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@ Message From DIA’s Global Chief Executive

On behalf of our
dedicated members,
volunteers, global
association, and our
DIA Japan Team—
welcome to the 72th
Annual Meeting:

DIA Japan 2015!

This year’s meeting highlights the continual evolution
of health care product development in Japan, and is
appropriately themed “A New Horizon of Innovation in
Medicine Development.” We recently learned that Satoshi
Omura, an emeritus professor at Kitasato University,
along with Irish-born William Campbell, received the 2015
Nobel Prize in Physiology or Medicine for discoveries
concerning a novel therapy that helps in the fight against
infections caused by roundworm parasites. Omura and
Campbell will share the prize with China’s Tu Youyou,
who discovered a drug that has helped significantly
reduce the mortality rates of malaria patients. These
accomplishments serve as a reminder of the power
of international and interdisciplinary collaboration to
promote innovations in medicine development for the
benefit of patients worldwide.

Japan has long recognized the importance of getting
safe and effective drugs to patients faster. We see this
in practice through the Ministry of Health, Labour and
Welfare’s release of the Strategy of SAKIGAKE, which will
help lead the practical application of innovative medical
products initially developed in Japan, especially for
products to treat serious and life-threatening diseases.
We will also hear about other initiatives at DIA Japan
2015 that directly benefit people not only by extending
their lifespans but by improving their quality of life,
including a Keynote speech from Dr. Makoto Suematsu
of the recently launched Japan Agency for Medical
Research and Development (AMED), whose goal is to
first-track medical R&D through leadership for new
drug/device R&D partnerships between academia and
industry. Throughout the meeting, we will discuss what
Japan can do for global medicines and medical products
development, and how the country can actively engage
patients throughout the development process, as
patient-centricity becomes a cornerstone of health care.

At DIA, we continue to integrate ourselves more deeply
into the local and global health care community in order
to actively engage our key stakeholders, as we work
to catalyze the knowledge exchange that will make

real differences in the lives of so many. DIA is uniquely
positioned to carry out our mission, and our recent
Japan regional office relocation to the Nihonbashi area
of Tokyo symbolizes our commitment to be “at the table”
alongside so many leaders of Japan’s biopharmaceutical
ecosystem, working together, learning from each other,
and making a difference.

Innovation in health care will not be generated only by
industry, associations, government, and academia in
Japan, but by each and every individual in Japan. | wish
to close by thanking those individuals who shared their
expertise and leadership to create this educational forum
to discuss these innovations, including and especially our
Program Chair Akihisa Harada, MD, PhD; Program Vice-
Chair Satoshi Saeki, MSc; Program Advisors Junko Sato,
PhD, and Shingo Hasetoh; and everyone who served on
our Program Committee, whose names you will find on
the front page of our meeting program.

Thank you for choosing to join the progressive
discussions at our 12th Annual Meeting: DIA Japan 2015.

Sincerely,
Barbara Lopez Kunz

Global Chief Executive, DIA
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SCHEDULE AT-A-GLANCE

SUNDAY, NOVEMBER 15

9:00-9:30
9:30-12:00
9:30-
12:30-
12:30-19:45
13:30-14:00
14:00-14:15

14:15-14:55
14:55-15:35
15:35-16:05

16:05-16:45

16:45-17:45
18:00-19:30

Registration for Student Session
Student Session

Exhibitor Registration

Attendee Registration

Exhibit Hall Open

Welcome & Opening Remarks

2015 DIA Japan’s Inspire Regional
Awards Ceremony

Keynote Speech 1by Dr. Christopher P. Austin, NIH
Keynote Speech 2 by Dr. Makoto Suematsu, AMED

