2016.

Kensuke Ishii, PhD

Dr. Kensuke Ishii is a Director for Medical Devices, Office of Medical Devices I,
Pharmaceuticals and Medical Devices Agency (PMDA). He is a pharmacist and
had experience of the work in the national hospital for about nine years. He
moved to Ministry of Health, Labour and Welfare (MHLW) in 1996. During the
period, he worked in Safety Division, Pharmaceutical and Food Safety Bureau,
and in Medical Economics Division, Health Insurance Bureau etc. Thereafter,
he moved to Medical Device Safety Division, Office of Safety, PMDA for post-
marketing safety measures in 2004 and he became a director in Medical Device
Safety Division in 2007 and moved to Office of Medical Devices as a review
director in 2014. In 2014, he gained his doctoral degree from Graduate School of
Medical Sciences, Yamagata University.

Jun Ishikawa

Jun Ishikawa is International Labeling Group Asia, Japan Team Lead and his
role is accountable for overseeing day-to-day planning, implementation, and
problem solving activities for his team whom are responsible for Japan market.
Mr. Ishikawa will ensure that content management of Package Insert and Patient
Leaflet for all registered products including Generic products in Pfizer Japan
according to global Pfizer policy and SOPs and that regionally-set compliance
targets are met on a monthly basis. Mr. Ishikawa has over 24 years' labeling and
regulatory experience in Pfizer Japan, and also has experiece of participating in
Pfizer Japan project of all Package Insert revision based on the new Guidelines
20 years ago.

Miyako Ishiwata, RPh

Ms. Miyako Ishiwata is the head of the Clinical Operations Induction Manager
Group at PAREXEL International Japan. In this position, Ms. Ishiwata is responsible
for leading the group, delivering well trained and motivated, newly hired staff to
the organization. In addition, Ms. Ishiwata collaborates with PAREXEL's Learning
& Development teams, to strengthen overall staff development within Clinical
Operations Japan, focusing on the development of existing employees and
managers. Ms. Ishiwata has over 15 years' experience working in the CRO sector
starting as a Clinical Research Associate and subsequently a Clinical Operations
Leader including acting as the coordinator for people management for a large
partnership program.

Yoichi M. Ito, PhD

Dr. Yoichi M. Ito is an associate professor of Hokkaido University Graduate
School of Medicine. He is engaged in a special committee member of PMDA
since 2012. He holds a PhD in Health sciences from the University of Tokyo and
his specialty is biostatistics.

Kunio Itoh

Mr. Kunio ltoh is Director of Clinical Research and Pharmacoepidemiology
Department at Taiho Pharmaceutical Co.Ltd. Mr. Ito is responsible for the
Post Marketing Surveillance and Clinical Trial. Mr. Ito has more than 25 years
of experince in Post Marketing Surveillance. Mr. Ito is Vice-Chairperson of
Post Marketing Surveillance Expert Committee at Japan Pharmaceutical
Manufacturers Association, JPMA.

Masaru Iwasaki, MD, PhD

Masaru Iwasaki received his MD degree from the University of Tokyo in 1973.
From 1974 to 1983 he made his clinical fellowship in surgery at the University
Hospital Tokyo, and received his PhD in 1983. From 1983 to 1984 he was a clinical
fellow at the Hannover Medical School in Germany. After returning to Japan, he
moved to the department of surgery at the Yamanashi Medical University, where
he held a position of Assistant Professor.

In April 1993, he joined Hoecst Japan, and began to be involved in the drug
development in the industry. In January 2000, he was assigned to a Deputy
Head of R&D Division of Aventis Pharma. In 2005, he moved to GlaxoSmithKline
Japan, and has been working as V.P., Managing Director of Drug development
& Medical Affairs Division at GSK Japan, taking responsibility of not only
pharmaceutical drugs, but also vaccine development in Japan, coordinating with
the global head located in UK and US. In 2011, he moved back to University of
Yamanashi, and assigned to be a professor of Department of Clinical Research.
In 2012, he was appointed as the director of Center for Advancing Clinical
Research (CACR) , constructing the system of translational research at this
university. In 2015, he was assigned to be a vice president at this university, and
a professor of Department of Advanced Biomedical Research. Concurrently he
has been working as a Program Officer at AMED.

His URL is miwasaki@yamanashi.ac.jp

Yuko Kageyama

Ms. Yuko Kageyama is Assistant Head of The Phase 1 Unit (P1Unit) of the Clinical
Research Support Center at the University of Tokyo Hospital. In this position, Ms.
Kageyama is responsible for supervising 7 Medical Technologist. Ms. Kageyama
has 10 years' experience in the field of Clinical Laboratory. Ms. Kageyama got a
degree in medical laboratory science from Tokyo Medical and Dental University,
in 2014.

Tomoyuki Kakizume, PhD

Dr. Tomoyuki Kakizume graduated from the University of Tsukuba, College of
natural science and finished master course of Mathematics, graduated school
of pure and applied sciences, University of Tsukuba. He got a Ph.D. from the
Yokohama City University, graduate school of Medicine.

He Joined Yamanouchi Pharmaceutical Co.,LTD in 2002 and worked as a
biostatistician. In 2009, he joined Novartis Japan as a biostatistician in Oncology
business unit. Currently, he is a biostatistician in Biostatistics Oncology Group,
Integrated Biostatistics Japan Department.

Akifumi Kamata, PhD

Dr. Akifumi Kamata is a reviewer of Office of Safety Il in Pharmaceuticals and
Medical Devices Agency (PMDA). In this position, Dr. Kamata is responsible
for risk management and pharmacovigilance of vaccines and blood products.
Dr. Kamata has 8 years' experience in PMDA. Dr. Kamata holds a PhD in
Pharmaceutical science from Tohoku University.

Scott Kammer, MA

Scott Kammer is responsible for leading Global Product Protection for Takeda
Pharmaceuticals. Scott provides 28 years corporate security experience in the
pharmaceutical industry. He has been instrumental in the development and
implementation of a global strategy to combat illicit trade using a multi-prong
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approach. This multi-prong approach involves enforcement, product protection
technologies, forensics, supply chain security and education.

Scott serves on the Rx360 Board where he has provided external training on
supply chain security to regulators, customs and industry. In addition, he has
served on the APEC Life Sciences Innovation Forum as a technical advisor on
supply chain security.

Yasunari Kanda, PhD

Dr. Kanda is Head of Division of Pharmacology, National Institute of Health
Sciences. In this position, Dr. Kanda is responsible for all-japan project for
cardiac safety assessment of human iPS cells. Dr. Kanda has over 20 years'
experience in the pharmacology and toxicology field. Dr. Kanda hold a Ph. D.
from the University of Tokyo and is also the recipient of the Metallomics Young
Scientist Award for 2013.

Hiroi Kasai, PhD

Dr. Hiroi Kasai is Head of Study Management Department in Institute for
Advancement of Clinical and Translational Science (IACT) of Kyoto University
Hospital. In this position, Dr. Kasai is responsible for study management activities
of iIACT’s multihospital clinical trials. Dr. Kasai has about 20 years’ experience as
a CRC and a project manager in the academic clinical research organizations.
Dr. Kasai holds a PhD in Medical Laboratory Science from Tokyo Medical and
Dental University.

Yuji Kashitani

Mr. Yuji Kashitani is Head of Regulatory Development Group of Regulatory
Affairs at Takeda Pharmaceutical company Ltd.

In this position, Mr. Kashitani is responsible for leading all regulatory activities
across new drug application of Takeda’s products.

Mr. Kashitani has over 25 years’ experience in the pharmaceutical industries,
including Regulatory affairs only.

Mr. Kashitani has been serving as vice chairperson of the Regulatory Affairs
Committee and chairperson of the Regulatory Development Division at Japan
Pharmaceutical Manufacturing Association since 2016.

Naoto Kato

Naoto Kato joined Pharmaceuticals and Medical Devices Agency (PMDA) as a
Reviewer in Office of New Drug Il in 2004 and is the Office Director of Office of
New Drug lll, a position he has held since October 2015. He worked as a board-
certified Pharmacist more than 15 years at Pharmacy Department at University
of Tsukuba Hospital right after he graduated from Nihon University in 1982.

Kazuko Kimura, PhD

Dr. Kazuko KIMURA, served at the Ministry of Health and Welfare for 20 years,
and was dispatched to WHO HQ in Geneva in 1996-1999. She was coordinator
of the WHO project on counterfeit drugs and then worked on the promotion of
GMP implementation. After returning, she became Professor of the Department
of Drug Management Policy at Kanazawa University, where she focused on
the epidemic of substandard and falsified medicines, mainly in Asia. She also
checked medicines imported via the internet. She won Kanazawa University
Female Researcher Award. In October 2017, she inaugurates the Medi-Quality
Security Institute, whose mission is to promote good quality and authentic
medical products globally through GMP/GDP. This is the target 3.8 of SDG.

Chika Kiryu, DVM, PhD
Chika Kiryu graduated with a PhD in veterinary medicine from Hokkaido
University in 1999 and subsequently did postdoc work in various fields. In
2003 she joined JIMRO, an Otsuka Group company, as a member of a team
for introducing Chinese medical devices to Japan. In 2004 she transferred to
the Free Radical Research Institute of Otsuka Pharmaceutical, moving to the
Clinical Research and Development Department in 2007. She has 13 years of
clinical and drug development experience, including in such areas as the CNS
and inborn metabolic disorder. She is currently in charge of clinical management
for oncology.

Yasuhiro Kishioka, PhD

Dr. Kishioka is a principal reviewer in the Office of Cellular and Tissue-based
Products of the Japanese regulatory agency, Pharmaceuticals and Medical
Devices Agency (PMDA). Since joining PMDA in 2008, his main work is the
pharmaceutical quality review of biotechnological/biological products. His
areas of expertise also include biosimilars and he currently works as review team
leader. Dr. Kishioka has been assigned as the ICH Q12 topic leader of Japanese
regulatory authorities. He holds a Ph.D from Hokkaido University in Meat Science
with emphasis in Molecular Biology.

Atsushi Kitamura
Mr. Atsushi Kitamura is Head of Oncology Clinical Operations at Pfizer Japan.
He has more than 20 years' experience in the pharmaceutical industry, including

domestic pharma, global CRO, and global pharma companies, with focus on
clinical operations. He has been leading Pfizer Japan patient centricity task force
for 4 years.

Fumiaki Kobayashi, PhD

Dr. Fumiaki Kobayashi is a president at CTD inc. Dr.Kobayashi is now responsible

for supporting many investigator initiate clinical trials.

Business experience

April 1989- Hospital Pharmacy, Toyama Medical and Pharmaceutical University

July 1997- Pharmaceutical and Medical Devices Evaluation Center, National
Institute of Health Sciences

July 2000- Organization for Pharmaceutical Safety and Research

September 2002- Safety Division / Evaluation and Licensing Division, Ministry

of Health and Welfare

Center for Clinical Trials, Japan Medical Association

CTD inc.

January 2004-
April 2010-

Kazumichi Kobayashi

Kazumichi Kobayashi is an Senior Vice President of Otsuka Holdings Co., Ltd., and
Executive Director of Otsuka Medical Devices. He joined Otsuka Pharmaceutical
Co., Ltd. as a regulatory affairs staff in 1982. He was assigned as Director of
Regulatory Affairs, Otsuka Pharmaceuticals in 1999. Thereafter, he was assigned
to take care of clinical development and quality & safety assurance headquarter
as well as regulatory affairs, as Corporate Officer.

Heis the first CEO of Otsuka Pharmaceutical Developmentand Commercialization
Inc. in the US in 2007. Otsuka sent him on loan to Office of Pharmaceutical
Industry Research (OPIR) in JPMA, as Senior Research Fellow, from 2012 to 2015.
He works for Otsuka Holdings Co., Ltd. from April 2015.

Makoto Kobayashi, MEng, PhD

Makoto Kobayashi, Ph.D., M. Eng. is Director and Chief Operating Officer at
CRECON Medical Assessment Inc. based in Tokyo, Japan. Dr. Kobayashi joined
CRECON in 1994 and has been engaged in health economics and outcomes
researches for more than 20 years. He has written/published numerous
articles on pharmacoeconomic analysis and has presented at various local and
international conferences. He is a member of the steering committee of the
ISPOR Japan Chapter (serves as Secretary General) and the DPC Management
Association in Japan. He is also a project professor at the Graduate School
of Japan University of Economics and a senior fellow at the Healthcare Risk
Management Center at Tama University.

Masakazu Kobayashi, RPh

Mr. Masakazu Kobayashi is the head of “Clinical Research 2nd Division” of CMIC
Co.,Ltd.

In this position, Mr. Kobayashi is responsible for leading all oncology, ICCC (in-
country clinical care taker) and medical device projects contracts and operations.
Mr. Kobayashi has over 20 years’ experience in pharmaceutical industry, mainly
in oncology, infectious and endocrine.

Mr. Kobayashi had moved to the CRO from a pharmaceutical company in 2010,
and since then has mainly been in charge of the oncology therapeutic area.

Andreas Koester, MD, PhD

As Head of Innovation, Research & Development Operations at Janssen, Dr.
Andreas Koester is leading the company's efforts to optimize the clinical trial
process and bring medical innovations to patients faster. Beyond Janssen,
Andreas is active in the pre-competitive space, e.g. as the oversight committee
member representing Janssen at TransCelerate Biopharma.

Andreas has 20+ years’ experience in pharmaceutical companies and CROs
(Contract Research Organizations). His background is in drug development,
and worked in leadership roles for trials that led to approvals of Prezista®,
Intelence® and Reminyl®. Andreas is a graduate of Leipzig Medical School and
earned his Ph.D. in Clinical Pharmacology from Humboldt University in Berlin.

Nobuhiro Koga, MBA, PMP

Nobuhiro Koga is a Portfolio Director at PAREXEL International. In this position,
Mr. Koga is responsible for clinical development business with pharmaceutical
companies. Mr. Koga has 17 years’ experience in the pharmaceutical industries,
including CRA, global study management in US, clinical team leader, clinical
project management, management of approximately 250 CRAs as head
of CRA division. In addition to assignments of clinical operation, Mr. Koga
led organizational transformation, global integration activities, productivity
improvement activities and many KAIZEN activities. Mr. Koga received
pharmacist license in 1997, master of pharmacology in 1999, PMP (Project
Management Professional) in 2010 and MBA in 2010.

Takashi Kohno, PhD
Dr. Takashi Kohno is currently a Chief in Division of Genome Biology of
National Cancer Center Research Institute, Japan. Dr. Kohno graduated from
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Kyoto University in 1989. He received PhD from Tokyo University. From 1995,
he has studied lung cancer genetics and genomics in National Cancer Center.
His representative research product is the finding of RET fusion in lung
adenocarcinoma and its translation to lung cancer clinic.

He is also a Chief of Division of Translational Research, Exploratory Oncology
Research and Clinical Trial Center, National Cancer Center Research Institute.

Yuko Kojima

Ms. Yuko Kojima is Head of the Biometrics in the Medicine Development Unit
Japan at Eli Lilly Japan K.K. In this position, Ms. Kojima is responsible for
leading Scientific Communications, Statistical Science, and Pharmacokinetics/
Pharmacodynamics to provide balanced, objective, and accurate scientific data
and information to our customers. Ms. Kojima has over 25 years’ experience in the
pharmaceutical industry and 18 years’ experience in medical communications,
including 4-year experience based in Shanghai. She graduated from Kyoto
Pharmaceutical University and is a registered pharmacist.

Noriyuki Komiyama, MSc

Mr. Noriyuki Komiyama is a Deputy Review Director, Office of New Drug V,
Pharmaceuticals and Medical Devices Agency (PMDA) and engages in review
and scientific consultation of new oncology drugs. He joined PMDA in 2004
and served as a reviewer or a risk manager of these drugs. In the meantime,
from 2011 to 2013, he served as a technical officer at Compliance and Narcotics
Division, Pharmaceutical and Food Safety Bureau, the Ministry of Health, Labour
and Welfare (MHLW).

Emiko Kondo, PhD

Dr. Emiko Kondo is the Office Director of the Office of Safety 2, Pharmaceuticals
and Medical Devices Agency (PMDA). The Office of Safety 2 is responsible for
post-marketing safety measures concerning pharmaceuticals.

She started her job at Ministry of Health, Labor and Welfare (MHLW) in 1991.
During the period, she worked in Pharmaceutical and Food Safety Bureau,
MHLW, and PMDA. In 2014, she gained her doctoral degree from Graduate
School of Medical Sciences, Yamagata University.

Tatsuya Kondo, MD, PhD

Dr. Tatsuya Kondo is Chief Executive of PMDA since 2008.

He spent most of his career as a neurosurgeon after his graduation from the
University of Tokyo in 1968. He has various experiences including a hospital
doctor, a fellowship in Max-Planck Institute for brain tumor research, and visiting
staff surgeon in China-Japan Friendship Hospital in Beijing. Currently, he is also
serving as the Advisor on Health and Medical Strategy for Cabinet Secretariat
of Japanese Government.

Yuji Kumagai, MD, PhD

Dr. Yuji Kumagai is a clinical pharmacologist and he graduated from Medical
College of Oita, Oita, Japan. He got training on clinical pharmacology especially
in cardiac drugs in Post Graduate School, Medical College of Oita, Oita, Japan.
After his several important works in the field of clinical pharmacology and
chronobiology, he moved to Kitasato university and concentrated to works
in clinical trials. He is now a professor of Clinical Research Center, School of
Medicine, Kitasato University and the director of Clinical Trial Center at Kitasato
University Hospital, East Hospital.

Yoichi Kurebayashi, DVM, PhD

Dr. Yoichi Kurebayashi is Senior Director of Japan Agency for Medical Research
and Development (AMED). In this position, Dr. Kurebayashi is responsible for
leading all project activities across AMED's drug discovery and development
programs pursued by Division of Innovative Drug Discovery and Development
(iD3). Dr. Kurebayashi has over 30 years' drug discovery experience at
Daiichi, Bayer, and Pfizer. Taking advantage of the long industry experience,
Dr. Kurebayashi became a professor of the Kobe University Graduate School
of Medicine, where he was engaged in translational research and technology
transfer. In Apr. 2013, he rose to the new challenge at AMED to lead innovate
drug discovery and development in Japanese academia.

Andy Lawton

Andy Lawton has extensive experience in computing, statistics, data
management, RDE/RDC, system design, RBA in CSV and clinical trials. He is
currently consultant and director of Risk Based Approach Ltd. Previously, Andy
held the position of Global Head of CDM at Boehringer Ingelheim, and during that
time he was a Founding Committee Member of ACDM, Member of TransCelerate
RBM work stream and a Member of EFPIA WG on Data Transparency.

His most notable publications is the paper with Dr. Alistair Ross on GP Audit -
throughout 80's and 90's this was the most quoted paper in the BMJ, and he
won “best author of the year 2015 and 2016” from the DIA, for the TransCelerate
papers on SDV and Central Monitoring in the TIRS Journal.

Chia-Chi (Josh) Lin, MD, PhD

Chia-Chi (Josh) Lin is the Director of Phase | Center, Department of Oncology,
National Taiwan University Hospital and Clinical Associate Professor, Department
of Urology, National Taiwan University College of Medicine. His research interests
include early phase drug development and novel therapies for thoracic (lung
cancer, esophageal cancer, thyroid cancer) malignancies. Dr. Lin was appointed
as the executive secretary of Taiwan Oncology Phase | Trial Consortium (TOPIC).

Daisuke Maki

Mr. Daisuke Maki’s responsibility within CROege, Inc is to spread outward
recognition of the patient recruitment business.

He also serves as a consultant in dealing with the laws and guidelines of patient
recruitment in Japan and in planning patient recruitment strategies.

Mr. Maki has 15 years of experience in the pharmaceutical development industry,
but is also knowledgeable in the IT field, which was his major in university.

Mr. Maki also has experience as a psychological counselor, and his experiences
are utilized in clinical development related to the central nervous system area.

Hiroyuki Mano, MD, PhD

Professor Hiroyuki Mano is the Director of National Cancer Center Research
Institute as well as the Professor of Department of Cellular Signaling, Graduate
School of Medicine, The University of Tokyo. Professor Mano plays a central role
for the organization of basic-to-clinical research activities in National Cancer
Center, and for the genomic medicine platform in Japan. He discovered EML4-
ALK and other oncogenes, and is still actively involved in the identification of
essential growth drivers in cancer in his laboratory in The University of Tokyo.
Given these tremendous achievements, he has received many prestigious
awards including The Medal with Purple Ribbon from The Japanese Emperor
and The Keio Medical Science Prize.

Yukihiro Matsuda, MSc

Mr. Yukihiro Matsuda is research scientist of Clinical Development Operations &
Innovations at Eli Lilly Japan K.K. Mr. Matsuda has over 15 year's experience in
the pharmaceutical companies, including clinical operation, trial management
and medical writing. Mr. Matsuda holds a MSc in Biology from Kyoto University,
and is also the program vice-chair of DIA COM Japan from 2016.

Yusuke Matsunaga, PhD

| have served as a reviewer with the office of Safety Il, the Pharmaceuticals
and Medical Devices Agency (PMDA) since April 2013. | am responsible for the
review and evaluation of the safety of metabolic agents. | joined PMDA in April
2008. From April 2008 to March 2013, | worked as a reviewer in the Office of
New Drugs. | received my Ph.D. in Medical Sciences from Kumamoto University,
Japan in 2008.

Nobushige Matsuoka, PhD

Nobushige Matsuoka (Ph.D.) now is a clinical statistician in the Pfizer Japan. He
joined Pfizer in 2005 and has over 10 years’ experience of drug development. He
got his Ph.D. at Tokyo University of Science.

Yomei Matsuoka, MSc, RPh

Mr. Matsuoka is Senior Director of Pharmacovigulance Department at Daiichi
Sankyo Co., LTD. He joined Sankyo Co., LTD. in 1991, and has worked for
Daiichi Sankyo Co., LTD.since 2007. After engagement in clinical development
department and regulatory affairs department for over 20 years, and moved to
pharmacovigilancedepartment. Currently, he is in charge of safety planning for
the several therapeutic areas such as CV, oncology, CNS, vaccines and contrast
agents.

Kotone Matsuyama, RPh

Kotone Matsuyama is currently a Professor, Medical Management, Nippon
Medical University and Vice President of Integrated Clinical Research Center,
Educational Institute of Nippon Medical University. She started her R&D
carrier as a data manager in 2003. She has been worked as project manager
since 2005. She spent 12 years at Translational Research Informatics Center,
Foundation for Biomedical Research and Innovation and 2.5 years as Lecturer at
Kyoto Prefectural University of Medicine. She has been managed or supported
many R&D projects oriented academia, not only for drugs, but also medical
devices and regenerative medicines. She graduated Kyoto University Faculty of
Pharmaceutical Science and obtained a license of Pharmacist.

Norie Miki-Yasuda, PhD

PhD. Norie Miki-Yasuda is Head of Japan Clinical Operations as Janssen
Pharmaceutical K.K. Prior to join Janssen, PhD Miki-Yasuda has successfully led
Global Clinical Operations Japan and Clinical Operation and Biostatistics/Data
Management in global pharma companies and led the R&D Strategic Business
Operation Development and the prioritization for the global organization.
The first county lead of Japan TransCelerate during her assignment in Japan.
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Earned a PhD from Hiroshima University in Japan and completed Postdoctoral
Fellowship at School of Public Health in the University of South Carolina, and
served as a Research Associate at the division of Oncology and Hematology at
School of Medicine in the same university in Columbia, SC.

Koji Miura, MD, MPH, PhD
Graduated from Keio University School of Medicine, Japan, Professor Koji
MIURA entered Ministry of Health and Welfare in 1983. He received Master
of Public Health from Harvard School of Public Health and Ph.D from Keio
University respectively. He had occupied many significant posts in the ministry
and other ministries including Ministry of Education, Culture, Sports, Science
and Technology(MEXT). During the career as a medical officer, he had long
committed with health policy based on science and technology. After serving
as Director General of Health and Welfare Bureau of Ministry of Health, Labour
and Welfare for two years, he now teaches in Keio University School of Medicine.

Moriyuki Miyasato, MBA

Moriyuki Miyasato is Director, Head of Biostatistics Department in Quantitative
Science Division of Japan R&D at Janssen Pharmaceutical K.K., Pharmaceutical
company of Johnson & Johnson. Moriyuki is responsible for leading all activities
related to biostatistics and statistical programming/data analyses for clinical
development and post-marketing surveillances in Japan. Moriyuki joined
Janssen in Aug2012. Prior to joining Janssen, Moriyuki has over 20 years'
experiences in biostatistics and statistical data analyses for clinical development
in some global pharma companies, including Pfizer, Wyeth, and Hoechst
Marion Roussel (currently known as Sanofi). He holds MBA degree from Bond
University, Australia.

Youji Miyatake

MrYouji Miyatake is Director, Office of Talent Development and Training,
Headquarters of Clinical Development, Otsuka Pharmaceutical Co.,Ltd. In this
position, Mr.Miyatake is responsible for developing and performing education &
training programs for all personnel within Clinical Development.

Mr.Miyatake worked on GLP in QA, focusing on safety study reliability operations
for 15 years.

In addition to QA activities worldwide he involved in QA training as a member of
Steering Committee and Director of the GLP Department in the Japan Society of QA.
After QA activities he dealt with inspections by the regulatory authorities as the
person responsible for QC within GCP while managing Global SOPs, providing
GCP training for 17years.

Koichi Miyazaki, PhD

Koichi Miyazaki is currently Senior Director, Clinical Development Group, Asia
Development Department. In this capacity, he is responsible for developing
clinical research strategies, and designing and conducting clinical trials in a wide
range of disease areas in Asia region. Prior to taking current position, he was
the Asia region head of regulatory affairs and was responsible for IND, NDA, and
post-NDA approval in Asia. He also has experience of project leader responsible
for Asia in mega-global studies. Before taking project leader position, he
spent 4 years in US as project manager with overall responsibilities for study
operational aspects of clinical trials both in US local studies and global studies
in cardiovascular field.

Sho Mizokawa, MSc, RPh

Sho Mizokawa is working as a clinical study manager at Japan-Asia Clinical
Development 2 in Astellas Pharma Inc. Sho Mizokawa entered Astellas as a new
graduate in 2011, and has experience of new drug development in Immunology
and Nephrology disease area, etc.

Souta Mizumoto, MPharm

Mr.Souta Mizumoto is Director of Global Patient Safety and also Six Sigma
Champion for R&D functions at Eli Lilly Japan K.K. In this position, Mr.Mizumoto
is responsible to lead safety activities for drugs and devices and lead Six Sigma
and transformation activities across R&D functions. Mr.Mizumoto has 17 years
experiences in the pharmaceutical industry especially in Clinical Operation,
Clinical Project Management, Patient Safety, and Six Sigma, etc.

Gareth Monteath, DBA, MBA

Dr. Gareth ("Gaz") Monteath is Executive Director at Link Global Solution Inc.,
an HR and OD consulting firm based in Tokyo. In his position, Gaz is responsible
for the overall content and quality of programmes. LGS has long experience
of working with pharmaceutical and medical instruments companies in Japan,
Europe, and the United States in order to help them to develop their individuals,
teams, and organisations as a whole. Gaz has been a speaker at the annual June
DIA conference in the United States each year since 2011, and 2017 will mark his
second appearance at the annual DIA conference in Japan. His doctorate is in
Business Administration (University of Manchester Alliance Manchester Business
School, 2015).

Kazuhiko Mori, MSc

Kazuhiko Mori, MSc., is currently Councilor for Pharmaceutical Affairs, Minister’s
Secretariat of the Ministry Health, Lobour and Welfare (MHLW). Mr. Mori has
led many of MHLW/PMDA’s drug initiatives. He contributed to introduce new
approaches to drug safety regulation including the concept of Japanese risk
management plan (J-RMP) and he also initiate SAKIGAKE designation system
for promoting innovative new drug development and review. He served as
director of Evaluation and Licensing division, Pharmaceutical and Food Safety
Bureau of the MHLW from 2014-2015, and Chief Safety Officer of PMDA from
2010-2013. He also served as director of Safety division, Pharmaceutical and
Food Safety Bureau of the MHLW from 2008-2010.

Yoshihiro Muragaki, MD, PhD

Dr. Yoshihiro Muragaki is a directer of Faculty of Admanced Techno-Surgery
at Tokyo Women's Medical University (TWMU). Dr. Muragaki is a board
neurosurgeon specializing in malignant brain tumor, and his reseach fields
include clinical trials for gliomas and developments of new therapuetic medical
devices including a smart cyber operating theater (SCOT). Dr. Muragaki has
also developed combination products for cancer therapy. Dr. Muragaki holds
two PhDs in medicine from TWMU and in Biomedical Science from Waseda
University, and is also recipient of the Award of 18th Advanced Technology
Award in 2004, the Award of Sankangaku Renkeikourousya in 2010, and Good
Design Award in 2016.

Hiroyuki Muta

Mr. Hiroyuki Muta is Head of Regulatory Affairs at ONO pharmaceutical Co.,
Ltd. Mr. Muta has over 20 years' experience in the pharmaceutical industries,
including clinical development planning, medical writing and regulatory affairs.

Manabu Muto, MD, PhD

Dr. Manabu Muto is Professor of Department of Therapeutic Oncology, Graduate
School of Medicine at Kyoto University since April 2013, and also a Head of
Department of Clinical Oncology at Kyoto University Hospital Cancer Center. His
areas of specialties are Molecular biology, Genetic medicine, Gastroenterology,
Gl Oncology and Clinical trial, especially of esophageal cancer and precision
cancer medicine. He won 18 awards, and one of them was the Princess
Takamatsu Cancer Research Found, Prize-winner award 2010. His membership
of Medical Societies are ASCO, ASGE, ISDE, and 16 Japanese associations. He
has 14 Japanese Patents. His English original articles for now are 191 and 5
English books.

Masao Nakagawa, MD

Dr. Masao Nakagawa is Chairman of the Committee on Pharmaceutical Affairs
of the Japan Paediatric Society. In this position, Dr. Nakagawa is responsible for
organizing networks which will be set up with affiliated pediatric subspecialty
or other academic societies to support and conduct global industry-sponsored
clinical trials. Dr. Nakagawa had worked on inspections of the new drugs as a
Medical Reviewer in the Pharmaceuticals and Medical Devices Evaluation Center,
National Institute of Health Sciences from 2002 to 2003. Dr. Nakagawa also had
worked for quality control of the clinical trials as the Director of the Center for
Clinical Research and Advanced Medicine, Shiga University of Medical Science
Hospital from 2004 to 2014.

Tomonori Nakagawa, MA

Joined Otsuka and worked on the API process development, technical transfer,
CMC preparations, inspection readiness, and supply chain. After 10 years of
experiences, joined QC Department to work on the inspections readiness
globally, quality audits, and quality responses to overseas. Currently, working
on the project to develop supply (CMC) strategy and supply risk analysis
throughout Product CMC lifecycle. A member of Japan Pharmaceutical
Manufacturing Association (JPMA) Quality and Technical Committee since 2007
and ICH Project since 2010 and joined EWG for ICH Q11 and ICH Q7 Q&A and
have been a JPMA topic leader for ICH Q12 guideline. Have Master’s degree for
Organic Chemistry from US Graduate School.

Kenta Nakaji, RPh

Mr. Kenta Nakaji is a CRA at EPS Co.,Ltd, the Contract Research Organization.
Mr. Nakaji has 3 years’ experience as a CRA in the Clinical Development, including
Phase Ill and IV trials in Endocrine/Metabolic area.

Mr. Nakaji is a registered pharmacist and holds a Bachelor of Pharmacy from
Meiji Pharmaceutical University.

Akihiro Nakajima

2007.3 Master of Engineering, Tokyo University of Science

2007.4- Pharmaceutical Development Administration Department,
Pharma Limited

Teijin



14t DIA Japan Annual Meeting 2017

PRESENTERS’ BIOGRAPHIES

Ken Nakajima, PhD

Mr. Ken Nakajima is Deputy Head of Medical Safety of Pharmacovigilance
Department at Otsuka Pharmaceutical Co., Ltd. He has over 20 years' experience
in the pharmacovigilance in the Pharmaceutical Company, including the other
Company. And he is Pharmacist.

Harumasa Nakamura, MD

Dr. Nakamura is Section Chief of the Department of Clinical Research Support at
the Translational Medical Center and Section Chief of the Clinical Research/Trial
Promotion Section, Department of Clinical Research Promotion at the National
Center Hospital. Dr. Nakamura is a neurologist who is certified to practice as
a specialist of clinical neurology by the Japanese Society of Neurology. He
specializes in the treatment of neuromuscular disorders, neurodegenerative
disorders, and neuroimmunological disorders. He previously worked as a
medical reviewer for the Office of New Drug 3 at the Pharmaceuticals and
Medical Devices Agency (2005-2008, 2012-2014) and was a member of the
PMDA’s Orphan Medicine Working Group.

Satoru Nakamura

From April.1993 to March.2003, | had worked at the hospital pharmacy, hospital
of the University of Occupational and Environment Health, Japan, and mainly
been in charge of dispensing, hospital preparation, and clinical trial.

From April.2003 to March.2004, | had worked at the Kajiwara Pharmacy as a
pharmacist.

| have been working at the Pharmaceuticals and Medical Devices Agency
(PMDA ,Japan) since March.2005, and been in charge of GPSP at the Office of
Non-clinical and Clinical Compliance since July.2016.

Kae Nakashima, DVM, PhD, MS

Dr. Kae Nakashima is Japan Regulatory Portfolio Lead for oncology products
in Pfizer Japan Inc. In this position, Dr. Nakashima leads the Japan regulatory
team responsible for Pfizer Japan's oncology portfolio, from early development
stages to post-approval activities such as re-examination and post-approval
commitments.

Dr. Nakashima holds a Doctor of Veterinary Medicine from the University of
Tokyo, a MS in Biological and Biophysical Science from the State University of
New York at Buffalo (Roswell Park Cancer Institute) and a PhD in Pharmaceutical
Medicine from Kitasato University.

Miwa Nishida

Miwa Nishida is Head of Clinical Development at Roche Diagnostics K.K. In this
position, she is responsible for planning registration strategies and conducting
clinical studies in Japan. She has over 10 years' experience in the diagnostics
company, including regulatory affairs and clinical operations, and also she
previously worked at the pharmaceutical company as a researcher for 15 years.

Junichi Nishino, MSc, RPh

Junichi started his career as a researcher in pre-clinical department in Novartis.
He moved to Regulatory Affairs in 2000, he was in charge of lots of HA meetings
and NDA submissions as a regulatory manager for development projects. From
2010, he was assigned Head of Process Improvement & Excellence in RA. He
had responsible for Intelligence, training, external communications etc. as a
regulatory expert. He has served Head of Regulatory Operation & Labeling from
2014 to 2016. Junichi now serves Head of RA Functions dept. since Jan 2017.
Junichi has taken a leadership in several industrial associations. He has a Master
degree of Pharmacy and Pharmacist. He was the “2014 DIA Outstanding service
award” winner.

Kazuto Nishio, MD
1986 Graduate of Wakayama Medical University, M.D. Degree
1988-1990 Staff, Fourth Department of Internal Medicine, Wakayama Medical
University Hospital
1990-1992 Research Resident, Foundation for Promotion of Cancer Research at
National Cancer Center Research Institute
1992-1996 Research Staff, Pharmacology Division, National Cancer Center
Research Institute
1994 Ph.D. Degree, Wakayama Medical University
1996-2006 Head, Section of Drug Resistance, National Cancer Center Research
Institute
2006-present Professor and Chairman, Department of Genome Biology, Kinki
University School of Medicine
2014-present Director, Genome Center, Life Science Research Institute, Kindai
University

Shimpei Niwa, PhD

Dr. Shimpei Niwa is working in Safety and Risk Management Department
at Daiichi Sankyo Co., Ltd. He is responsible for planning and management
of key issues in the department. Dr. Niwa has over 15 years’ experience in

pharmaceutical industry, including clinical safety, pharmacovigilance, and
epidemiology. He is a member of Working Team 3, which covers emerging topics
related to healthcare database and epidemiology, of Safety Committee at the
Federation of Pharmaceutical Manufacturers' Associations of Japan (FPMAJ).
Dr. Niwa holds a PhD in Medicine from Jikei University School of Medicine, and
belongs to International Society for Pharmacoepidemiology.