Coffee Break & Exhibit Hall Innovation
Theater Presentations

Keynote Speech 3 by Dr. Murray M. Lumpkin,
Bill and Melinda Gates Foundation

Special Panel Discussion

Networking Reception

MONDAY, NOVEMBER 16

8:30-

9:00-19:00
9:00-10:30
10:30-11:00

11:00-12:30
12:30-14:00

14:00-15:30
15:30-16:00

16:00-17:30
17:45-19:30

TUESDAY,
8:30-
9:00-16:00
9:00-10:30
10:30-11:00

11:00-12:30
12:30-14:00

14:00-15:30
15:30-16:00

16:00-17:30
17:30-17:45

Attendee & Exhibitor Registration
Exhibit Hall Open
Session 1

Coffee Break & Exhibit Hall Innovation
Theater Presentations

Session 2

Lunch & Exhibit Hall Innovation Theater
Presentations / Luncheon Seminars*

Session 3

Coffee Break & Exhibit Hall Innovation
Theater Presentations

Poster Session
Session 4

Special Chat Session

NOVEMBER 17

Attendee & Exhibitor Registration
Exhibit Hall Open

Session 5

Coffee Break & Exhibit Hall Innovation
Theater Presentations

Session 6

Lunch & Exhibit Hall Innovation Theater
Presentations / Luncheon Seminars*

Round Table

Coffee Break & Exhibit Hall Innovation
Theater Presentations

PMDA Town Hall

Closing Remarks

*Registration required.

1A158(8)
9:00-9:30 AFa1—TheyarSt
9:30-12:00 AFa—TFTrhvay
9:30- B2t
12:30- BhESSA—T>
1230-19:45 EBReBHA—7
13:30-14:00 HARDEE I AREERYE
14:00-14:15 2015 DIA Japan’s Inspire Regional Awards &1,
1415-14:55  EFFEEET (AMED iR %)
14:55-15:35  E&F5E%2 (NIH Dr. Christopher P. Austin)
15:35-16:05  d—k—TJLA7 &HRETL LV T—3Y
16:05-16:45  EFHFEES (CIL&A A A VR
Dr. Murray M. Lumpkin)
16:45-17:45 AR ¥ JVINRIVTA XY 3y
18:00-1930 1B
1A16H (B)
8:30- 21
9.00-19:00 EBTRBEA—TV
9:00-10:30 w3l
10:30-11:00 d—ke—JLA7EBETLEYT—3>
1:00-12:30 w3 2
1230-14:00 SVF&HEBEI/L LT3V
ZUF vtz — ELAHF])
14:00-15:30 w3 3
15:30-16:00 O—b—TJLAV&HEEESLEYT—3Y
RAZ—tv3>
16:00-17.30 tw>ar 4
17:45-19:30 ARy IVF vy TaT 3y
1A17H (KX)
8:30- 2ot
9:00-16:00 BRagA—7>
9:00-10:30 w3 5
10:30-11:00 d—k—JLA7 & HBRETLEYT—ay
1:00-12:30 w37 6
1230-14:.00 SVF&HBES/ LYY T—Y3av
ZUFavtzF— ELAHF])
14:00-15:30 U R7—7JIb
15:30-16:00 O—b—TJLAV&HEEEILEYT—3Y
16:00-17:30 PMDA 2> R—)b
17:30-17:45 FaniRiE
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ADVISROY COUNCIL OF JAPAN | CONTENTS COMMITTEE
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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. The
pre-meeting presentations are available until November 24. 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 16
and Day 3, November 17. 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 Reception 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.

WIFI

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

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 14 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 15
Monday, November 16

Tuesday, November 17

Web App

Access the free Web App designed for this meeting to get a wide
range of information, as well as the ability to:

* Manage your meeting agenda by Events List and My Events
¢ Stay in the know with Announcements and FAQ
* Send comments and questionnaire
» Connect to social media channels
To download, access to the following link:
http://diajapan2015.com/en/

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 17th. We will give you a small gift in exchange
for your card.

Exhibit Website

Please visit exhibit website below. By clicking the logo, you can get
exhibitor’s information.

http://diaexhibit.org/exhibitors

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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2015 DIA Japan’s Inspire Regional Award Winners

Outstanding
Contribution to
Health Award

Hiroshi Watanabe, MD,
PhD

Professor, Department
of Clinical Pharmacology
and Therapeutics,
Director of the Clinical
Research Center,
Hamamatsu University

School of Medicine

HIRER AT
Eis  #aE)

After graduation from Hokkaido
University and getting his medical license,
Hiroshi Watanabe started working as a
cardiologist in Hamamatsu University
Hospital in 1983. He received his PhD in
1988. From 1989-1991 he studied abroad as
a research fellow under the supervision of
Prof. H. M. Piper in Dusseldorf University,
Germany. Due to his growing interest

in drug development and research, he
transferred to the Department of Clinical
Pharmacology and Therapeutics in
Hamamatsu University School of Medicine
as an Assistant Professor in 1998.