Taku Obara, PhD

Dr. Taku Obara is Associate Professor of Department of Pharmaceutical Sciences
at Tohoku University Hospital. Dr. Obara is also belonging to Department of
Molecular Epidemiology, Tohoku University Graduate School of Medicine
and Division of Preventive Medicine and Epidemiology, Tohoku Medical
Megabank Organization, Tohoku University. The field of specialty of Dr. Obara
is pharmacoepidemiology especially in perinatal period. Dr. Obara holds a PhD
in Clinical Pharmaceutical Sciences from Tohoku University.

Yoshinori Ochiai, PhD

Dr. Yoshinori Ochiai is reviewer for clinical pharmacolgy at Pharmaceuticals
and Medical Devices Agency (PMDA). After graduating, he worked at reserch
institute International Medical Center of Japan as postdoctoral fellow. He
explored a genetic basis of multi-factorial diseases such as hypertension,
diabetes mellitus and vascular complications. After postdoctoral fellow, he
worked at CRO company and he analyezd clincal data and pharmacokinetic
data. Since 2014, he has been working at PMDA.

Yoshiaki Ohashi, PhD

Dr. Yoshiaki Ohashi is Head of Quality and Regulatory Compliance Unit and
General Manager of Drug Safety Division at Chugai Pharmaceutical Co., Ltd.
Dr. Ohashi acts as General Marketing Authorization Holder Manager and is
responsible for the quality and safety of all marketed products of Chugai. Dr.
Ohashi has nearly 30 years’ experience in the pharmaceutical industry, including
in project management and regulatory affairs, and he established the first
document management system at Chugai. Dr. Ohashi holds a PhD in Pharmacy
and has given numerous lectures on quality and safety and acted as a chair,
panelist, and moderator at a wide range of pharmaceutical industry symposiums
and conferences.

Yoshinori Ohsumi, PhD

Dr. Yoshinori Ohsumi is Honorary Professor and Head of Cell Biology Center,
Institute of Innovative Research at Tokyo Institute of Technology. Dr. Ohsumi
is the forerunner of autophagy research and has been studying yeast for 40
years. Dr. Ohsumi's discoveries laid the foundation for a better understanding of
the ability of cells to manage malnutrition and infections, the causes of certain
hereditary and neurological diseases, and cancer. Dr. Ohsumi holds a PhD in
Science from The University of Tokyo at 1974, and is also the laureate of The
Nobel Prize in Physiology or Medicine 2016 for his discoveries of mechanisms
for autophagy.

Harumichi Okamura

Mr. Harumichi Okamura is Head of Market Access and Public Affairs at Novartis
Pharma. Mr. Okamura has 18 years' experience of market access and pricing
in pharmaceutical industry, and contributed to drug pricing reform debate as
the chairman of Economic Affairs Committee of PhRMA Japan for 16 years. Mr.
Okamura also has experience in dealing with health care policy at IHEP (Institute
of Health Economics and Policy) and Nomura Research Institute.

Izumi Okugaito

Mr. Izumi Okugiato is Head of Prescription Products Development at Zenyaku
Kogyo Co., Ltd. He has over 20 years' experience in the pharmaceutical company
including regulatory affairs and clinical development.

Michiyo Ohshima, MBA

Ms. Michiyo Ohshima is Head of Japan Portfolio and Project Management at
Pfizer Japan Inc. In this position, Ms. Ohshima leads the pan-Business Unit
project management support and portfolio operations. Ms. Ohshima has over 20
years experience in the pharmaceutical and biotechnology industries, including
project management across several therapeutic areas, and project management
office. Ms. Ohshima holds an MBA.

Yoshihiko Otoguro

Yoshihiko Otoguro is a Chair of Corporate Ethics sub-Committee, Governance
and Legal Committee of EFPIA Japan.

He is @ member of steering committee of the Fair Trade Council of the Ethical
Pharmaceutical Drugs Marketing Industry and a member of Code Compliance
Committee of JPMA.

He is a qualified pharmacist, and has experienced in several fields at
GlaxoSmithKline for over 30 years, such as regulatory affairs, drug information,
quality assurance, training, sales and compliance.
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Yasuto Otsubo, RPh

Mr. Yasuto Otsubo is reviewer of Office of New Drug V at Pharmaceuticals &
Medical Devices Agency (PMDA). In this position, Mr. Otsubo is responsible for
reviewing new anti-cancer drugs and clinical trial consultations as the team
leader. Mr. Otsubo has over 10 years' experience in the regulatory agencies. Mr.
Otsubo is also a menber of Companion Diagnostics Project Team and Omics
Project Team of PMDA.

Kenny Peng, MASc, RAC, P.Eng

Kenny Peng, MASc, RAC, P.Eng., is Managing Director, Asia, for PharmEng
Technology, a professional consultancy headquartered in Canada, with regional
operations for US, Greater China, and Southeast Asia. Kenny is a Masters
graduate in Mechanical Engineering from University of Waterloo, Canada, a
licensed professional engineer, and a certified regulatory affairs professional,
and primarily consults in North America, Southeast Asia, and East Asia. He
specializes in cross-border projects, sample work included as international
technology transfers, international business development, and region-
wide regulatory affairs for medical devices, pharmaceuticals, nutraceuticals,
biosimilars, and biologics.

Francesco Pignatti, MD

Francesco Pignatti graduated as medical doctor at the University of Rome La
Sapienza.

In 1995 he became research fellow at the EORTC Data Center, Brussels, Belgium,
where he was involved in numerous activities including clinical trial design,
conduct, analysis, and reporting. In 1997 he became Medical Advisor for the
Gastrointestinal Tract Cancer Cooperative Group, and Brain Tumor Cooperative
Group.

In 1997 he obtained a Master of Science degree in Biostatistics from the
University of Limbourg, Belgium.

In 1999 he joined the European Medicines Agency (EMA) in London. Since 2009
he holds the position of Head of Oncology, Haematology and Diagnostics in the
Division for Human Medicines Development and Evaluation.

Robert F. Reynolds, MSc, ScD, FISPE

Dr. Reynolds is Vice President, Epidemiology in Worldwide Safety at Pfizer.
He heads a group of epidemiologists and statistical analysts responsible
for developing epidemiologic programs to support drug development and
safety assessment. He is also an Adjunct Associate Professor of Epidemiology
at Tulane School of Public Health and Tropical Medicine where he teaches
pharmacoepidemiology. He is a Fellow and former Board member of the
International Society for Pharmacoepidemiology. He holds a BA in Biology from
Bard College and a MSc in Epidemiology and ScD in Population and International
Health from the Harvard School of Public Health.

Satoshi Saeki, MSc

Satoshi Saeki has over 20 years of experience on clinical development and
operations in Astellas. He is currently working in Astellas US as an expatriate for
clinical business process improvement. He has been heavily involved in global
initiatives such as RBM and cQMS in TransCelerate and working on external
engagement activities to bring more familiarization of RBM and cQMS concepts
in Japan. Satoshi served as a program vice chair for DIA Japan annual meeting
in 2015 and engaged in a member of program committee for DIA Japan annual
meeting 2014 and 2016. He has also been a member of program committee for
DIA clinical operation and monitoring workshop from 2013.

Hanako Saito

Ms. Hanako Saito is Leader of Safety Information Management Group in Safety
and Risk Management Department at DAIICHI SANKYO Co.,LTD. In this position,
Ms.Saito is responsible for Japanese package inserts of DAIICHI SANKYQ's
products. Ms.Saito has over 20 years' experience in the pharmaceutical
industries.

Hironobu Saito, PhD

Dr. Saito received his Ph.D. from Chiba University in Japan.

At first, he was the member of Research division and moved to clinical strategic
team and became team leader . From 2006, he also had the responsibility
for Asian development section. From 2012, he became vice president of new
drug regulatory affairs Department in Japan. From 2016, he has become vice
president of oncology clinical development in Japan.He had been Chairman of
DIA Asian Workshop in Japan for 5 years. He got DIA outstanding award in 2007.
He is now member of DIA advisory Committee of Japan in 2015. He has been
JPMA rep. of ICH steering Committee and chairperson of ICH project committee
in JPMA from 2012 to 2016.

Kaku Saito, MSc, PMP
Kaku Saito is a Manager, Oncology Clinical Development Department at Daiichi
Sankyo Co., Ltd., Japan. He serves as an East Regional Project Lead of the early

phase product. Saito received Bachelor’s and Master’s degrees from Tohoku
University and is currently attending Rutgers Business School, NJ. He worked
for 7 years in Japan and 7 years in the US, working on multiple global phase 1,
2, and 3 studies. His recent research activities include the oversight of several
global early phase and POC studies in Oncology by leveraging his expertise
on novel designs/idea such as accelerated titration, modified CRM (Continual
Reassessment Method) and backfill. His works have been published in several
scientific journals to date.

Yuka Sakagami

Yuka Sakagami is a reviewer in the Office of New Drug | at Pharmaceuticals and
Medical Devices Agency (PMDA) in Japan, reviewing new drugs for metabolic
disorders. She joined PMDA in 2014 after graduating with a master’s degree in
pharmaceutical sciences from Tokyo University of Science.

Toshiharu Sano, RPh

Mr. Toshiharu Sano, R.Ph. joined Banyu Pharmaceutical Co., Ltd. in April 1990,
and currently serves as the head of Clinical Operations, Japan Development.
Mr. Sano has over 27 years of experience in pharmaceutical industry and has
broad experiences in Clinical Research, R&D planning and Business Operations
for Clinical Development in Japan.

He also worked as several initiative leads and change manager on behalf of MRL
in Japan through his career.

Mr. Sano holds a B.S. in Pharmacy from Showa Pharmaceutical University in
1990. He is a registered pharmacist in Japan.

Keiichi Sasaki, DDS, PhD

Dr, Keiichi Sasaki is Dean at the School of Dentistry and Professor in Division of
Advanced Prosthetic Dentistry, Tohoku University, Sendai, Japan. He received his
basic training (DDS, 1981) and neurophysiology (PhD, 1985) at Tohoku University.
He was involved in the biomechanical researches with Prof. A. G Hannam at
University of British Columbia, Canada (1987-1989). In 2000 he was appointed
head of the Department of Prosthodontics, Tohoku University. Professor
Sasaki has been involved in both clinical and research works, particularly in
biomechanics and mechanobiology of stomatognathic components related to
dental implants. He is past president of Japan Prosthodontic Society (2009-
20M).

Akira Sato, MSc

Director, Global Project Management Department, Daiichi Sankyo Co., Ltd.
Akira Sato has 15 years' experience in CMC and project management for bio-
pharmaceutical projects. From the entry into biosimilar business in 2011, Mr
Sato was taking a lead for several biosimilar projects. From 2016, Mr Sato is
overseeing biosimilar projects in present post.

Hiroyuki Sato, PhD

Dr. Hiroyuki Sato is a Biostatistics Reviewer in PMDA. Dr. Sato started his career
as a Biostatistics Reviewer of new drugs for psychiatric disease and CNS in
2009. Currently Dr. Sato is working for the review office for oncology drugs,
which frequently face to advanced and complicated clinical study designs.

Katsuaki Sato

Mr Katsuaki Sato is Manager of Safety Evaluation and Risk Management at
GlaxoSmithKline (GSK) Japan. In this position, Mr Sato is responsible for leading
pharmacovigilance activities for Japan marketed products. Mr Sato has 15 years'
experience in GSK Japan, including study operation for respiratory products,
development strategy for infection/psychiatry/neuroscience products, and
Japan project lead for neuroscience products. Mr Sato is a member of ICH EN
(Clinical Investigation of Medicinal Products in the Pediatric Population) Revision
1 Expert Working Group. Mr Sato is leading Pediatric Drug Development team,
Clinical Evaluation Committee, Japan Pharmaceutical Manufacturers Association.

Tomohiro Sawa, MD, PhD

Dr. Sawa is a professor of Medical Information System Research Center and Chief
Information Officer at Teikyo University in Japan. Dr. Sawa is a board certified
anesthesiologist in Japan and the U.S. and an ABPM board certified specialist in
medical informatics in the U.S. Dr. Sawa has been serving for Division of Patient
Safety in Japanese Society of Anesthesiologists and has been leading a project
of developing and maintaining a nation-wide perioperative case registry. Dr.
Sawa is a Vice-President of Japan Association for Medical Informatics. Dr. Sawa's
research interest focuses on large-scale clinical and research databases. Dr.
Sawa has been applying a range of big data technologies and machine learning
algorithms to healthcare data.

Takuko Sawada

Deirector of the Board, Senior Executive Officer , Senior Vice President,
Corporate Strategy Division, Shionogi & Co., Ltd.

Following her graduation from Kyoto Universty, Takuko Sawada joinde SHionogi
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& CO., Ltd. in 1977. Since then, she has served for over 40 years, leading a number
of pharmaceutical development projects and corporate stategy planning. Ms.
Sawada successively held various posts in the company including the senior
vice president of Global Pharmaceutical Development Divesion, the senior vice
president of Corporates Strategy Division and Corporate Planning Department,
and the board director.

Ichiro Sekiya, MD, PhD

Professor Ichiro Sekiya is a director of Center for Stem Cell and Regenerative
Medicine at Tokyo Medical and Dental University, Japan. He received his MD
at Tokyo Medical and Dental University in 1990. He completed a specialization
in orthopedics and passed the Japan Orthopedic Association (JOA) Exam in
1996. He earned a PhD at Tokyo Medical and Dental University in 2000. Ichiro
Sekiya’s research has been focused on cartilage and meniscus regeneration
with autologous synovial stem cells. He started a clinical study for cartilage
regeneration in 2008, and now he is doing a clinical trial for meniscus treatment
with synovial MSCs. He received the clinical award of the Japanese Society for
Regenerative Medicine in 2016.

Taro Shibata, PhD

Mr. Taro Shibata is Chief of Biostatistics Division, Center for Research
Administration and Support at National Cancer Center, Japan. In this position,
Mr. Shibata is responsible for leading all biostatistical activities in the NCC:
collaboration, consultation, training, and methodological development.
Especially, as a division chief, he contributes for more than 100 ongoing clinical
trials/ancillary clinical studies with division members. He is also a member of
the First Committee on New Drugs of the Pharmaceutical Affairs and Food
Sanitation Council.

Kaori Shinagawa, MD, PhD

Dr. Kaori Shinagawa is Senior Scientist for Clinical Medicine, PMDA. She has been
involved in clinical trial consultations and reviews of new drugs, assessments
of cardiac safety of new drugs, and in creating new guidelines for Japanese
drug applications. She has also been involved in ICH activities since 2005
including the E14 topic on clinical QT assessment. She is an executive committee
member of the Cardiac Safety Research Consortium. She is a cardiologist and
holds a doctoral degree of Medical Science. Dr Shinagawa's main research
field was electrophysiology, and she has published in a variety of prestigious
cardiovascular journals. She received the Kimura Memorial Award from the
Japanese Heart Rhythm Society in 2000.

Tadahiro Shinozawa, PhD

Dr. Tadahiro Shinozawa is associate director of Drug Safety Research Laboratories
and Regenerative medicine Unit at Takeda Pharmaceutical Company. In these
positions, Dr. Shinozawa is responsible for leading the predictive toxicology
group and T-CiRA PJ as Co-PI. Dr. Shinozawa has over 10 years' experience in
the pharmaceutical industry and joined Cincinnati Children’s Hospital Medical
Center as a visiting scholar in 2016. Dr. Shinozawa holds a PhD in Agriculture
from Tohoku University, and is also the recipient of Award of Graduate School of
Agricultural Science in Tohoku University.

Kazuhito Shiosakai
Kazuhito Shiosakai is Manager of Statistical Analysis Group in Biostatistics &
Data Management Department at Daiichi-Sankyo Co., Ltd.

Kuniko Shoji

Kuniko Shouji was Executive Officer at Terumo Corporation for six years,
Director for seven years and retired as of the end of June, 2017. She is currently
a corporate advisor.

Her major job responsibilities with Terumo Corporation, included leading all
operational activities across clinical development department and regulatory
affairs, acquisition of necessary licenses and approvals for product sales and
promotion of global optimization of clinical development. She has over 30 years’
experience in this field.

She is subcommittee member of The Central Social Insurance Medical Council
(Chuikyo) and Chair person of Medical Insurance Committee of Medical
Technology Association of Japan (MTJapan).

Toshiki Sugita, PhD
Mr. Toshiki Sugita joined PMDA in 2008. He is in the Review Management
Division, Office of Review Management.

Kazuteru Sugiura, MBA

Mr. Kazuteru Sugiura is Research Fellow at Office of Pharmaceutical Industry
Research. Mr. Sugiura is responsible for conducting research on recent trends and
challenges of utilization of "Medical Big Data" and "Digital Health Technology”,
and making public policy recommendations based on its research. Mr. Sugiura
holds a MBA from GLOBIS University.

Atsushi Sugiyama, MD, PhD

Dr. Sugiyama became a professor of Pharmacology of Toho University in April
2010 and remains active in the field of Cardiac Safety Pharmacology and its
strategic direction. Dr. Sugiyama also maintains clinical practice as a cardiologist
as well as a clinical pharmacologist. He has published over 170 peer-reviewed
scientific original articles and is considered as an international expert of Cardiac
Safety Pharmacology. He received his MD and PhD from Yamanashi Medical
University, and is a Councilor of Japanese Pharmacological Society, Japanese
Heart Rhythm Society and Japanese Safety Pharmacology Society.

Eri Sugiyama, MS

Ms. Eri Sugiyama is Section Chief in charge of oncology and gastrointestinal
drugs in the Pharmaceutical Evaluation Division, Ministry of Health, Labour and
Welfare (MHLW) from 2016 until now. She entered Pharmaceuticals and Medical
Devices Agency (PMDA) in 2008.

Shuji Sumida, MSc, RPh

Mr. Shuji Sumida is Department Manager of Business Strategy & Compliance
Dept. at CHUGAlI PHARMACEUTICAL CO., LTD. In this position, Mr. Sumida is
responsible for oversight of GxP Compliance and Quality Management System.
Mr. Sumida has over 30 years' experience in the pharmaceutical industries,
including Formulation Technology, Project Management, and Quality &
Regulatory Compliance. Mr. Sumida holds a MSc in Pharmacoscience from Tokyo
University of Science, and is also a registered pharmacist.

Tokuhito Sumitani, MS, RPh

DAIICHI SANKYO CO.,LTD.

Group VI

Clinical Development Department

Tokuhito Sumitani joined DAIICHI SANKYO CO.,LTD. in 2012. After experiencing
CRA/Clinical Study Manager Associate in several trials through Phasel to Phase
3, he has served as a Clinical Study Manager.