He is now Professor of that department
as well as the Director of the Clinical
Research Center at Hamamatsu
University School of Medicine. He has
devoted considerable time to advancing
the promotion of research and drug
development in Japan, taking leadership
roles such as the Program Chairperson of
the Annual Scientific Meeting of Japanese
Society of Clinical Pharmacology and
Therapeutics (JSCPT) in 2011 as well as
the Meeting President of JSCPT-KSCPT-
ASCPT Joint Conference in the same year.
He has served as a member of the Japan
Regional Advisory Council of DIA from
2011-2015 and helped establish the first
joint symposium with DIA in the annual
scientific meeting of JSCPT. He also took
a role as the Program Chairperson of “the
1th Annual Meeting DIA Japan 2014”.

He is currently the President of JSCPT,

a council member of the International
Union of Basic and Clinical Pharmacology
and a Program Officer of Japan Agency
for Medical Research and Development
(AMED), and serves on several national
committees with purposes closely
aligned with the aim of improving health
and healthcare by encouraging the
advancement of clinical trials in Japan.
He also sits on the Editorial Boards for
Cardiovascular Research and the Journal
of Pharmaceutical Sciences and was the
Chief Editor of Translation of “Principles
of Pharmacology 3rd Edition” (2015).

His research interests focus on clinical
pharmacology of cardiovascular drugs,
endothelial cell signaling, pulmonary
hypertension, and vascular biology.

Excellence in
Service Award

Yoshihiro Higashiuchi,
MSc

Senior Regulatory
Scientist, Therapeutic
Area Regulatory Affairs,
Japan Regulatory Affairs,
Medicines Development
Unit Japan, Eli Lilly Japan
K.K.
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Yoshihiro Higashiuchi joined Nippon Zoki
Pharmaceutical Co. Ltd., in 1986 after
obtaining Master degree in Agricultural
Science from Kobe University. He started
his career in Research Planning division
in Institute of Bio-Active Science. From
1999 to 2004, he moved to Schering-
Plough K.K. and developed a new MOA
compound in cardiovascular disease in
Clinical Development division. In June
2004, he joined Eli Lilly Japan K.K. as a
regulatory scientist in Japan Regulatory
Affairs. Now he is responsible for the
projects of autoimmune, bone/muscle/
joint, cardiovascular and urology as a
senior regulatory scientist.

In DIA Japan 2012, he was a session
co-chair of “Regulatory Communication
between PMDA and an Industry for
Smooth NDA Review”. In 2014, he was

a one of panelists in “Virtual Meeting of
PMDA'’s Scientific Consultation: Points to
Maximize an Efficiency of the Meeting”.
He has been a Program Committee
member of DIA Regulatory Affairs Training
Course since 2008. It is a training course
for the development and fostering of
people from pharmaceutical companies,
regulatory authorities and academia
engaged in drug development. The course
consists of ten separate sessions and
each session consists of a lecture, small
group discussion and mock exercise. So
far, about 400 students including 100
PMDA young reviewers graduated from
this course. He has been a Program
Committee Chairperson of this course
since 2013.

Excellence in
Service Award

Rie Matsui, RPh
Director, Regional
Labeling Head for Asia,
International Labeling
Group Pfizer Japan Inc.
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Rie Matsui is currently Director, Regional
Labeling Head for Asia, International
Labeling Group, Worldwide Safety

& Regulatory, Pfizer Japan. She has
established Asia Labeling Hub at Pfizer in
July 2012 and the Asia Labeling Hub has
created local label updates for more than
20 countries in Asia ever since its launch
and she works with 14 affiliates in Asia.
Previously, she was a Senior Manager for
Post-marketing Regulatory Department
at Pfizer Japan. She has driven Japan
labeling for global pharmaceutical
products within Pfizer since 1993. She led
responses to support post-marketing label
changes in Japan arising from both new
data and regulatory requests. In addition,
she has successfully led development of
Japan submission labels for new global
products. She is a proponent of proactive
collaboration between global teams and
local teams in labeling management and
risk management plans prior to PMDA
submissions.

Apart from her roles in Pfizer, she is

a fundamental member of SIAC (now
community) for the global labeling
working group. Furthermore, since

2012 she has been a member of the
content committee in DIA Japan and has
contributed enormously to establishing
new workshops/ trainings in Japan.

DIA, Contents committee member
(2012-present)

DIA, Program committee member of
Global Labeling conferences (2012 and
2014)

DIA, Program committee member of
US and International Prescription Drug
Labeling conference (2010)

DIA, Program chair of 4th and 5th Labeling
workshops in Japan (2014 and 2015)

DIA, Program committee member of 1st,
2nd and 3rd Labeling workshops in Japan
(2011-2013)

DIA, Program committee member of Ist
and 2nd Risk Management workshop in
Japan (2014 and 2015)

DIA, Facilitator of 1st Risk Management
and Safety Communication training in
Japan (2015)

DIA, Session chair of 5th China annual
meeting (2013)



SUN

NOV. 15

9:30-12:00

i~"iJapanese Language Only

MAIN VENUE
INTERNATIONAL CONFERENCE ROOM

Related Interest Areas: Clinical Operations (CO), Regulatory Affairs (RA), Statistics (ST), Clinical Data Management (DM),
Clinical Safety and Pharmacovigilance (CP), Project Management (PM), Chemistry, Manufacturing and Controls (CMC), Academia (AC), Others (O)

VENUE 1
ROOM 605/606

16:05-16:45

12:00-13:30

13:30-13:45 WELCOME

13:45-14:00 OPENING REMARKS
14:00-14:15 | DIA JAPAN’S INSPIRE AWARDS PRESENTATION
14:15-14:55 KEYNOTE SPEECH 1 (DR. SUEMATSU)
14:55-15:35 KEYNOTE SPEECH 2 (DR. AUSTIN)

15:35-16:05

KEYNOTE SPEECH 3 (DR. LUMPKIN)

16:45-17:45

17:45-18:00

18:00-19:30

9:00-10:30
SESSION 1

10:30-11:00

11:00-12:30
SESSION 2

12:30-14:00

14:00-15:30
SESSION 3

15:30-16:00

16:00-17:30
SESSION 4

17:30-17:45

17:45-19:30

9:00-10:30
SESSION 5

10:30-11:00

11:00-12:30
SESSION 6

14:00-15:30

16:00-17:30

SPECIAL PANEL DISCUSSION

12:30-14:00

ROUND TABLE
Let’s Hear from AROs and R&D Head:s -
ew Medicine Devel

15:30-16:00

PMDA TOWN HALL

VENUE 1
ROOM 605/606

VENUE 2
ROOM 607

VENUE 2
ROOM 607

V2-S1 Network Meta-Analysis: New

<Start from 10:00>

V1-S1-S2 What Can Japan Do for Global
Medicine Development? (Part 1) ALL

COFFEE BREAK

LUNCH SEMINAR(PPD-SNBL)
— — — —

V1-S3 For Enhancement of Industry-
Government-Academia Collak i

(Part1)
CO, AC, O: Translational Research

V1-S4 For Enhancement of Industry-

N 1Ak
Government: C

(Part 2)
CO, AC, O: Translational Research

VENUE 1
ROOM 605/606

V1-S5 Future Drug Development with Multi-
Regional Clinical Trials Based on ICH E17
Guideline

CO, RA, ST, DM, CP, PM, AC

V1-S6 Patient-Focused Medical Affairs Roles
and Activities Beyond the Pill with Patient
Support Programs
CO, DM, CP, CMC, AC, O: Patient
— — — —

LUNCH SEMINAR(A2 Healthcare)

17:30-17:45

CLOSING REMARKS

in Japan

in Japan

Analytical Approaches in HTA and
Drug Development - Introduction
of Methodology and Its Application
RA, ST, PM

V2-S2 ICH E14: Update on Current Status
and Future Directions of Cardiac
Safety Assessment CO, RA, ST, CP, PM