Akiyuki Suzuki, MS

Akiyuki Suzuki is Head of Pharmacometrics Group at Pfizer Japan Inc. Suzuki
has over 20 years working on pharmacometrics in pharmaceurtical industory.
Suzuki had obtained a Master's degree in Gifu Pharmaceutical University. After
that Suzuki joined in Bristrol-Myers Squib KK in Japan. In 2001, Suzuku joined
in Pfizer Japan Inc. Suzuki is a part-time teacher in Kitasato University School
of Pharmacy.

Kazuyuki Suzuki

Mr. Kazuyuki Suzuki is a member of Trial Management Department at Novartis
Pharma K.K. Mr. Suzuki is responsible for leading clinical trials from start to
end. Mr. Suzuki has 20 years' experience in pharmaceutical industries in clinical
development strategy and operations.

Makoto Tahara, MD, PhD

Dr. Makoto Tahara is Chief of Department of Head and Neck Medical Oncology,
National Cancer Center Hospital East, Kashiwa, Japan. He has worked in the filed
of Medical Oncology since 1998, became a board-certified specialist in Medical
Oncology in 2006, and received his PhD in Medical Sciences in 2004 from
Hiroshima University School of Medicine. He has established a Head and Neck
cancer Group in Japanese Clinical Oncology Group (JCOG). He is a member of
steering committee of ten global trials of new drugs for head and neck cancer.
He received Award of an alumni association of National Cancer Center in 2005
and “Paper of the year 2005” in Japanese Journal of Clinical Oncology.

Kihito Takahashi, MD, PhD

Dr. Takahashi is currently Vice President and Senior Managing Director of Japan
Development and Medical Affairs, GlaxoSmithKline Japan. He graduated from
Hokkaido University School of Medicine in 1981, and received his PhD in Medical
Science in 1986. He served as Research Assistant Professor of Medicine at
Vanderbilt University from 1990 to 1992, and joined Merck Research Laboratories
in 1992 and served as Vice President, Merck Research Laboratories from 2003
to 2008. After retiring from Merck, he served as a President & CEO of LOTUS
Pharmaceutical Co. Ltd, a bio-venture company before joining GSK.

Shunichi Takahashi, PhD

Dr. Shunichi Takahashi is Head of Open Innovation Center Japan (ICJ) in Bayer
Yakuhin, Ltd. In this position, he is responsible for leading all research alliance
activities with academic institutions in Japan. He is also leading a team to
explore new opportunities using Big-Data, advanced analytics, and digital
devices for patients and pharma companies. He has over 20 years' experience in
Research, Product Development (PD), and Medical Affairs (MA):

1993: Scientist / Drug Discovery / Mitsui Pharmaceuticals

2001: Scientist / Cardiovascular / Nihon Schering

2007: Sr. Scientist / Stem Cell Based Drug Discovery / Bayer
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2008: Cardiovascular Project Manager / PD / Bayer
2013: Head of Primary Care / MA / Bayer
2014: Head of ICJ / Bayer

Akiko Takase, MSc

Akiko Takase is a Senior Scientist, Regulatory Affairs Area, Japan Development,
MSD K.K. She is currently engaged in new drug development in Infectious
Diseases area as a Regulatory Strategy & Liaison. Her career was started at
Banyu Pharmaceutical. CO., LTD (currently MSD K.K.) after finishing her master's
degree in Pharmaceutical Sciences from Toyama Medical and Pharmaceutical
University (currently Toyama University). She has been engaged in clinical
development as CRA, Medical Writer, Clinical Scientist and Clinical Monitor
at MSD K.K. She served as a Sponsor's Representative for clinical studies of
antimicrobial agents in Clinical Research Area before current assignment. She is
a member of The Japan Society of Chemotherapy.

Hiroshi Takeda, MS

Hiroshi Takeda is a reviewer of Office of New Drug Ill, Pharmaceuticals and
Medical Devices Agency (PMDA). He is currently engaged in review of drugs for
neurology and psychiatry.

Shinya Takemoto, MSc

Mr. Shinya Takemoto, MSc, is a pharmacist. He joined Chugai Pharmaceutical in
2002. He was engaged in the whole process of Drug Safety/Pharmacovigillance.
In 2011 he moved to Roche in Switzerland, responsible for risk management until
2013. He, then came back to Chugai and now he is a Group Manager of Safety
Information Strategy Group in Risk communication dept.. He is now responsible
for preparation of risk minimization materials and development of ICT based
safety communication tool including Web-site and application.

As an industry activity, he joined JPMA (Japan Pharmaceutical Manufacturers
Association), Task force 1 (TF1) to manage RMP related issues. In 2016, he
became a leader on KT1 continued from TF1, to handle RMP related issues.

Toichi Takenaka, DVM, PhD

Dr.Toichi Takenaka is Chairman of Japan Health Sciences Foundation. Dr.Takenaka
has 50 years’ experience in Yamanouchi and Astellas Pharm.Co. including Head
of R&D,President and CEO,and Chairman.He was an inventor and patent holder
of 4 products such as Perdipin(nicardipin),Logan(amosulalol),Hypoca(barnidip
ine) and Harnal(tamuslosin) in his drug discovery research. He holds DVM from
Gifu University and PhD in pharmacology from Toho University,and also the
resipient of the Medal with Purple Ribbon (2000) and the Order of the Rising
Sun ,Gold and Silver Star (2012).

Kazumasa Takenouchi

Mr. Kazumasa Takenouchi is member of Biostatistics Group, Data Science,
Astellas Pharma Inc and has over 20 years’ experience in the pharmaceutical
as statistician.

Mr. Takenouchi is one of biostatistics subgroup leaders, taking charge of
instructing and managing biostatistics operation and progress of clinical studies
and NDA submission.

Mr. Takenouchi has been participating in the Data Science Division of the Japan
Pharmaceutical Manufacturers Association as a representative of Astellas from
2012.

Fumihiko Takeshita, MD, PhD

Fumihiko Takeshita is Senior Director, Vaccine Business Oversight Dept in
Daiichi Sankyo, Co., Ltd. and Vice President, Vaccine Research Labs in Kitasato
Daiichi Sankyo Vaccine, Co., Ltd. He has his expertise in vaccine R&D in both
academia and industry. Based on his experiences in basic research on innate
immunity, adjuvants, and genetic vaccines and industrial R&D of novel vaccines,
he is leading several different R&D teams through the open innovation network.
He has clinical experience in internal medicine and experience of post-doc
fellowship in Office of Vaccine Research and Review CBER/FDA with more
than 80 academic publications. He was Organizing Committee President of the
annual meeting of Japanese Society for Vaccinology in 2016.

Michio Tanaka

Michio Tanaka has mainly worked in global drug development of oncology
products for more than 20 years at AstraZeneca. He is now Head of Science
Affairs Division which is leading a broad range of drug development activities
incl. development of companion diagnostics, after taking Product Leader roles
in local and Global organisation as well as Heads of Regulatory and Clinical
Opereations in Japan. His recent involvement with co-development of CDx with
a diagnostic company is the one using circulating tumour DNA for osimertinib
indicated for NSCLC with EGFR T790M mutation.

Tomohiro Tanaka, MS
Tomohiro Tanaka is Group Manager of Clinical Science & Strategy Dept. at Chugai

pharmceutical Co., Ltd. Mr. Tanaka graduated from Graduate School of Kyushu
University in 2000. Mr. Tanaka joined Nippon Roche K.K. after graduation and
now work for Chugai pharmceutical Co., Ltd. Mr. Tanaka has 17 years' experience
in the clinical development. In the current position, Mr. Tanaka is responsible for
leading the activities of the clinical science in the oncology field.

Tomoko Tanita

After experiences of working as a pharmacist at hospitals, she started to work at
Pharmaceuticals and Medical Device Agency (PMDA) from 2008 and assigned
to Office of OTC Drugs and Generic Drugs, involved with review of OTC drugs.
From 2014, she was transferred to Pharmaceutical Safety and Environmental
Health Bureau of Ministry of Health, Labour and Welfare (MHLW) and assigned
to Safety Division, involved with post-marketing safety measures for drugs,
followed by relief services for adverse health effects.

In May 2016, she was back to PMDA and assigned to Office of Safety I, involved
with promotion of risk communication to the healthcare professionals and the
public.

Shimon Tashiro, PhD

Shimon Tashiro is Head of the Section on Bioethics in the Center for Public
Health Sciences at the National Cancer Center, Tokyo, Japan. Dr. Tashiro received
his undergraduate degree and his Ph.D. in sociology from the Tohoku University.
His research interests focus primarily on research ethics, such as issues on the
distinction between research and practice, the ethics of innovative therapy and
the ethics of RCTs. He is also interested in the end-of-life care, professional
ethics, and history of bioethics.

Masahiro Tohkin, PhD
2011-Present: Professor. Nagoya City University, Graduate School of Pharmaceutical
Sciences, Nagoya, Japan.

2002-2011:  Section Chief, National Institute of Health Sciences, Tokyo, Japan.

1997-1999: Guest Researcher, National Institute of Health, National Cancer
Institute, Bethesda, MD USA.

1994-2002: Senior Research Officer, National Institute of Public Health, Tokyo,
Japan.

1984-1994: Researcher, Shionogi Research Laboratories, Osaka ,Japan.

1984: Graduated from Graduate School of Pharmaceutical Sciences,

Tohoku Univ., Sendai, Japan.

Kota Tokushige, MS

Mr. Kota Tokushige works for Novartis Pharma K.K. as a statistician engaged in
clinical development activities, and has over 10 years' experience as a statistician
in the pharmaceutical industry regarding clinical development of new drugs,
biosimilar products, and a cell and gene therapy product in oncology therapeutic
area. He holds a master's degree from Graduate School of Engineering, Tokyo
University of Science.

Michiko Tomiyasu, MS

M.TOMIYASU now belongs to Medical Excellence & Training in Medical Affairs
Sanofi. In Ithis position, M. TOMIYASU is responsible for supprting the training
contents in MA and has established MSL Certification Program inside this
company in 2016. Before then, M. TOMIYASU had worked in AstraZeneca over
a period of many years. MTOMIYASU has over 20 years experience in the
pharmaceutial industries, including Sales and Marketing, pricing and governmen
affairs in Market Access, MSL and Scientist on HEOR/Pharmacoepidemiology in
Medical Department. M.TOMIYASU is pharmacist, studied in Meiji Pharmaceutical
University and Master of engineering, studied in Graduate School of Keio
University. Available languages are English and French.

Shogo Tsuyuki, PhD

Dr Shogo Tsuyuki is Head of Global Development University Japan at
Novartis Pharma K.K. where he leads education and talent development in
drug development division. Dr Tsuyuki has over 20 years’ experience in the
pharmaceutical industry, including exploratory research, early clinical research
and project management. Dr Tsuyuki holds a PhD in pharmaceutical science in
Immunology.

Jorg Taubel, MD, FFPM

Dr Jorg Taubel is a medical practitioner and CEO of Richmond Pharmacology.
He has worked in clinical pharmacology for 24 years, conducted more than 400
early phase studies ranging from first time in man to proof of concept and is
author of over 50 publications in scientific journals with extensive experience in
cardiology, neurology, gastroenterology and ethnic bridging studies.

He is a Fellow of the Faculty of Pharmaceutical Medicine of the RCP (UK), the
Institute of Directors and Honorary Fellow at St George's University London. He
is a member of the AHPPI, the RSM, JSCPT and the ACCP, Regent of the AGAH
and a founding member of EUFEMED. He lectures on the AGAH basic human
pharmacology course and at the University Pompeu Fabra, Barcelona.
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Maki Uchimura, MBA

Maki Uchimura, MBA, is a member of Clinical innovation & business integration
of Medical Development Unit at Eli Lilly Japan K.K. Uchimura has 7-year GCP
computer validation expeience, and transformation project experience. (e.g.
Medidata RAVE Japan launch for PMSS market) Before joining Eli Lilly, leading
life science industory consultancy at PricewaterhouseCoopers Japan for change
management and computer system implementation

Shizuko Ueno, RPh

Ms. Shizuko Ueno is Senior Director, Group VI, Clinical Development Department,
DAIICHI SANKYO CO.,LTD. She joined the Pharmaceutical Division of Suntory Co.,
Ltd. after graduating from university and transferred to Daiichi Suntory Pharma
Co., Ltd. (current Asubio Pharma Co., Ltd., subsidiary of DAIICHI SANKYO) in
2002. She works for DAIICHI SANKYO since 2010 (including 3 years for DAIICHI
SANKYO RD NOVARE CO., LTD.). She has over 25 years' experience in clinical
development.

Jin Uesawa, MBA

Jin Uesawa is the president of Japan Medical Data Center. The company builds
claims database and offers real world data and analytical services. It participated
a pilot project by PMDA and pharma companies to conduct a PM study using
JMDC database in a GPSP-compliant manner. He also leads, as a member of
Association of Medical Database in Japan, to develop an industry's voluntary
GPSP guideline for database vendors.

After the completion of MBA program at Carnegie Mellon University, he joined
McKinsey and Company where he worked on many aspects of pharma industry
and healthcare system, such as initiatives to enhance productivity in clinical trial
and PV operations, and to solve the drug lag problem working with regulatory
agencies.

Hisashi Urushihara, DrPH, MS

Dr. Hisashi Uruhihara is a Professor, Division of Drug Development and
Regulatory Science, Faculty of Pharmacy, Keio University. His research area
is pharmacoepidemiology, pharmacovigilance, and regulatory science. His
academic training and experiences were based on epidemiological methodology
at Kyoto University School of Public Health, where he received his doctoral
degree in public health. He has also job experience in clinical development
and pharmacovigilance at Eli Lilly Japan for 13 years before starting his
academic career. He is an active executive board member of Japan Society
for Pharmacoepidemiology and the Japanese Association of Pharmaceutical
Medicine, a member of DIA Advisory Committee of Japan, the vice-chairman
of the East Japan ethics committee of Japan Epidemiological Association,
and a member of the international affairs committee of Japanese Society of
Pharmaceutical Health Care and Sciences.

Susumu Wakabayashi

| am Pharmacist of Kyorin University Hospital and in charge of Drug Information
section of Hospital Pharmacy and HIV care team. | graduated from school of
Pharmaceutical Science of Toho University. | am a visiting lecturer of school
of pharmacy of Tokyo University of Pharmacy and Life Sciences. | am a
councilor of Kyorin Medical Society. | am a director of the Japanese Society of
Drug Information. | have a license to Drug Information Sepcialist, Healthcare
Information Technologist, Sports Pharmacist, Regulatory Science Expert
(Pharmacovigilance).

Toshifumi Wakai, MD, PhD, FACS

Education
3/1999 PhD (Doctor of Philosophy) in Surgical Oncology

Niigata University, Graduate School of Medicine, Niigata, Japan
3/1992 MD (Doctor of Medicine)

Yamanashi University, School of Medicine, Yamanashi, Japan
Professional Experience
12/2012 - Professor and Chairman
Niigata University Graduate School of Medical and Dental
Sciences, Division of Digestive and General Surgery, Niigata,
Japan
Associate Professor
Niigata University Medical and Dental Hospital, Division of
Digestive and General Surgery, Niigata, Japan
Assistant Professor
Niigata University Medical and Dental Hospital, Division of
Digestive and General Surgery, Niigata, Japan
Surgical Resident-Fellow
Niigata University Medical and Dental Hospital, Division of
Digestive and General Surgery, Niigata, Japan

4/2010 - 12/2012

10/2003 - 3/2010

4/1992 - 9/2003

Toshihiko Watanabe

Mr. Toshihiko Watanabe is the Advisor of Japan CRO Association he used to
be their Vice President. In DIA-Japan Mr. Watanabe was a Program Committee
Member of CDM, the Program Chairperson of MIP, a Steering Committee
Member and is also a recipient of the Outstanding Service Award in 2008.
Mr. Watanabe has over 30 years of experience in Pharmaceutical and CRO
Companies, including Management of Biostatistics, Clinical Data Management
and Quality System of ISO9000. Mr. Watanabe is a Managing Director of Bio
Venture company, PRO and IT Venture company. He is also the Advisor of some
IT Companies.

Duu-Gong Wu, DrSc, PhD

Dr. Duu-Gong Wau is the Senior Director of Regulatory Consulting with expertise
in biosimilar regulatory strategy. He previously worked at US FDA with the last
position as Deputy Division Director in CDER/ONDC, before joining PharmaNet/
i3, then PPD. At US FDA, he participated in the reviews and approvals of many
biotech products and worked as a member of internal and ICH working groups
and committees, including FDA Follow-on Biologics (biosimilars) Workig Group
and ICH Q5E and CTD-Q. At PPD, he participated in in the development of
many MAb and therapeutic protein biosimilars at various clincal stages. Dr. Wu
completed his Ph.D. degree in Biochemistry and Molecular Biology at University
of Maryland School of Medicine and postdoctoral study at Johns Hopkins
University School of Medicine, before he joined FDA.

Naoyuki Yabana, PhD

Dr. Naoyuki Yabana is Director of Office of In Vitro Diagnostics. He joined PMDA
in 2006, and since 2011 to 2014 he was Review Director in Office of New Drug
Ill and responsible for the review and scientific consultation of psychiatric
and neurological drugs. Since 2014 to 2016 Dr. Yabana was Head of Japanese
Pharmacopoeia Secretariat. He holds PhD in biophysical and biochemical
science from the University of Tokyo.

Yasuhide Yamada, MSc, MPM

Ex-Director-General, Office for Pandemic Influenza and New Infectious Diseases
Preparedness and Response, Coordination Office of Measures on Emerging
Infectious Diseases (EIDs), Cabinet Secretariat, Government of Japan

Mr. Yamada’s academic background is environmental science and policy
administration. He has a Master of Science from Hokkaido University (Japan)
and a Master of Public Management from Carnegie Mellon University (USA).
Mr. Yamada, as an officer of Ministry of Economy, Trade, and Industry (METI)
and Cabinet Secretariat, has long career in policy-making and negotiation with
foreign governments. Through July 2014 to July 2017, Mr. Yamada led to plan
and implement preparedness and response on infectious disease threats; Ebola,
MERS, Zika, AMR, etc.

Takuhiro Yamaguchi, PhD

Dr. Takuhiro Yamaguchi is currently a Professor at Division of Biostatistics,
Tohoku University Graduate School of Medicine and a Director of Clinical
Research Data Center, Tohoku University Hospital. He is also a former Project
Professor at Department of Clinical Trial Data Management, Graduate School
of Medicine, The University of Tokyo. He has about 20 years experiences as
clinical trial statistician especially in the flied of oncology and palliative care.
His research interests include quality management system and clinical outcome
assessments.