V2-S3 Pi ing Clinical Devel
for Patients with Rare Diseases - Patient
Focused Drug Development in Japan

RA, CO, AC, O: Patient

V2-S4 What Drug Information Do
Patients and Their Families Really Want?
RA, AC, O: Patient

VENUE 2
ROOM 607

V2-S5 Present Condition of Regulation
for Regenerative Medical Products in
Japan

CO, RA, CP, PM, CMC, AC

V2-S6 Perspectives for Development of
Regenerative Medical Products in PMD
Act CO, RA, CP, PM, CMC, O: MA, AC, MW

VENUE 3
ROOM 608

VENUE 3
ROOM 608

'V3-S1New Era of Benefit-Risk Balance
Evaluation - Will Risk Information Keep
Increasing? - (Part 1) CP

V3-S2 New Era of Benefit-Risk Balance
Evaluation - Will Risk Information Keep
Increasing? - (Part 2) CP

V3-S3 Implication of Medical Big Data
Usage - Applicability and Chall in
Clinical Development ALL

V3-S4 Global Direction of Safety
Assessment with Pharmaco-
Epidemiology CO, RA, ST, DM, CP, PM

VENUE 3
ROOM 608

V3-S5 Risk Communication in EU, US,
and Japan - Goals and Objectives of
Various Tools including Labeling -
(Part 1)

CP,AC

V3-S6 Risk Communication in EU, US
and Japan - Goals and Objectives of
Various Tools including Labeling - (Part
2) CP, AC




Related Interest Areas: Clinical Operations (CO), Regulatory Affairs (RA), Statistics (ST), Clinical Data Management (DM),

Clinical Safety and Pharmacovigilance (CP), Project Management (PM), Chemistry, Manufacturing and Controls (CMC), Academia (AC), Others (O)

i~"1 Japanese Language Only

VENUE 4

VENUE 5
ROOM 610

VENUE 6

ROOM 609 ROOM 101

STUDENT VENUE
ROOM 102

VENUE 4
ROOM 609

VENUE 5
ROOM 610

VENUE 6
ROOM 101

[Student Session] Understanding an
Intention of Making Package Inserts as
Pharmaceutical Companies - Comparing
with What We Think of Providing Drug
Information - RA, CP, AC

VENUE 7
ROOM 102

V5-S1| of Project M Basic
Process on Clinical Research Activities Planned
and Conducted by Medical Institutes
CO, DM, CP, PM, AC,

V4-S1Use of Human Organ/Tissue for New Drug
Development

RA, CO, AC, O: Translational Research

V6-S1 The Difference between
Pharmaceuticals and Medical Devices CO,
DM, CP

V4-S2 Intellectual Property Strategles about
Medical Technol o? ucts in the Future
- Let’s Think aboul Effectlve Intellectual Property

Strategies to Grow Seeds of New Technolog

I V5-S2 Leading Innovation Leveraged by a Project havior Observation to Drug and Medical
throug] Cooperatlgn by Industry, Government

V6-S2 Contributions of Statistics and
Leadership ALL I ES

Academia Device Development ALL CO, RA, AC
CO, RA, PM, AC, O: Intellectual Property
— — — — —— — — — — -
LUNCH SEMINAR(Quintiles) LUNCH SEMINAR(Medidata)
— — — — e — — — —
V4-S3 The Next ion Drug Devel V5-S3 Fostering Further Collaboration between V7-S3 Let’s Think about Selecting Adverse
I for Personalized PMDA, Company and Academia with Efficient I V653 Tips I"or Better Dr,u 9 I':)evelopment Reactions for Labeling and How to Describe
Health Care “Project M » in Drug D Strategy in Asia - Let’s Give Honest Their Frequency

CO, RA, ST, CP, PM €O, RA, PM LB E

V4-S4 Future Perspective of Personalized
Medicines in Oncology Disease Area - Can You

V5-S4 Career-Building for Entry-Level and Mid-
Level R&D Personnel

CO, RA, ST, DM, CP, PM

V6-S4 HTA in Japan - What Should

i i ?
I Imagine How NGS Technology is Being Expanded AT IS

in Japan? CO, RA, PM, CMC, AC, O: Government

RA, ST, CP, PM, O: Pricing, Label

VENUE 4
ROOM 609

VENUE 5
ROOM 610

VENUE 6
ROOM 101

V7-S1 Call for Abstract Session
CO, DM, CP, CMC

V7-s2 How to Succeed in “The
I

Per

RA, CP

V7-S4 Future of Pharmacovigilance from
D to C | - Where is the
Spirit of ICH E2E Guideline in Japan? CP