Noboru Yamamoto, MD, PhD

Dr. Noboru Yamamoto is a director of the department of experimental
therapeutics, National Cancer Center Hospital (NCCH), Tokyo. Having graduated
from Hiroshima University School of Medicine in 1991, Dr. Yamamoto specialized
in oncology and is working at NCCH since 1995. In 2013, he became a director of
the department of experimental therapeutics, and his current main interest is in
lung cancer chemotherapy, the early development of new anticancer drugs, and
the development of biomarkers.

Yuji Yamamoto, MD, MBA

Yuji Yamamoto is a founder and chief executive officer at MinaCare, Co., Ltd.
which manages over three million people health data for better care. He
concurrently serves as an advisor of the Ministry of Health, Labour and Welfare,
dedicating health care system innovation.

Before starting these careers, Yuji worked as a cardiologist in Japan, specialized
in electro-physiology. He spent six years as a practitioner in several leading
hospitals including University of Tokyo Hospital and Tokyo Metropolitan
hospitals.

Yuji received his M.D. degree from University of Tokyo and his medical license.
He is a board certified member of the Japanese Society of Internal Medicine, and
holds an M.B.A. from Harvard Business School.
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Reiko Yanagihara, PhD

Dr. Reiko Yanagihara is Deputy Review Director of Office of in vitro Diagnostics
in Pharmaceuticals & Medical Devices Agency (PMDA). She joined PMDA in
2009 and served as reviewer in the area of biopharmaceuticals, biosimilars
and in vitro diagnostics. She is responsible for leading companion diagnostics
working group in PMDA which discusses regulatory issues and the development
of relevant guidances. Dr. Yanagihara holds a PhD in Molecular Biology from
Osaka University and served as an Assistant Professor at Graduate School of
Medicine in Kyoto University after postdoctoral training at Carnegie Institute of
Washington/Howard Hughes Medical Institute.

Manabu Yanagisawa, PhD

Dr. Manabu Yanagisawa is an Associate Director of Japan Regulatory Affairs at
Eisai.Co., Ltd. in these 13 years. He joined Eisai in 1992 after graduate from Tokyo
Institute of Technology with a master degree. His carrier in Eisai started as a
medicinal chemist at the Tsukuba Research Laboratory. After 6 years, he was
dispatched to the Tokyo University of Science (Prof. Mukaiyama) for 2 years and
7 months, and received a Ph. D. in pharmacology.

His carrier of regulatory affairs started in 2004. Scince then, he has been in
charge of many projects and comitted promoting the development and obtaining
the approval. He is @ member of the RA committee of JPMA. Furthermore, he
contributes to DIA as a facilitator of RA-Training Course.

Kazuki Yasuda, MD

Dr Kazuki Yasuda is Director of Department of Metabolic Disorder at Diabetes
Research Center, National Center for Global Health and Medicine. Dr Yasuda
is a physician scientist whose special focuses are diabetes mellitus and other
lifestyle-related diseases. Dr Yasuda has been engaged in nation-wide research
projects such as the Millennium Genome Project for type 2 diabetes mellitus in
Japan and the multi-omics analysis projects of human disease samples including
adipose tissues (obesity) and liver (NASH). He is now one of the coordinating
scientists for GAPFREE Program.

Kan Yonemori, MD, PhD

Kan Yonemori is Chief physician of Department of Breaset and Medical
Oncology/ Experimental Therapeutics at National Cancer Center Hospital,
Tokyo, Japan. Dr Yonemori had medical revierwer experience in Pharmaceuticals
and Medical Devices Agency and for visiting reasearcher in US National Cancer
Institute and Food and Drug Administaration. Dr Yonemori is one of lead
Principle Investigators in National Cancer Center Hospital, Tokyo and he lead the
field of oncology drug development scene for rare cancer.

Shigeto Yonemura, MD

Shigeto Yonemura is an associate Professor of civil law and medical law in the
Graduate Schools for Law and Politics in the University of Tokyo (Japan). He
graduated from the Faculty of Medicine in the University of Tokyo in 2000, and
worked as a cardiologist in several hospitals in Japan (2000-2013). He was given
a master’s degree in law by the University of Tokyo (the Graduate Schools for
Law and Politics) in 2004. He was an associate professor in the Graduate School
of Law in the Tohoku University (2005-2013), and since 2013 he has been in the
University of Tokyo. He published many papers on civil law and medical law. His
research areas are tort liability, product liability, medical malpractice, regulation
of biomedical research etc.

Yusuke Yoshimoto

Mr. Yusuke Yoshimoto is Senior Manager in Trial Management groupat Eli
Lilly Japan K.K. In this position, Mr. Yoshimoto is responsible for leading
study management activities in BioMedicine therapeutic area, which focuses
on Neurodegeneration, Immunology and Pain diseases. Mr. Yoshimoto has
over 20 years' experience in Eli Lilly working for study management, project
management, strategic outsourcing and organization management. Mr.
Yoshimoto has granted Master degree for Organic chemistry from Nagasaki
University in 1996.
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seeking to increase their knowledge, connect with global stakeholders, and truly drive insights to action in
their everyday job functions.

Why Join DIA?

* DIA communities, a dynamic network of like-minded individuals Member-exclusive subscriptions to the DIA Daily and
looking for solutions, providing a discussion forum, and seeking Therapeutic Innovation & Regulatory Science (TIRS)

to find solutions by harnessing the power of a network beyond
your own organization Be part of a global forum where everyone can freely, openly,

and accurately share information on diseases, treatment
Access to a broad range of focused conferences, meetings, and modalities, regulatory policies, clinical trial development, value
training opportunities that will allow you to enrich your own and access, and more
knowledge, your understanding of the health care system you
work in, and give you the ability to integrate best practices from Unigue access to thought leadership that is not available
multiple health care systems elsewhere

Favorable rates on conferences and trainings

Learn More and Join at DIAglobal.org/Membership
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DIA Community

What is “DIA Community”’?

DIA Communities are one of the many member benefits that DIA
offers. Each Community provides a discipline-specific community
where members can share common experiences and knowledge
and connect with others in their field.

The core purpose of Communities is to bring industry, vendor,
academic, regulator, payer, healthcare provider, and patient
groups together to interact in a neutral forum to network, share
learning, discuss topics and issues, and develop resolutions of
relevance to a particular functional area or topic associated
with drug development.  While learning sharing (including
program development) and networking are core to Communities,
identifying and dealing with industry issues can be where
Communities bring value back to the drug development industry
and ultimately their membership.

Communities also assist DIA in identifying professional
development needs in particular interest areas, and in providing
information to members to meet their career and professional
development needs.

Benefit s of DIA Communities

Members share common experiences and knowledge and
connect with others in their field. Members can involve directly
or indirectly to program development of relevant DIA Workshops.

Members are part of Japan and global community, and can
participant meetings, learning sessions or events of both.

ABOUT COMMUNITY

Global DIA Communities
(as of Oct 2017)

Clinical Data Management
Clinical Research
Clinical Trial Disclosure

Document & Records
Management

Good Clinical Practice &
Quality Assurance

Legal Affairs
Medical Science Liaison
Patient Engagement

Preclinical Sciences &
OSWG

Project Management
Regulatory Affairs

Students

Clinical Pharmacology

Clinical Safety &
Pharmacovigilance

Devices & Diagnostics

Electronic Regulatory
Submissions

Information Quality,
Compliance, & Technology

Medical Communications
Medical Writing
Pediatric

Professional Education,
Training & Development

Quality Risk Management
Statistics

Study Endpoints



14t DIA Japan Annual Meeting 2017

ABOUT COMMUNITY

Introduction of Japan DIA Communities

Clinical Operation-Monitoring (COM) (Representative:

Kazumasa Sugao, Mitsubishi Tanabe Pharma Corporation)

Welaunched “Clinical Operation*Monitoring Community (COM Community)”in
2014 with the aim of offering a program to exchange information for Clinical
Operation and Monitoring. And we have proactively exchanged views and
opinions about the participants’ perspectives, where participants’ impression
showed high level of satisfactions to our activities. We continue our activities
periodically and extend discussions.

We have focused on the topic of “What'’s the gap between the actual and
ideal conditions at the clinical trial sites and how to overcome the GAP” and
continued discussions since last year. This year, we specifically focused on
our concrete actions to solve the GAP and enjoy discussions.

Every COM community participant is an important player. Let’s discuss how
to make Clinical Operations better with us!

Pharmacovigilance & Labeling (Representative: Rei Maeda,

Eli Lilly Japan / Rie Matsui, Pfizer Japan Inc.)

DIA Japan Risk Management workshop and DIA Japan Labeling workshop
were annually held from March 2014 and November 2011, respectively. The
4th RM workshop was held in May 2017, which objective was to deeply
consider what risk minimization materials are proper for patient-centric
tools from risk communication perspective. The 7th Labeling workshop to
discuss mainly new labeling guidelines will be held in February 2017. We will
gather trends of regulations worldwide regarding risk management system
and Labeling that consist of key elements of pharmacovigilance, share them
and discuss issues.

Clinical Strategy Community (Representative: Yoshinobu
Tanaka, MSD K.K.)

This is a new community that started in 2015. Under the key words “strategy”
and “tactics”, we have a meeting every 2 months and share methods and ideas
to address daily work issues. Taking advantage of the varied backgrounds
and strengths of our members, we are aiming for active participation by all
attendees. Members are from Industry, CRO, and Academia. Feel free to join
us!

Clinical Data Management (Representative: Motohide Nishi,
Medidata Solutions Co., Ltd.)

The activities of DIA's Clinical Data Management (CDM) began with
the first DIA CDM annual workshop in Japan held in 1998. Since data is a
common language in the world, the need for DIA CDM activities, which
is a place of global communication, is high, and Workshop has been held
continuously every year. From 2017, we started to exchange opinions in the
CDM community as we respond to changes in the environment surrounding
CDM. Let’s further strengthen collaboration with the European and US
communities as the CDM community in Japan, sharing the latest technology
and information, and proposing new idea from Japan.

Medical Communication (Representative: Keiko Tsumori,
MSD K.K.)

Medical Communication Community is newly launched in 2017 which aims
to discuss“what” and“how” to better deliver drug information from health
authorities and pharma to patients, to identify remained as an unattended
or emerged issues, and to address solutions collaboratively. We discuss
continuity and planning of drug information, consistency of message in CTD,
RMP, package circular and post-marketing materials, various issues related
to publications and others.

Examples for our activities are support for drug information session (V5-S2,
V/5-S3) and chatting session at this DIA Japan annual meeting, and 1st DIA
medical communication workshop on the 12th December 2017.

We will welcome all members from different divisions of health authorities,
academia and pharma (pharmacovigilance, product labeling, medical affairs,
medical information, medical writing, and regulatory affairs and others) for
new activities. Please contact DIA Japan to know more about the details if
you would be interested in our activities.

Project Management (Representative: Koichi Konno, PM

Consulting Positive Intention)

The primary purpose of Japan based “PM Community” of DIA is to improve

“entire throughput of drug development” in Japan. Any health care / drug

development related stakeholders, not only pharmaceutical industries,

but academia, regulatory authorities, investigational sites, are welcomed

to participate in the community for their learning and networking, The

concrete activities are as follows:

- Planning and executing project management track of DIA annual meetings

- Planning and executing project management symposium

- Development and holding Project management training program (very
entry level to application level)

- Holding community regular meeting

- Activities to introduce project management in academic research and
regulatory affairs processes related to drug development

-Planning and participating in US/EU DIA annual meeting as project
management community.

-Learning knowledge, technique, tools and operations of project
management with collaboration, and sharing recent experiences

Please join us if you are interested in participating in the above activities. Not

only project managers and project management office members, but study

leader, study manager, coordination staff, team members are all welcomed as

long as s/he is interested in team activities, project management, leadership

development, and so on. Join us!

Regulatory Affairs (Representative: Manabu Yanagisawa,
Eisai Co., Ltd.)

We have provided including of planning and management various Training
courses regarding regulatory during the past in DIA Japan, such as RA
Training course, FDA IND/NDA Training course, EMA RA Training course,
Regulatory Communication Training course and Cell Therapy Products
Symposium. The attendees of these training courses are not only persons in
companies but also persons in health authority and academia, and we hear
that every course has a high reputation. Regulatory Affairs Community has
started since 2014, our community members keep contribution and support
for these planning and management.

To accommodate the various regulatory environments, we will try to prepare
the opportunity for exchanging information and building up a personal
network among the RA community members. The chatting session at this
DIA annual meeting is one of examples for the activity.

Six Sigma (Representative: Kazuo Ichikawa, Daiichi Sankyo
Co., Ltd.)

The Six Sigma Community was established to expand its concept/tools in
R&D sector, to provide opportunities to utilize Six Sigma in real-life setting.
Six Sigma was developed as a quality management system but it has been
embedded as a systematic approach in problem solving. The members
consist of the certificated Six Sigma experts/consultants as well as beginners
working in clinical development. The members meet monthly to discuss the
specific Six Sigma topics with real-life examples, to make a proposal at DIA
Japan Annual Meeting/Workshops. The topics include various fields related
to clinical operation, data management, and so on. If you feel there is any
problem around you, let’s discuss to resolve it by Six Sigma together.

Statistics (Representative: Satoru Tsuchiya, Sumitomo
Dainippon Pharma, Co., Ltd.)

The Japan Statistics Community was first established in 2004 as a part
of “Program Support Team” for the Biostatistics track at the DIA Japan
Annual Workshop, and it was formally established as the Japan Statistics
Community (at that time, called SIAC) in 2007. The Japan Statistics
Community meets quarterly to share and discuss various matters in the
process of drug development from statistical perspectives, and propose
sessions for DIA Japan Annual Workshops. Examples of topics include
adaptive design, model-based drug development, CDISC, efficient safety
information after launch, drug evaluation with small clinical trials. Addition
to that, “Basic Statistical Concept Workshop for All Non-Statistical Clinical
Research Professionals” is provided by this community.

Japan Communities to be established in the future

There are many DIA Communities which exist as Global Communities, but
not as Japan Communities. If you are interested in any of such communities,
please join Global Community. You can communicate with DIA members
outside of Japan. Or you can newly establish Japan Community! Please
contact DIA Japan if you would like to know more details.

How to join DIA Communities

To join Japan Community:
Please contact to DIA Japan
(Tel: +81-3-6214-0574, Fax: +81-3-3278-1313, Japan@DIAglobal.org)

To join a Global Community:
Login into DIA Global Site http://www.diaglobal.org/en
* Please become DIA Member if you are not.

Move to Move to My Communities, and pick up the community of your choice
from EXPLORE COMMUNITIES tab.

Please visit “DIA Booth at Japan Annual”
to get more information!
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Drug Safety

Drug safety is a primary concern throughout the medical product
development life cycle. This eLearning program provides the
knowledge you need, from regulations and requirements through
premarket review and postmarket monitoring. The comprehensive
program includes six self-paced modules that have been designed
using the latest instructional strategies.

 Introduction to Drug Safety

» Drug Safety Regulatory Requirements

* Premarketing Clinical Trial Safety

* Postmarketing Safety Management

» Basics of Signal Detection and Pharmacoepidemiology
« Safety Audits and Inspection

Drug Development and Life Cycle Management

Drug development is an incredibly complex and risky endeavor,

one that even experienced organizations will fail at more often than
they succeed. This six module program will help you understand
how companies structure their efforts and utilize their resources to
improve the odds of successful development, and minimize the risks
associated with shepherding a new drug candidate through the
development process.

* QOverview of Drug Development

* Phase 2 Studies

» Discovery and Preclinical Testing Phases
* Phase 3 Studies and Regulatory Review
* Phase 1 Studies

* Phase 4 and Life Cycle Management

Medical Communications

DIA’s Medical Communications Program includes eight modules that
cover topics any medical and scientific communications professional
needs to know.

 Literature Searching Statistics for Medical Affairs
 Literature Evaluation US Regulatory and

« Database Management and Compliance Considerations
Medical Inquiries e Crisis Management

¢ Medical Response Product Labeling
Excellence

Clinical Trial Fundamentals

This program designed to provide a practical context to help
clinical research professionals learn about conducting clinical trials.
Using an interactive case study with realistic scenarios designed

to illustrate the learning points, this three module program follows
the activities of a fictitious clinical investigator and her staff as they
conduct a clinical trial.

¢ Clinical Trials: Study Preparation
¢ Clinical Trials: Study Initiation
¢ Clinical Trials: Conducting the Study

Informed Consent: Comprehensive Concepts
and Components

This comprehensive module explains the components of a
complete and appropriate consent form as specified by the
International Conference on Harmonisation (ICH) and the US FDA,
as well as guidance for the creation and appropriate wording of
these components. It also includes a discussion on the benefits
and concerns with electronic informed consent, and presents
publications and projects that explore the use of eConsent.

To get a Free Trial of Our eLearning Solutions, Ask Questions, or Request a Custom Proposal, Contact Heej.Ko@Diaglobal.org

Visit DIAglobal.org/eLearning for more information




DIA Japan Nihonbashi Life Science Building 6F, 2-3-11 Nihonbashihoncho, Chuo-ku, Tokyo 103-0023 | Japan+81.3.6214.0574 | Fax +81.3.3278.1313 | Japan@DIAglobal.org

DECEMBER
1st DIA Medical Communication Workshop in Japan
DECEMBER 12 | NIHONBASHI LIFE SCIENCE HUB

2nd DIA Cell Therapy Products Symposium in Japan

DECEMBER 15 | KFC HALL, RYOGOKU

JANUARY, 2018

2nd DIA Project Management Symposium in Japan
JANUARY 12 | NIHONBASHI LIFE SCIENCE BUILDING

FEBRUARY, 2018
21st DIA Annual Workshop in Japan for Clinical Data Management

FEBRUARY 19-20 | HULIC HALL, ASAKUSABASHI

8th DIA Labelling Workshop in Japan

FEBRUARY 23 | NIHONBASHI LIFE SCIENCE HUB

MARCH, 2018
6th DIA Clinical Operations and Monitoring Workshop in Japan

MARCH 8-9 | KFC HALL, RYOGOKU

12th DIA Asia New Drug Conference in Japan

MARCH 26-27 | TOC ARIAKE

APRIL, 2018
4th DIA Medical Device Symposium

APRIL 16 | NIHONBASHI LIFE SCIENCE HUB

JUNE, 2018
11th DIA Regulatory Affairs Training Course

JUNE 2018-MARCH 2019 | TKP TOKYO STATION CONFERNCE CENTER

7th DIA CMC Forum in Japan

TBC | TBC(TOKYO)

TBC, 2018
7th DIA FDA IND/NDA Training Course in Japan

TBC| TBC

8th DIA Project Management Training Course in Japan
TBC | TBC(TOKYO)

Visit DIAglobal.org for more information.
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EXHIBITORS’ SHOWCASE

Luncheon Seminar by Platinum & Gold Supporters

November 13", Monday

12:45-13:30

VENUE 1: 605/606 Seminar room

Platinum Supporter: A2 Healthcare Corporation
Japanese language only

118138 (8)12:45-13:30

VENUE 1: 605/606 XF—)b—L
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November 13", Monday

12:45-13:30

VENUE 6: 101 Seminar room

Gold Supporter: Medidata Solutions K.K.
Japanese language only

118138 (A)12:45-13:30

VENUE 6: 101t F+—Jb—L
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November 13", Monday

12:45-13:30

VENUE 7: 102 Seminar room

Gold Supporter: INC Research Japan

Current and Emerging trends in Real World Evidence access and
use
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November 14t Tuesday
12:45-13:30

VENUE 2: 607 Seminar room
Gold Supporter: CROée Inc
Japanese language only
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EXHIBITORS’ SHOWCASE
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Luncheon Seminar by Platinum & Gold Supporters
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BEPHEDTER A VA7 T4 75y raveaunEd,

BERLERCHEZED TV CER BFRDEEMAREICELNT. TN
ZTNOINGDEREBA TR T NERBELEAL . VOTDEZSEE
FODV)1—23y 1 ZBL T EHORERROL Y M eB2 by yavz
RHLET,

November 14t Tuesday

12:45-13:30

VENUE 3: 608 Seminar room

Gold Supporter: inVentiv Health Japan G.K.

Supporting the product lifecycle through database evaluations

118148 (K)12:45-13:30

VENUE 3: 608t 37+ —)b—L
FHAVIIVTATANIVRIvINVEREH
F—RAR—AFHEEEC BT 7 FA7IVEBDYR—
EXSBEEDTOLICENTCERT —4N—RFTNETICLE4AGEER
THAWVWSNTEE U, B EAE/ \E— O HEE B U - REIR R DB,
HERYIAL—avIlLBBERRUEROFTA. GERU R 2MEICE
THEBETDRIEICE VT EET —2ZN—ADRAREFE>TWVET, FE
S HREAEDEEICEHTSHE D] (GPMSP) ' S EEFDRLIERTEER
DFBERUHERDELE | (GPSP) NDIFTTHEH 2018 F 4 BICHIEGPSP
DHIAFESNTUVET, ZOREICLY . EBEET—ZN— 2 BHRARE
BRELTHWBTENTREICEYET, BT — 2 N—X (3. B REERR
BOZERML 7 b FEREOERZZEOEBELF. EF /LT EDERN
BENET,

TDESBEEET—ZN—RUE UTIVT—IV R - F—42 & L TERR T RO
FRRICHT2EMEARELESLET, £fe. T—E2N—ADSEEHEN
BUTIVT—IVR-TET VAN RS AT S0 )VEBRURSERED
BEERTTETLES. AT 3y T Tld. TOH L EZDBEERDOLE
BeEH R— T BIDdDT —EZN— AN T ERIERICOVNTERL
%7,

ATLEYT—avDEGFREA!

ORARTHAROB VT —E2X—ADEE

@BERICEITEBT —EZN—ADTOIRNR

GEREAEHIEHHTA) EFAZE. B2 M BRG & ERMBAHEKRUE
(b DT R—MIBW e T —2 X=X DD B

November 14", Tuesday

12:45-13:30

VENUE 6:101 Seminar room

Gold Supporter: PAREXEL International
Japanese language only

11A14H (A) 12:45-13:30

VENUE 6: 10137+ —Jb—L

FH LIV A 2—FatiIbik &t

Patient Centric Protocol Optimization

Bnfer o o7Ora—ik. B - 22 EOBIZEER T BT
TIHRAHERPEESADSRTEHBNINGLEDOTHEITNIEEVEE A,
INLTEIVORED 7 7A—FICKW BRTFAVICEB TR — M
RifiETHDDRREZRELE T H/RELTCEEZEVIV— MNABEDRE
B 7O a—/LEBFEOE L. ZLT7ONI—IVRETER/IRICINZ S
TEDTEET,

November 14", Tuesday

12:45-13:30

VENUE 7: 102 Seminar room

Gold Supporter: OmniComm Systems

A Unique Advance Preview of the Next Release of TrialMaster, the
World’s Most Innovative EDC System

118148 (&) 12:45-13:30

VENUE 7: 102t 37 —Jb—L

F{#:0mniComm Systems

TrialMasterDXHA) ) — R DAFRIIABEA Rk
SLEHMNEEDCEBELTHYE T, TrialMasterDRH 1) — R DAFR
DNRAANRY MEATTHBHFRLETE T, 2E HATHENERXBA
WicLE L TrialMaster ¢ A\ KBV —A Tl —H—a >R —TT
AZADREF TN ESICEFOE/NAIVERMHAREESNE I, 2018FH)EE
KR ERIBNLET,

EARYMIBWT FRICODVWTTEBNWLET,
HAFEBEEEC.FTLTT—2ATETD

[iPadE W e T —RZANETZ R VT EFH
BETABBOERIGRERW T —2 AN BIDeProv)ai—3>
DFERIFARE)

=+ —I(& OmniComm Systems®Chief Technology OfficerCdrsKeith
Howellsh 7LV K9 (AAREBNDREERERDY) e 7 v TITL—F 5>
FrfRHENLET,

Please find the content in English from the link below:
http://diaexhibit.org/luncheon-seminar
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EXHIBITORS’ SHOWCASE

coffee break presentation by silver Supporters
Venue: InnovationTheater (Reception Hall)

November 12, Sunday a o
15:25-15:35 o MarkLoglc®
Silver Supporter : MarkLogic

Pharmaceuticals and Medical Device Manufacturers leverage real world
data to characterize diseases and patient populations develop products and
therapies, and assess use of current competitive in-market products. With
its flexible data model, MarkLogic empowers these companies with faster
data integration and harmonization, assured data governance, and the
enhanced insight they need to accelerate development of real world
November 13*", Monday

evidence.
ORACLE
10:40-10:50

Silver Supporter : Oracle Corporation Japan

11A13H(A) 10:40-10:50

EE BET SIS

BRPKR&D/N—/3/

ERFRBIR DRI P IR ML UT IV T — IV R F— 2 RAIDERG LR
EBLCFROIL Y FICAG oA STIVANVASA TV ADYY1—23
ETRALET,

November 13t", Monday
15:40-15:50
Silver Supporter : PPD-SNBL

11813H (A) 15:40-15:50

FE KB AREPPD
TITRCGTA—INIVTEIFBATAAIVA Y THA—3>-0Y
272 — DN H—ER

PPD Medical Communicationsid. 25F L Elch iz BB DER-E
H-EEEBRICEATEA T+ A= a v P R—MEBERELTENIE
LTeo G ¥V T oA TV AR BFLIEDS N TH— VATt
LY R EBOMECBLU—BLIEBRFITEIER T HHDFEIN
7O REEFNERMERICCERN TOOV 20 M 2—H—E
Az BRELTEX LI, PPDOMRE I 55058, 7 O—/VULEED Y — X
FHMEEMELRARE T V7 Ty I THEMF — LD EEN G
ATARIVA Y THA—=232)a1—2a v ERHELTHEVET,

D YYa v TIEPPDATA AT a2 r—a XD YEENBARL
T ITINT Ty THIRIC BT 2B MEDFHAZ T8 TBEEY,
More than 25 years of experience with customized medical, drug and
device information support. PPD’s Medical Communications team provides
industry-leading contact center services built on strong processes and
innovative technologies that deliver performance excellence, operational
efficiency and consistent results while ensuring regulatory compliance.
PPD has the capabilities, global resources and flexibility to offer a single-
source medical information solution, with specialized teams in Japan and
Asia Pacific. In this session, we will explain our general capabilities in Asia
Pacific region.

November 14t Tuesday
10:40-10:50
Silver Supporter : ArisGlobal KK

118148 (X&) 10:40-10:50

FE: 7IRTO- 1k Ett

5959875y b 74—L LIFESPHEREIZEKY, i€k 7Ot X
HARIBIC—#

$EPOEERETCOMERISIR TSV b T+— L ArisGlobal
LifeSphereld. 24 7 A TV AERICBEW T HARRDOEE L. 11HE
FOHENRDE LESITIRTDIERDIcDHIT VAT LFEES LT
T—R2EE FORBEARRLET,

November 14t Tuesday
15:40-15:50
Silver Supporter : Vitalograph Japan Co.,Ltd.

11814H (k) 15:40-15:50
FE:N120557 - Iv N Ett

Centralized Data Capture System

Vitalographl&Spirometry, e-Diary®ECGD 7 — 2z &% Central
Database C—tBECESR T —EAERHLTVE T, ZFELIT—2IZ
OverReaderéMENZEFEMRIPREDF v I ETWN.CTOT—2HE
mElicEF5LET,

RTBFITIE, SponsorDIBTE 74— W b CT— 2= LE T,
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EXHIBIT BOOTHS STAMP RALLY @

Win a prize by participating in our “Stamp Rally“

AAVTSV—RADA—RFHBAV T LRNYTICAITWE T, ZDA— FZERHFBLTEHBEEZHBL A2V TZRLTH50T<
EWVISMEM EEFNIEENGHEm%E. BICQ20EMU EEHAHITIIDIA Japanlc CiEZ 1TV BBEERZEXICCEEY W LE
T EH DA FICOTDRHENTOVBHBEEEDRZ Y T ERFRLTESL 118148 (A) D16:00E TICTFOBERTICT
RECEEWV A—REBIEMAICRMmELELLET,

Please find a stamp rally card in the congress bag. Please visit exhibitors’ booths and get their stamps. DIA Japan will provide you a
small gift with more than 15 stamps, and a big present with over 20 stamps in a drawing by DIA Japan later the meeting. Please note
that all stamps of supporting companies that are listed on this card with company logos are required. Please return your card back to
the registration and information desk on the 1st floor by 16:00 on November 14th. We will give you a small gift in exchange for your card.

AE275") 18112 / Supporters

O
$#CROe2 FUJITSU

group

& Viedoc.

FEZEDE / Last Year's Prizes

TIR)VH A (CASIO EXILIM)
ASUS LTERSZ 7L b
2017EDIABARERBINER
JTBA®FT%5 (10,000M3)

SEEDI AN/ Winner's Comments

DIABAFRDBEEDREHDIS128#)8.DIA Japan KWRAZY TS —IKGEENTCADFRHSERICHBLERT I 2IVH X
IHHBELELIEDERE N EER LT FERB VDT T 2 EADSDIBID RN RN Tl WefeWeT IRV A X
FIEFAR—VEREICEREREEF O CEATETVRVWTHBYE T, HIDESTEVE L, ENERBERN)

BEF AR T2 —Z 70U BHDER (BHDVRATLF) iMESNTfc LI ESICREMD EHOTRVWEDLTLIL. HYHNEST
EOE T, REIDDIASIIDE GBI BIILIEWEE2TVETY, (R AEREERM)

oK RAZ Y TZEDcD T+ LWL TIHELE LI EED T LY bW RIFHEIEBOTEVEFEATL . TERZE W
e RWEBRICIE RS ICUSKY T IRy F UL 2 JEROTLEVE L BODIFTEWI VAR AT LE Y MW RV KD T ETH
SNULD DT, HBUNESITEVWE LT, (R NERBMERN)

E1I3EDABAERICTCF SVDORERMICHISNTAZ Y TS —HIBICHKRLE LT BEECS LIc A XY M TED ST BN
FTOWRIFIC REDERE LHE2017F DIABKRFRBMERIES Z A — /L TCW W EICIZBZR W E Lic ETERHHLTVE T,
HEFIZT —ADHERAZ VT —cB NN TAL—XICESIENTE KL ERIBBAI EWLOGFEZBIF I ELBERATL. S
FEH|EMERLACLTVE T, (R ERARESL)

AZVTS)—TAREBICERDEB LRI BOTELHERATLILD G IRITHZTREIT CRERBLELL. BMTEILICERDHS
KHMGANVICITRSFELRESLVERZAELTEITZCEZHFL AZY TS —IKE Lo BMER TEE VL ERN
T (EAEBRHERD)
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A2 Healthcare Corporation 53/54
IAY—ANIVRTTHRET

A2 Healthcare Corporation (A2) is one of the largest CRO in Japan with
more than 1400 professionals. A2 will provide full CRO services along with
our broad therapeutic expertise and resources.

Please make a brief stop at A2 booth and grab some “FamilyMart
Collection” series (snacks, drinks, etc.) distributed to all guests for FREE.
We are looking forward to meet you at DIA.

IAY—NIVAT TR (A2) 1140002 % T 2ERERD 7 IV
—ERXCROTHY . BELGZARELLSFI LY —XICEDE BEERE
BROT—EXZEBHALTWE T . 70—V AFCROTHSPRA
Health Sciencesttd D¥BEAIGIRIEICKY . BAZEGIVFFatib
A2 T4 ZmRELTVET,

SELTSFF P R—RZ—ELTTVFavtei+—=ZREL. IV —A
VAT 7 DEMGERY —ERDTRNZ W LE T,
BRE|BNDT—ATIESESFamilyMart - CollectionETHARL T A
HFLRLETTEVE T, BIR BBLLILEVWETLOBEVRL LS
3

EREAE HECED =K

Email : endo-michinari@a2healthcare.com

Tel : 03-3830-1136
Fax : 03-3830-1201

Agatha Inc. 55
ThHY %R at

B -BRRIRONEE 7 OY LY MR TIER. B RE T 2HDY
SR —ER & ERERE. MEE ., EERESR (R CRO. SMO. BRI
EREEITRBLED,

BARFOMEKEL SFHLLVEFEACELBIHENSLEH, - EEZE
U BARDOEMPEEICL > THFRFDALITEOOGEANEICERT ST
EEETIVELTVET,

info@agathalife.com

Almac Pharmaceutical Services K.K. 59/60
TIVR Y7+ 77— 1—T1HhIb- H—EX¥kR

TV Y IIERE b7 A IV SV Rkt EE D MAE — K g ZEH|
BEY—EXTONAE =TT, ZE KE. ¥V HR—IVRUTBX (8
R)ICTHEZB L. 2REEHIIS000 ANEBAE T, 7L v IHTIRM
TEBZT—ERE N AR —H—DHE -FIF. RS, WHBEF. A
EREED—R - —EIELEIR. S TS FT— TR I AVMIXRS (IVRS/
IWRS) hoOBEEEEL T ZIHICRATVWET, BFHNEY)1—300
ey O—/NIVICTREEETOREVWTEYET,

AR F

maiko.nakamura@almacgroup.com

ArisGlobal KK 18/19
7URTO—-NILkR et

ArisGlobal transforms the way life sciences companies bring new products
to market. Our LifeSphereTM cognitive technology integrates machine-
learning capabilities to automate the product lifecycle. Our deep expertise
combined with long-term perspective delivers insights, efficiency,
compliance, and lowers TCO through multi-tenancy.

ArisGlobal has offices in the US, Europe, India and Japan. For more
information, visit arisglobal.com or follow ArisGlobal on LinkedIn and
Twitter. 7URT O—/\)UIETIGZICH LiTfc GRREE5 L. ZA 751
IVRABEDREREE—FHLET. BHDAT 747 77./0I =&
RS T7HA7IVOEE LD OITHEMEBERENRELTVET. K
ROROEPIMHIE RANGESRZBEZORR M. 2>V 751
TR RIVF TV MeBUTCORIMEPMER TN TUVET,

TR B=/NVERE BN, A FEXUBRICSZHE KU
BIERAERMT Bz, arisglobal.com, Linkedinds KU Twitterd 283
<feELy,

Email : info@arisglobal.com

Tel : +813 6304 5462

Asia CRO Alliance 29
Asia CRO Alliance (ACA) is an alliance of niche, regional CROs to partner
together to enhance clinical research in Asia. Our members are well
established local CROs spread over Japan, China, Korea and Taiwan. Our
clients are small to medium size pharma, biotech and medical device
companies, as well international CROs with limited in-country capability.
We provide single administration, contract and management resource for
global clinical trials making the process seamless.

e-mail : info@asiacroalliance.com
Website : http:www.asiacroalliance.com

NPO ASrid

ASrid is a non-profit and sole organization for mutli-stakeholders in Rare
and Intractable diseases. ASrid is committed to providing the valuable
service/system for “connecting” and “creating” with/among them “to
patients, for patients, beside patients.”

contact@asrid.org
https://asrid.org/en

Bioclinica 39
NAF D) Zh-Irv NV

INAF Y ZHIFEFERBERICB VRS ES ST ERRBREF DY
—ERT7ANAZ =TT, I\ A7) ZHIF30FEULDIREEF L. SF
RAC—2aV BB TSARR—I AV VIAR=AREZZ) Y
JEDCEEGeV ) ZHIVY ) 1—a v ERHLTVE T, T5IC /N1 A
) ZHlk BEDFHEAERREFDHDYUBIREDIIDTQTHEED T
TERECGHAGRELF2I M) —FMHEEZE L BGR2ZET. DERE
SHE, 77— OIS VAT —ECRERMELE T,

Kimberly Salgueiro, CONFERENCE AND EVENT LEAD

Office +1-267-757-3085
www.Bioclinica.com



14t DIA Japan Annual Meeting 2017

EXHIBITORS’ SUMMARIES

C3i Solutions 15
QGiv)a— 3V XE BEEH B KU CRONERABROFE M R — M f
—ERERHLTWST O—/\ILEETI,EDC, IVRS/IRT, CTMS, ePROD
24B5E365HD S S/ Y R— M TR BEILEDE Y —EXTX
IO BREEEE MESRRTE. RA TV REDT —EX
RELTHEIET,

Website: www.c3isolutions.com

Contact: Kenji SAEGUSA

Mail: ksaegusa@c3i-inc.com
Phone: +81 80 3578 5873

Cenduit Japan G.K. 31
ETFAMv N Ir NV EREH

IRT (IWRS/IVRS) (b LTe PR #EE LT KUMRMGERDEME
BELET,

TITEREGYO—/INIVTOEERERRBELEMN/ UV EE LT,
RO Z—XISCe @ EIRTY — E X ERHBLE T,

HP: www.cenduit.com

E-mail: kazuyuki.ito@cenduit.com
Tel: 03-4530-9638

Certara G.K. 44
H2—-SaESHt

Certarald. EEMAXORBE(LEERMROM L2 BIEL. ERREZE
BT T4 —EREZRHE TS —T4> 7 T0/N (X =T
T EERBARDNOI—T YNV RE T EBHFLGIFR/N—MMIKDE
EHROREPRAHET VY& Il —avEMcis EERD
AL IR — VvV Ve A ERENICH R— M LE T BXE %
IFEMRICRONAFRRELE - XV Fr—F v ERIV-THT T -354|
HREFEI ATV MRISEE>ICEVET,

Certara is a leading provider of decision support technology and consulting
services for optimizing drug development and improving health outcomes.
Certara’s solutions, which span the drug development and patient care
lifecycle, help increase the probability of regulatory and commercial
success by using the most scientifically advanced modeling and simulation
technologies and regulatory strategies. Its clients include hundreds of
global biopharmaceutical companies, leading academic institutions and
key regulatory agencies.