VENUE 7
ROOM 102

V6-S5 The Future of Electronic Data

88 CRO Qutsourcing Mode pemroryand 1 vs-s5 with the Aim of Developing Pediatric Submission in Japan - Strategy for
go 0: CRO B Drugs Being Triggered by Japan ALL CDISC Correspondence

CO, RA, ST,DM

V6-S6 Towards ICH E6 Revision - Think
about How Quality Management System
(QMS) Can be Introduced in Clinical Trials
CO, RA, ST, DM, PM, AC, O: QA, QC

VA4-S6 ICH E9 (R1): Discussion on the V5-S6 Industrial Development and Growth
| Appropriate Estimands for Clinical Trials | Strategy for Biosimilars - From the Viewpoint of

CO, ST, AC the Accel ion of Bi Use ALL

V7-S5 To Fight Against Superbugs - Future
Development of Antibacterial Drugs
Surrounding Drug-Resistant Pathogens

CO, DM, CP, CMC

V7-S6 Rethinking Vaccine Policy-Making in
an Era of Vaccine Hesitancy RA, O: Policy,
Access

LUNCH SEMINAR(INC Research)

LUNCH SEMINAR(OmniComm)
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DIA 2016

52"° Annual Meeting

PHILADELPHIA, PA

JUNE 26-30, 2016

The DIA Annual Meeting provides the best opportunity to meet with people from
around the world, share your views and knowledge, experience cross-functional
content with real-world application from top speakers in the industry, and
network with peers to build new relationships across multiple disciplines.

Register today at DIAglobal.org/DIA2016
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DIA and You:
Driving Ildeas

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
Yju Get Out

DIA Communities

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

Find out more at
DIAglobal.org/Community

BJVAY

STUDENT SESSION

STUDENT SESSION Room 102 9:30-12:00

Understanding an Intention of Making Package
Inserts as Pharmaceutical Companies - Comparing
with What We Think of Providing Drug
Information

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

SESSION CO-CHAIRS

Kotaro Kogo

Graduate Student

Graduate School and Faculty of Pharmaceutical Sciences
Chiba University

Tatsuya Sakuma

Graduate Student

Graduate School of Pharmaceutical Sciences

Tokyo University of Science

Ryohei Sato
Graduate Student
Keio Graduate School of Pharmaceutical Science

“The package insert” is the only public document with legal grounds

as medical information and most important drug information in clinical
practice. On the other hand, it is said that the drug information can’t be
mentioned enough because of the quantitative limit of the space of the
papers. Then how do pharmaceutical companies choose the information
for the package insert?

In this session, we will have a lecture about the basic concepts and

role of package inserts. After that, to gain a better understanding of
medical information, we’ll have a discussion about “an intention of
making package inserts as pharmaceutical companies” and “the drug
information that medical workers demand for package inserts.” Also
we would like you to acquire knowledge and learn communication skills
actively through discussion and presentation.

Measures for Ensuring Drug Safety by Pharmaceutical
Company (Role of Package Insert)

Kenichi Akimoto
Former GlaxoSmithKline K.K.

ADVISERS

Kasumi Daidoji, MSc, RPh

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

Yasuhiro Honsho
Global Regulatory Management
Daiichi Sankyo Co., Ltd.

Hironobu Saito, PhD
VP, New Drug Regulatory Affairs Dept.
Daiichi Sankyo Co., Ltd.

Eri Sekine
Head of Oncology Biometrics and DM Department, Oncology
Development, Novartis Pharma K.K.
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WELCOME AND KEYNOTE SESSIONS

WELCOME

INTERNATIONAL CONFERENCE RooM

Ko Sekiguchi
Director, DIA Japan

Barbara Lopez Kunz (Prerecorded Speech)
Global Chief Executive, DIA

Tatsuo Kurokawa, PhD

President Elect, DIA

Professor, Division of Drug Development & Regulatory Sciences
Faculty of Pharmacy, Keio University

Kazumichi Kobayashi

Chair, DIA Advisory Council of Japan

Operating Officer / Director, Business Development and Planning
Otsuka Holdings Co., Ltd.