Tranomon 4-chome MT Bldg Il 9F, 4-2-12 Toranomon, Minato-ku,

Tokyo, 105-0001 Japan
TEL: +81 (0)3 6432 4890

Clinical Research Hospital Tokyo 64
—MR#tEEAN | CRMIE VAV —FERERER

7 Z AV —FRREREGE BRAREBROKFEE L K E R, i EE
FEBRE & LRRPREIER - ERIRIAZE DBEF 2 O AT KR PHITH LW E
ERABBOIEL T VY AEEBITHANGEIT BEOMIFEROTRDE
FBILEMELLEVWEESOTVETY,

Yoshiyuki Morisawa

03-3355-7200

Covance 34/35
Covance Inc,, the drug development business of Laboratory Corporation
of America Holdings (LabCorp) headquartered in Princeton, New Jersey,
USA, is the world’s most comprehensive drug development company,
dedicated to advancing healthcare and delivering Solutions Made
Real®. Information on Covance’s solutions can be obtained through its
website at www.covance.com.

Contact information: Harumi Triton Square Office Tower Y 8F

1-8-11, Harumi, Chuo-ku, Tokyo 104-6108 Japan

Phone: +800.6568.3000 / +81-3-6837-9500

Fax number: +81-3-6220-3575

Email: www.covance.com/contact-us

CROeée.INC 38
HRet/nT

CRO&e” IL— & FERE10,0005EHI (T 2 <A X) 2205888 £ DEERAE
NRE\EZFELTULBPRO (Patient Recruitment Organization) T9, &
EHT6H ADRERIERT A b EER_EWEBI PHOAITFHE LB Y
MAYOOIEES WBREDTIV— AV IHSEERE. TOE—Y
AVICERE T HRREDN B TCRETALEEMEDIZa Zr—ay
EYR—PLCVET. FBRARTCORE - REEAZXRRT AR
BEARL V2T —EXPRERITT TURREERFONIVATT
T R—rEHRELTOET,

Name : Ken Nomura

Tel : +81-3-5953-2108
Mail : nomura@croee.com

CRScube Inc. 14
TV ITRFa1—T

CRScubeld 757 FR—REEREERY 7 b7V ) 1—2a v aER#ELT
WET HRERETR/IMELERERBELTE2HRAZI A XAfEEEY 2
— IV RTFLTHBR Ot R ERICREDERERLELE T, ZLDORE
2P CRODEER Y — R MTCRScubex IR B EHAEwww.crscube.
net CTHEER<IEELY,

CRScube is an in-house developer and provider of cloud-based eclinical
software solutions. Through our customizable and modular systems that
minimize trial costs and optimize efficiency we ensure the best results from
first planning to final closure. Find out why more and more Pharmaceuticals
and CROs are choosing CRScube to support their clinical research, at www.
crscube.net, and learn how we can improve your study.

Tel : +82-2-722-7275

Email : help@crscube.co.kr

Fax : +82-2-722-7280
www.crscube.net

Daiko Printing Co. Itd. / Daiko Crea Co. Itd. 36
KAER%R L / 41300 THatt
KIEIRIT IV — T IS EZRREMRICEHE LIRS T, a1 CABR. B
K HEE) b5 Lk (BE mRERE. RES) FT.EERDHSWD
57T —RICHBVWTREGHRIMZEER W e LE T, KTehRZ1ER T 5
[ UCDDEZZEW AN TAICBLOWT A ITMEbYRT W1
V1 TRELTVET,

KAERIKA R EFREHRET =HHR22E0:] E=HEt
t_kiyomiya@daik.co.jp TEL:03-5401-0831

A7V IR EER BEILX

r_watanabe@daik.co.jp TEL:03-5733-2209
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Envision Pharma Ltd 62
Envision Pharma Group provides:
Evidence Communication Services — publications and medical

communications, market access

Technology Solutions — publication software Datavision®, request and
project solution Visiontracker®, Medinfo™, Library™, and the innovative
platform for medical affairs: iEnvision™

Envision has 13 offices across UK, US, Serbia, Japan, and Australia and
employs 560 team members, including >220 writers and >100 technology
team members. Envision has >110 clients, including 19 of the top 20
pharmaceutical companies

EPS Corporation / All Right Technology Inc. 6
1—E—IA%hRat / BREHHFNEHT

le-CatchJIE 72U FICTIRBEEINIERABEZAA—IZDEEZ A B
HETBEDCVRT LT AVAT Ll REBE TCOHRBNRE T2,
BREELELEDC/RTLELTRELZSO— MetgsED M. /mEF T
Vi EDKEEDRREATHY. BE FEF E0NPTEZIYE e
LTVET,

EPS Corporation

TEL : 03-5684-7577

Mail:prj-sd@eps.co.jp

All Right Technology Inc.
TEL : 03-5805-2943
Mail:ecatch.support@allrighttech.co.jp

ERT, Inc. 20
ERTHRA &1t

ERTIE B EHRIEFODEKRAERE T2 LT BT DITREBERELTE
eClinicalf —ERZREL BV E T HEOFRRR N BELEET —
2EI3B0EEEMFHE (EREOERY —EXBLURIVEZ—EZ2
>4 Thorough QT&RER. IME) . 2 HEE (eDiary/ePRO/BYOD) | EEFEEIR
(T3—.CT.MRTZ) . ME0%: 28 (ARS/ERSHEEHLODAN A0-t" -970-4-4—) ZED
T —RANEPHRF A HRIRETCRALCEYE I, 7 a—/ LT R—
PRIEIZ1 0, 00 OHEREBA.CNETS5 5 0 U EDHAEIERAIICERT
DY —EALFIATNE LI BAERICE W THRCKILR. BAEAZ
BLCINTOY—ERSAVDRENEY. 5 0 0L EOFBREZEL
TBYE LI ZOM RBMISER TER VSV RBILR—F 427V —)b
PEEIVS—IAVNY— IV FHBE L —Z2 Y VIS TIVTINA R
DY —ERELRELTHIET,

ERTE—/LRIEY

Email: japan.sales@ert.com
Tel : 03-3561-1531

Faubel & Co. Nachfolger GmbH 22
We offer customized products and services for clinical trial labeling.
The portfolio includes label design, booklet labels of up to 113 pages,
overprinting and routing as well as blinding solutions for IMPs. The
Faubel-Med® label allows an automatically update of expiry dates.
We provide custom-tailored RFID label, including software to support
originality protection as well as track-and-trace along your supply chain.
In addition to our headquarters in Germany, we have sales offices in
Europe, Asia and the United States.

Schwarzenberger Weg 45

34212 Melsungen

Germany

Tel: +49 5661 73090

Fax: +49 56617309149

e-mail: info@faubel.de
www.faubel.de

FUJITSU LIMITED 32
ELEHNaH

BBV I T TIE EERBAREEDEEFR\DZREY ) 1—3 VDR
. PMDABRNDBEFEHFET — b A VAT LDWEE. EERBZREAD
BFHIVT VAT LDEAY R—MIED W EEEREELEESD
CBBEROEBNDRLWCEZEBZT>THEIET,

SR ALY 2 —2ar A M aTBRAIEL,
http://www.fujitsu.com/jp/solutions/industry/life-sciences/
contact-life-forum@cs.jp.fujitsu.com

IBM Watson Health 2/3
IBM® Clinical Development from Watson Health™ is a global SaaS solution
that can help transform trials and accelerate delivery of needed therapies
to patients in the Cognitive Era. With a robust EDC system at its core, the
platform offers researchers access to hidden insights and end-to-end vis-
ibility into trial data. Scalable in feature and function, the solution can be
tailored to any trial size or phase. Watson Health: Empower Heroes and
Transform Health. Visit http://www.ibmclinicaldevelopment.com.

Contact: Simon Hawken
e-Mail: simon.hawken@uk.ibm.com

ICON plc 33
ICON plc is a global provider of drug development solutions and services
to the pharmaceutical, biotechnology and medical device industries. The
company specialises in the strategic development, management and anal-
ysis of programs that support clinical development - from compound se-
lection to Phase I-IV clinical studies. With headquarters in Dublin, Ireland,
ICON currently, operates from 97 locations in 38 countries and has approx-
imately 13,100 employees.

Contact Information

Mr. Hiroshi Ichikawa

+813 4530 4391
Hiroshi.lchikawa@iconplc.com
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INC Research Japan K.K. / inVentiv Health Japan G.K.
TAIRD— )G —F-TvNVER A4 46/49/50/51
AVTIVTATNIVRTv NGRS

INC Research/inVentiv Health (Nasdag:INCR) is the only fully integrated
biopharmaceutical solutions organization. Our company, including a Contract
Research Organization (CRO) and Contract Commercial Organization (CCO), is
purpose-built to address new market realities where clinical and commercial
share expertise, dataand insights to accelerate biopharmaceutical performance.
With more than 22,000 employees and the ability to support customers in
more than 110 countries, our global scale and deep therapeutic alignment
enables INC Research/inVentiv Health to help customers successfully navigate
an increasingly complex environment. For more information on our Raleigh,
N.C.-based company, visit incresearch.com or inventivhealth.com.

The company was ranked a “Top CRO to Work With” among the top 10
global CROs in the 2017 CenterWatch Global Investigative Site Relationship
Survey. Our purpose is Shortening the Distance From Lab to LifeTM -
creating better, smarter, faster ways to speed important therapies to
market.

TAIRXY— UG —F/A2 T T4T-NJVA(FAZ YT INCR) I&,
EXRICEATEZTVV ANy TV 1—2 3V ZRETEHE—DERETT,
REOHH CIE. 7Y ZAIVERRE O — v ) VERFIANEPIANE. 77— 2.
RBZHEITHCETCEERICEATE T —EANKVRRICEBEINS K
DICTEOTWE T, Bt IFBFEFEHEZFEE X (CRO) LiRFe- OV Y ILT o
T EHE(CCOZRBLTHEI.TOLIERRICRISTERRALTEZT
WET,22,0008U EOREEZHELN0AEULETEERICTT—EX
ZIRMETES HFIREOFEE L BFEEE IR T 2RV EBEZ BT 7
AIRXY— Y —=F /AT T4 TN VRSB EZIE T HIHRE
DHFTEERDFET DO DBFLEVEWNLEY, /—RXAO051F
NO—)—ZMRETHEGDFLWMEREMNIWAIZ. I T
incresearch.comX IZinventivhealth.com% B fEE LY,

1%, 20178 DCenterWatch Global Investigative Site Relationship
Survey .7 O—/\)VITTEEN T HCRODHFH S T—HEICEIEZLNCROL H
v 10IGEHEINE LTz, #41&MShortening the Distance From Lab to
LifeTM (BAZRZEDSRAE TCOERZHED D) I1ZBIZELTEIF. KUEN
e hEMD DRR G S A CEEGAREE R HBZICREIT ST EEBIE
LTWET,

TATIRZY—JH—F-Jv N\ KR4t TEL: 03-6700-4700

AVTIVTAT NIVATIvINVEREERt  TEL: 03-3516-8601

Japan Medical Association Center for Clinical Trials 8
RBHEEABRENS REREEL 52—

Center for Clinical Trials, Japan Medical Association (JMACCT) runs the
Project Promoting Clinical Trials for Development of New Drugs and
Medical Devices of the AMED. Under this project, we are conducting for
‘Research on Investigator-Initiated Clinical Trial Support’ and ‘Research
on Clinical Trial Promotion’. One of those implementation is a cloud
computing system, “Cut-Do-Square”. Its purpose is to ensure efficiency
in preparation and electronic storage of documents in uniform formats.
Contact Information

Shuji Wakai

Tel: +81-3-5319-3860 Fax: +81-3-5319-3790

E-mail: wakai@jmacct.med.or.jp
URL: http://www.jmacct.med.or.jp

Japan Medical Data Center Co.,Ltd 40
et HFXERT—2t2—

As a pioneer of Real-World health care database in Japan, JMDC widely provides
the government and other public officers, universities and private businesses.
The accumulated number of population since 2005 is around 3.7 million,
currently the largest scale claim database commercial available in Japan.

Real World Datad/ \A 7 =7, BACrEAFI BRI ARAREDL L T+ T
—ANR—R A EEFROEMZEE IR L. T — ERFEROEM A
&L T %, DBIF 20055555 0 KRR BREEREAENIF194208 A,
et BREERT—2t22—

T—AY)1—avEER WEIIV—T

T105-0012

RREAXZAPI2-5-5FRZAPIEI 125
TEL:03-5733-5011

KINGSLAKE INTERNATIONAL LIMITED 41
As the world’s largest marketing localization firm, Lionbridge combines
language expertise and operational capabilities to enable more than 800
world-leading brands to engage their global customers with the great-
est impact. We provide industry-leading translation and localization ser-
vices, as well as highly scalable global marketing solutions to fuel customer
loyalty, enhance client service, ensure brand messaging and drive global
growth. By leveraging our global operating model, flexible approach to
technology and deep language and cultural expertise to support global
marketing execution, brands are able to deliver local relevance on a global
scale.

Contact:

Jessica Rose

Marketing Communications Manager

TEL:+1 978-964-4433

E-Mail: Jessica.Rose@lionbridge.com

URL: https://www.lionbridge.com/en-us

Lionbridge Technologies 61
Lionbridge Life Sciences is a specialized business unit within Lionbridge
Technologies Inc., providing translation and globalization services
exclusively to Pharmaceutical and Biotech companies, Clinical Research
and Contract Manufacturing organizations. Lionbridge is dedicated to
maximizing global communication effectiveness within the boundaries
of the highly regulated, complex and always-challenging life science
environment.

Contact:

Miki Inagaki

Country Manager

Miki.Inagaki@lionbridge.com

TEL: +81 45 640 4621
URL: https://www.lionbridge.com/en-us

LSK Global PS 17
LSK Global Pharma Services established in March 2000 is a full service
Korean CRO in Seoul, Korea, currently staffed with over 300 employees.
LSK provides clinical development consulting services as well as
strategic clinical operations, data management and analysis services to
a number of pharmaceutical companies and other organizations in over
100 multinational studies. LSK also has experience in data submissions
to PMDA, US FDA and EMEA.

Main : +82.2.546.1008

Fax:+82.2.584.9008

e-mail : information@Iskglobal.com
Website : www.Iskglobal.com
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MarkLogic K.K. 58
For over a decade, organizations around the world have come to rely
on MarkLogic to power their innovative information applications. As the
world’s experts at integrating data from silos, MarkLogic’s operational
and transactional Enterprise NoSQL database platform empowers our
customers to build next generation applications on a unified, 360-degree
view of their data. Headquartered in Silicon Valley, MarkLogic has offices
throughout the U.S., Europe, Asia, and Australia. For more information,
please visit www.marklogic.com.

MarkLogic K.K.

22F Shibuya Mark City West, 1-12-1 Dogenzaka,

Shibuya-ku, Tokyo 150-0043 JAPAN

+813 4360 5354 (phone)

+81 3 4360 5301 (fax)

marklogic-jp@marklogic.com

T0FEL EICh > T HRARDBBDNEFN R A > T+ A—23>T7T)
r—avicMarkLogicEERLTVWE T, D7 — a0 RN G T
FRIN—hTHhBMarkLogicDARL—>3F IV & S 3FILITY
A—TSAZANOSQLT —EN—R TS b T+ — L& FE> T T— 2% HE
L&a& (1360)) ZIBIBT A RERT T r— 3V MERENTUVET,
AV NL—ICAR D B FNUIMNKE, -0y /T I 7 F =R
FSUTICEEMAHYET, BATIEFRRRAICI—7OYV v /KRR
HAERIILTOE T, 3L <IE jp.marklogic.comZ T ELEELY,
I—ravvikR et

150-0043 RSB K EKIR 1-12-1

BRI —IV T4 22

+81 34360 5354 (phone)

+81 34360 5301 (fax)
marklogic-jp@marklogic.com

MarksMan Healthcare Solutions 9
MarksMan Healthcare is a scientific outsourcing and research consulting,
committed in providing the highest level scientific evidence to optimize
the value of medicines and health technologies. We offer customized
information solutions for all stages of product’s life-cycle and therapeutic
categories. Our experienced medical writing and analytics team provides
HEOR, RWE and PRMA support to life science companies. We also provide
services pertaining to “Medical Affairs, Clinical Data Management and
Pharmacovigilance”.

Contact information - +917738389300

e-mail - amit.d@marksmanhealthcare.com

Twitter - https://twitter.com/MarksManHEOR

Facebook - https://www.facebook.com/MarksmanHealthcare/
LinkedIn - https://www.linkedin.com/company/marksman-
healthcare-solutions

Instagram - https://www.instagram.com/marksmanhealthcare/
YouTube - https://www.youtube.com/user/marksmanhealthcare

Medidata Solutions K.K. 11/16
ATAT =2 Y)1—a v AHKN &+

Medidata is reinventing global drug development by creating the industry’s
leading cloud-based solutions for clinical research. Through our advanced
applications and intelligent data analytics, Medidata helps advance the
scientific goals of life sciences customers worldwide, including more than
700 global pharmaceutical companies, innovative biotech, diagnostic and
device firms, leading academic medical centers, and contract research
organizations.