OPENING REMARKS
INTERNATIONAL CONFERENCE RoOM

13:30-13:45

13:45-14:00

PROGRAM CHAIR

Akihisa Harada, MD, PhD

Vice President - Development Japan
Chief Scientist - Japan

Pfizer Japan Inc.

2015 DIA JAPAN’S INSPIRE REGIONAL AWARDS
PRESENTATION CEREMONY

INTERNATIONAL CONFERENCE RoOM 14:00-14:15

PRESENTER

Tatsuo Kurokawa, PhD

President Elect, DIA

Professor, Division of Drug Development & Regulatory Sciences
Faculty of Pharmacy, Keio University

AWARD WINNERS

Outstanding Contribution to Health Award

Hiroshi Watanabe, MD, PhD

Professor, Department of Clinical Pharmacology &
Therapeutics,

Director of the Clinical Research Center,
Hamamatsu University School of Medicine

Excellence in Service Award

Yoshihiro Higashiuchi, MSc

Senior Regulatory Scientist, Therapeutic Area, Regulatory
Affairs, Japan Regulatory Affairs, Medicines Development
Unit Japan, Eli Lilly Japan K.K.

Rie Matsui, RPh

Director, Regional Labeling Head for Asia
International Labeling Group

Pfizer Japan Inc.

KEYNOTE SPEECH 1

INTERNATIONAL CONFERENCE RooM 14:15-14:55

SESSION CHAIR

Akihisa Harada, MD, PhD

Vice President - Development Japan
Chief Scientist - Japan

Pfizer Japan Inc.

With the establishment of AMED, R&D budgets in the medical sector
which various ministries and agencies have possessed separately

until now, were integrated into one. It therefore became possible to
manage research consistently, from the basic research stage to practical
application. As a result, information on drug discovery seeds, which is
found at universities and government research institutions in Japan, will
be sorted out and organized, and development of drugs at the early
stages is anticipated to move forward, all at once. In his lecture, Dr.
Suematsu will be asked to describe AMED’s organization, projects and
research areas, and discuss his views on the cooperative setup between
patients and industry-government-academia which the AMED should
aim at, going forward.

The Mission and Challenges of AMED

Makoto Suematsu, MD, PhD
President

Japan Agency for Medical Research and Development
(AMED)

KEYNOTE SPEECH 2

INTERNATIONAL CONFERENCE RooM 14:55-15:35

SESSION CHAIR

Akihisa Harada, MD, PhD

Vice President - Development Japan
Chief Scientist - Japan

Pfizer Japan Inc.

The National Center for Translational Sciences (NCATS) is one of the

27 centers affiliated with the US National Institutes of Health (NIH).

It was established in 2012 with the aim of accelerating the process of
translational research, and becoming able to deliver new treatment
methods to patients as quickly as possible. From the past measures
carried out by NCATS and NIH, as well as among corporations, patients
and NCATS, Dr. Austin will consider what obstacles exist in translational
research, and what the tasks and challenges are, thereby showing a
bridgehead for AMED’s future activities.

NCATS’ Past Activities and Future Challenges

Christopher P. Austin, MD

Director

National Center for Advancing Translational Sciences
US National Institutes of Health (NIH)

COFFEE BREAK 15:35-16:05
KEYNOTE SPEECH 3
INTERNATIONAL CONFERENCE RooM 16:05-16:45

SESSION CHAIR

Tatsuo Kurokawa, PhD
Professor, Division of Drug Development & Regulatory Sciences
Faculty of Pharmacy, Keio University

The Bill and Melinda Gates Foundation was founded in 2000. Since

then, based on the idea that every life has equal value, the Foundation
has been offering assistance to enable all people to lead a healthy and
enriching life. Specifically, the Foundation carries out programs in the
following three divisions: global development, global health, and United
States. It also carries out charity assistance as well. Dr. Lumpkin invites all
participants to think about the relationship between drug development,
which is showing dramatic progress, and global health and welfare.