The Medidata Clinical Cloud® brings a new level of quality and efficiency to
clinical trials that empower our customers to make more informed decisions
earlier and faster. Our unparalleled clinical trial data assets provide deep
insights that pave the way for future growth. The Medidata Clinical Cloud is
the primary technology solution powering clinical trials for 17 of the world’s
top 25 global pharmaceutical companies, from study design and planning
through execution, management and reporting.

ATAT—RE FENGET T r—2av EBER T — 2 DTEEIlC LY
BEARRERICEEZLoTV1—2ar a2 SATYA TV AERMAIFIC
IIIRR—RATRET BT AT HYINZ—T T ATAT— 2R
BEDOHRENZEOH EMRZOERICEITTEEEZLTERELI A Ta
T—RDEFIL FR700L EDT O—/\J VB P BFNG/NAF T
7./ 09— ¥ ZHBLUEREREE BROFMMZEEE. CRO (E
EIFIRES TR A 5% 9, Medidata Clinical Cloud® (&, tH5 ~
w707 O—/\JVREREISHD OB NTHOBEE T AEEDRARR
FETBLUHEDL SR B REICEDTTOEERESKEDME LIC
BHTWET,

japanmarketing@mdsol.com

Medi Help Line 5
AFANIVT LY

MediHelpLine is a Global Healthcare Outsourcing Company providing
comprehensive range of regulatory consulting and clinical trial services,
aiming for “Real Total Package Service”. Since its establishment in 1998,
MediHelpLine has become systematic and integrated professional company
and it has gained an extensive experience of drugs, medical devices,
cosmetics, and functional foods. We are now providing from a consulting
service for development strategy to outsourcing services including IND
approval, Clinical Trial Phase I-IV, PMS, OS and Post-NDA.

HP: www.medihelpline.co.kr

+82-2-6966-4165 (Business Development Team)
+82-2-6966-4100 (Rep.)

Nippon Control System Corporation 1
BZEIYbO—IVYRAT LR ST

CSViEG e BERERTIEY ) 1—3>[Sopharma]

@ SopharmaPV: 2 M IEREER X7 L for E2B(R3)

@ SopharmakPPV: HERBEAE AT L

ER/ESIEEHTH LIz Y TIVTEONR T W T — 2= E NFH, 75
TEDTHKGEHFELTHIET,
sopharma-support@nippon-control-system.co.jp
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OmniComm Systems, Inc 42/43
OmniComm Systems is a leading strategic software solutions provider
to the life sciences industry. OmniComm Systems is dedicated to
helping the world’s pharmaceutical; biotechnology; contract research
organizations;diagnosticand device firms;and academic medical centers
maximize the value of their clinical research investments. Through
the use of OmniComm'’s innovative and progressive technologies
these organizations realize efficiencies in clinical development, better
manage their risks, ensure regulatory compliance and manage their
clinical operations performance. OmniComm provides comprehensive
solutions for clinical research with an extensive global experience from
over 5,000 clinical trials.

OmniComm  Systemsi&Z A 751 T AFEFRICEDCY )1 — 3> =12 #
IB)—T1 2 INZ—TF,0mniComm  Systemsid, ZDEFHx
HRLBVHERENZE O CHRROMERG NIF T/ 0V -7
#.CRO. EEHEEA —H—RUTHTITDZENZTNUTE VT BRREF
DENFE VAV ER RFIENOHE. EEREZ RIR L BRI H5R
DARMNTA—I VR ZERAELE T, OmniComm Systems|d5,00014F14
L OBEREERD S RIAVY O—/ L DiRERE TED L. ERRBIFD =&
DEFENEV ) 1—2 3V EREVELET,

TEL/FAX: +81 3 6861 7610

E-mail: infojapan@omnicomm.com

Website: http://www.omnicomm.com

OpenText K.K. 4
F—T0T7FAMER T
F—TUTFRAMEIVEZ—T A XIEREE EIM) (BB TO—/\b
J—A—ELTHEBRNMRFE T DERDS IR RAICEREHFERE5Z A
EATOCRERLIBRA/NF VRICET B AT EER L ERIERY
MR EZ AT REPABDOBED SFRET HELEBL TR TIR
IWHERDORFAEBEIZELTVET,

Tel : 03-4560-7705
Email : sales-jp@opentext.com

Oracle Corporation Japan 21/23
BEAZ71VkNa1t

Oracle Health Sciences is a leading strategic software solutions provider
to Life Sciences & Healthcare. We are helping to transform clinical R&D
from pipeline to patient through innovative cloud and mHealth solutions
that improve patient outcomes and safety, increase pipeline performance,
and optimize clinical development efficiency. Companies worldwide rely
on us to develop and bring life-improving therapies to patients faster, while
reducing the cost and risk of clinical research.
FZTIANIVAFA TV RUETA THA LV AENIVRAT 7 RAVHITRER
BY IO T7 R TRV ) 1—a > TaNAZ T FZ7IbNIVAR
YA TV ADEFNEI ST R PmHealthy ) a1—3> %@L T EERK
DT I ALPREREHEL. BERDO/NATSAVINT+—I VA%
BN, BERFEHE O EE RBLLE T BRERMEICHITHIAXNPUR %
HIR LGOS BERDNUEL T HBFEE LV RBERELLVRERHT
BIeDIT.T—IVRTA FTHERICZLDBEBRDNELDY ) 1—3 0%
EALTWET,

hsgbu-oracle_jp@oracle.com

PAREXEL International 24/25
NLIEIV- AV 2—F 3tV et

PAREXEL International Corporation is a leading global biopharmaceutical
services company, providing a broad range of expertise-based clinical
research, consulting, medical communications, and technology solutions
and services to the worldwide pharmaceutical, biotechnology and medical
device industries. Committed to providing solutions that expedite time-to-
market and peak-market penetration, PAREXEL has developed significant
expertise across the development and commercialization continuum, from
drug development and regulatory consulting to clinical pharmacology,
clinical trials management, and reimbursement. PAREXEL Informatics
provides advanced technology solutions, including medical imaging, to
facilitate the clinical development process. Headquartered near Boston,
Massachusetts, PAREXEL has offices in 85 locations in 52 countries around
the world, and had approximately 18,900 employees.
LTIV A2 —F 3tV ikRRitE EXE R/ ERESRFAE O
SHEIERFED SAGRREE. ZERRICES T C.aWLEFIEICEIT b N
VT AT — ERAPBRREREEEER DT AT A HIVA A
— IV BCRARE T O ADMERLET R— I B5ENITY
—aVERHLTVET,

For more information about PAREXEL, visit www.PAREXEL.com.
(03)3537-5090 www.parexel.co.jp Japan_BD@parexel.com

Pharma Consulting Group Japan K.K. 10
77— AT AV T TIV=T I NVt E4t

Viedoc the eCRF solution is built to help you as investigator or study
coordinator to manage and report all the activities performed by the site. If
you’re a project manager, monitor, data manager, statistician or coder you will
also use Viedoc to access and review data. More than 380 Viedoc projects have
been rolled out in Japan.

TEL:03-6686-9100 E-mail: Junichi.sasaki@viedoc.jp
Web address: www.Viedoc.co.jp

PPD-SNBL 47/48
#BEFEFPPD

FEARIFPPD(PPD-SNBL)I&. TN E C20EITH =W EIN T DR T
FHERLTEWNE LT ERBHLR CS5002 D AEZB L THYE T, ERRE
FI T I HEPIVEIRE Y O—/ \) VODEREREHBRSEMED e DRSS HER 1 >
TN CEO T S DR \— b —ITENBEDERBWNE T,
www.ppdsnbl.co.jp

A EEEH S +81 03 68210902
Email: receive@ppdsnbl.co.jp

PQE Japan K.K. 37
PQE is your Complete Quality Solution Provider for Life Science Industry.
Global partner that rapidly supports you anywhere you require in Data
Integrity, Qualification, Compliance, Regulatory & Clinical Affairs and Third
Party Audits, to achieve and maintain compliance with FDA, EMA and other
international and local regulatory agencies. ISO9001 certified technology
solutions and consulting services company. Global capabilities deliverable
throughout the entire product quality life cycle, at very competitive prices.
PQEESA 7H ATV REEFEITDORE - AV T AT VAY ) a—3
VERBTEZRMTTEVET, FDAEMAG ERLEREICREEBL TS
D AERPCHRECHS SR TV B E . FEBEE T — 222D
REE OV Ea—2 Y AT LN 7= 3> RROER . GxPO >
TIAT VA ER BE=EBHERETT,

Contacts: Mr. Andrea Salvadori

PQE Japan K.K.

541-0057 Osaka, Chuo-ku, Kitakyuhojimachi 1-5-8, Japan

Tel: +81(0)6-6210-4374

Fax: +81(0)6-6210-4375

Email: a.salvadori@pqgegroup.com
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PRA Health Sciences 26/27
PRA Health Science is a top 5 clinical research organization that’s been in
business for more than 30 years. We are a diverse group of more than 13,000
people across 80 countries on 6 continents who are working toward better
drug development. Our drive comes from knowing that the more effectively
and efficiently we can support our partners - companies bringing hope to
patients around the world - the faster they can bring life-saving drugs to a
market where improved quality of life and more time with family are all that
matter. We keep the patients at the center of everything we do.

Candice Kent

Director of Marketing Strategy, Global Marketing
MOBILE: +1 484.885.0981

QUINTILES TRANSNATIONAL JAPAN K.K. 56/57
TGAVZAIVK NS VRFaFIb-Tv N KBt

QuintilesIMS (Ql) is a leading global healthcare provider of integrated
information and technology-enabled services. Ql is dedicated to helping
its clients improve their clinical, scientific and commercial results. Formed
through the merger of Quintiles and IMS Health, QI's approximately 50,000
employees conduct operations in more than 100 countries. QI develops
and implements solutions to help its clients maximize innovation and drive
healthcare forward. To learn more, visit www.quintilesims.com.
QuintilesIMS (NYSE:Q)l&. &R 70/ 0T — LB D HENIVA T 7 H—
ERERBTHEANG) T4V T - AV INZ—E LT BERDERER-
ALV EBE-R—T T4V DEBHD/INT+—< VXA LICERKL
TWEF,Quintiles&IMS Healthd&#HIT KW FESE LzQuintilesIMS Tl
HLZ50,000 ADHEHN100HEU ETEEILTHY. BEHRD A/ X—
2AVERKEINIVATTDRRBICEMR TSV )1—Ya VA TRRE R
B LE 9, 2L <lEwww.quintilesims.com & ELEEL,

STARSPHERE K.K. 13
ARZ—=R 747N &

RAB—R T4 THARIEETTH T+ — LOEDCIEFCTA TH AT
VRILBF BT R DNESTERE AL — T/ ICREICREICITSY
—EXETEBLEY, REOLYIVIELIRE CTHRNTAEENE
BACKYELBRBIFTBTLICEIT BT E, T —2EEDSF iR
AIHIE RS ERD Z—XITIGAE T,

SunFlare Co., Ltd. 52

HRety>-IL7

FFa XV hCROELTEERBEHEDAE—FMLEsZZEW T LE T,

As a “Document CRO®” and partner, we strive to expedite global drug

development.

RFIAYT =23V —ERATAHIVZA T 17 - EJER - QUL )

(MY )1—23 >3 —EXCAERSE A E— FEIER> X 7 L. MedDRAZHE, fth)
B —ERATAHIVZA T4 27 HE-CRAT Z L RZEEEFHE. th)

TEL: 03-3355-1276

FAX: 03-3355-3710

E-mail: Is_service@sunflare.co.jp
Web address: http://www.sunflare.com/

Clinical research support center Phasel unit, the University
of Tokyo 7
REKFEZEIHERR

EEEREAZEZ3E>2— P1(Phasel) 1=}

P1I1Zv ME BEEFHEE R R ERARE BRI B HEE 2 (F23
~27EE) DEZEOE L RARREN FHREHADRKHABREZZE THER
BICRIET HEEBEE L THRIILE LTz, (FR24E58%T)

% | {E~ESERRTEREETERR. BRPRIZT SRR R T ERRa R SRAEL CLE T,
plunit-office@umin.ac.jp

03-5800-9515

http://www.ut-crescent.jp/unit/plu/

Trifecta 30
s @ 2]

Trifecta is a global leader & trusted partner with deep experience in
clinical trial technology solutions for leading pharmaceutical, biotech and
clinical research organizations. Trifecta offers clinical trial solutions to help
deliver audit-ready compliance including: Online/On-Demand Investigator
Training, Live & Web-Based Investigator Meetings, Safety Letter Delivery
and Regulatory Document Exchange. To learn more, please visit www.
trifectaclinical.com

Office Locations: Los Angeles - Indianapolis - Philadelphia - London
- Yokohama

Address: 725 South Figueroa Street, 40th Floor, Los Angeles, CA
90017 USA

Phone: +1-310-385-8642

Email: sales@trifectaclinical.com
Website: http://www.trifectaclinical.com/

Trinity Co.,Ltd. 45
wRath) =77

EEREAZRRROOV IV T4 T R1t& LT2008FICAIZE L TLER A
BREBESHICTHERRZBALIFA/N—MHERZL. REERED
SHREE T/ O—/UVEBEAEORE. BARDRHICE D GAPH
. PMDARER DOV LT —2 3> BREEN OIER PR G ERIAL
P—EXERHELTVET,

WCHUR. DV F N TV ES—E VDT NAM T EERDDHF TELD
EREZRLTCER L. INTTORREZEDL L EIRNDIEBILAWL AR R Y
FT—U DO RFDIERZINE L LT MM GIREZEZE > TERAND
T4 7 MROEGRFEICEMLTVET,

R EENS. BEEBED DT CLREATR ANV Fvr— THTIT
HEDZEHITOTVET,

toiawase@trinity-biomed.com

Veeva Japan K.K. 12
J—N\IvINHERELH

Veeva Systemsttldy O—/\)VixZA T A TV ABERIFICI T RN~
ADYV T T "B T B ) — T4V T HYINZ—TF, R AIREDER
BRUDSNAATV/ AT —DBFOFEARHEL TS50 AR SRR =
LEMTEFNDOEEH PR L 2B SN R > T BERDORINE T R—
FLTWE Y, ZDHTEHVeeva  Vaultld. 54 7H A TV RERDELWLND
VTV EBBEHUSA TRE SN DS IR TSy NI+ — LT,
japan.info@veeva.com

Vitalograph Ltd. 28
nN20937

INAZATZTIE 193 FRIEDR/INAOA—LZDEHA—H—TI. B
PRELERICRE L TIE 20045 LIRS, Flitkae T — 2 ICHIA OIREDL B e T —
BDEVIIIVT =EN—REHN VAT LEZREL ERDZLDEEHK
ICTEBEEVWTEYET 2887 —RICTCBRLTBYETOTEUHIL
BEILIEEL,

koji.saito@vitalograph.jp Phone:03-6737-9177

Zifo RnD Solutions 63
Zifo, with offices in US, UK, Japan, France and India, helps organizations
design and develop solutions in Biostatistics, Clinical Data Management,
CDISC and Medical Writing. Zifo works with customers in over 20 countries,
including 7 of the Top 10 global Bio-Pharmas. It has been recognized as one
of the Fastest Growing Technology Companies for 5 consecutive years and
one of the Best Companies to Work For, for 2 consecutive years.

Humax Ebisu building, 7th floor, Ebisu minami 1-1-1, Shibuya-Ku,
Tokyo150-0022
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One company, purpose-built to achieve a
goal that the industry has been seeking for
a long time: biopharmaceutical acceleration.

INC Research/inVentiv Visit INC Research/
Heatlhd 7 —X46, 49-51|c inVentiv Health at
EIBIIBFISIEEL, Booths 46, 49-51

INC Research Japan K.K. Tel: 03-6700-4700 | inVentiv Health Japan G.K. Tel: 03-3516-8601

tNC Ry inVentiv

Research’ Healt h incresearch.com inVentivHealth.com
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IS REAL WORLD
EVIDENCE YOUR REAL
WORLD PROBLEM?

Your real world data is mounting and your solution‘camst
keep up with your need for faster answers and insights®

Why are you using technology that holds
you back?

MarkLogic’s Database Platform Advances Real World Evidence

MarkLogic’s flexible database platform reduces the time and cost of delivering real world evidence by enabling faster integration
of all data, regardless of source. With government-grade security and bitemporal features, MarkLogic’s database platform also
equips organizations to meet strict data governance requirements—ensuring data quality by addressing provenance, traceability,
completeness and accuracy. MarkLogic further supports enhanced discovery and faster analysis with advanced semantics
capabilities that allow users to harmonize and query across all data—and its critical metadata—to find deeper context and hidden
connections within it.

SOCIAL MEDIA S
. VISUALIZATIONS &

PATIENT REGISTRIES / -
OBSERVATIONAL DASHBOARDS
STUDIES a" . ﬁ o SINGLE ACCESS POINT
. MarkLogic® €
CLAIMS \ > @ SMART SEARCH
EMR / EHR SINGLE UNIFIED ANALYTICS,
AGGREGATED / @ | FREPORTING & METRICS
PATIENT & PHYSICIAN HARMONIZED
SURVEYS PLATFORM

Visit www.marklogic.com or jp.marklogic.com

© 2017 MARKLOGIC CORPORATION. ALL RIGHTS RESERVED. This technology is protected by U.S. Patent No. 7,127,469B2, U.S. Patent No. 7,171,404B2, U.S.
Patent No. 7,756,858 B2, and U.S. Patent No 7,962,474 B2. MarkLogic is a trademark or registered trademark of MarkLogic Corporation in the United States and/or other
countries. All other trademarks mentioned are the property of their respective owners.

MARKLOGIC CORPORATION
999 Skyway Road, Suite 200 San Carlos, CA 94070
+1 650 655 2300 | +1 877 992 8885 | www.marklogic.com | sales@marklogic.com

REAL WORLD EVIDENCE
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11:45  Patient Cloud ePRO

12:30  Centralized Statistical Analytics (CSA)

13:00 Balance RTSM

15:20 RaveX

15:35  Strategic Monitoring

17:35  Medical Imaging Clinical Solutions
BEEETEI

10:35 Regulated Content Management

10:50 Patient Cloud ePRO

15:35  Centralized Statistical Analytics (CSA)

15:50 Balance RTSM

17:35  RaveX
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10:35  Strategic Monitoring

10:50 Medical Imaging Clinical Solutions

13:00 Patient Cloud ePRO

13:40  Centralized Statistical Analytics (CSA)

15:35  Balance RTSM

15:50 RaveX
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