Advancement of Global Health by New Medicine
Development (Tentative)

Murray M. Lumpkin, MD, MSc

Deputy Director, Regulatory Affairs

Lead Global Regulatory Systems Initiatives
Bill and Melinda Gates Foundation
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NETWORKING RECEPTION

SPECIAL PANEL DISCUSSION NETWORKING RECEPTION

INTERNATIONAL CONFERENCE RooM 16:45-17:45 RecepTioN HALL 18:00-19:30

SESSION CO-CHAIRS Please join us at the Opening Networking Reception in the Reception
Akihisa Harada, MD, PhD Hall for an excellent opportunity to see your old friends and to make new
Vice President - Development Japan acquaintances, while visiting the booths of exhibiting companies and
Chief Scientist - Japan academic affiliations.

Pfizer Japan Inc.

Tatsuo Kurokawa, PhD
Professor, Division of Drug Development & Regulatory Sciences
Faculty of Pharmacy, Keio University

The three speakers will be asked to use their experiences as the basis

to share examples of best practices and issues to pay attention to when
implementing private-public cooperation, and discuss what form future
private-public cooperation should take, going forward. We also hope

to discuss, together with the three speakers, what things we can do to
deliver new treatments and diagnoses to patients as quickly as possible,
and, furthermore, think about what we can do to contribute to global
health and welfare.

PANELISTS

Christopher P. Austin, MD
Director, National Center for Advancing Translational Sciences
US National Institutes of Health (NIH)

Murray M. Lumpkin, MD, MSc

Deputy Director, Regulatory Affairs

Lead Global Regulatory Systems Initiatives
The Bill and Melinda Gates Foundation

Makoto Suematsu, MD, PhD
President
Japan Agency for Medical Research and Development (AMED)

4t DIA Clinical Operations
and Monitoring Workshop

Clinical Operation Changes Clinical Trial

March 3-4, 2016 | KFC Hall | Ryogoku, Tokyo

The 4th DIA Clinical Operations and Monitoring Workshop is a prominent
forum where industry, regulatory and academic professionals can gather for
open discussion. This year, the forum focuses on “Clinical Operation Changes
Clinical Trial.” Discussion arising from “Risk Based Approach to Monitoring”
demonstrates a growing need for change and improvement in operations
and monitoring of clinical trials, while at the same time, ICH has made big
changes in clinical development at the global level. E6 (R2), E9 (R1) and E17
are under discussion based on the current status of the global development
and current clinical trial environment. Countries other than Japan, US and EU
will have greater involvement in ICH activities, and further advancements in
global development can be foreseen as a result of the increase in discussion
and involvement from pertinent sectors.

Register today! DI /\
Visit DIAglobal.org/COM to learn more. A
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Related Interest Areas: Clinical Operations (CO), Regulatory Affairs (RA), Statistics (ST), Clinical Data Management (DM),
Clinical Safety and Pharmacovigilance (CP), Project Management (PM), Chemistry, Manufacturing and Controls (CMC), Academia (AC), Others (O)

SESSION 1 9:00-10:30

V1-S1-S2 Room 605/606 10:00-12:30
What Can Japan Do for Global Medicine
Development?

Related Interest Area(s): ALL
Level: Intermediate

SESSION CO-CHAIRS

Akihisa Harada, MD, PhD

Vice President - Development Japan

Chief Scientist - Japan

Pfizer Japan Inc.

Tatsuo Kurokawa, PhD

Professor, Division of Drug Development & Regulatory Sciences
Faculty of Pharmacy, Keio University

Japan medical system has been highly rated by WHO World Health
Report because of Japanese unigue universal care system and
accessibility to hospital, and has achieved a goal of providing high-
quality medical service with patients.

On the other hand, medical science and advanced medicine technology
are making remarkable advance, and they will lead to not only academic
medical research but also new medical treatment, and will expected to
contribute to global and citizen’s medicine. Consider what Japan can do
for the global medicine in the field of national health by using Japanese
medical and research infrastructure.

According to the relief of device/drug lag in Japan, now Japan approach
for regenerative medicine and drug development is catching up and is
going to overtake US/EU Given the situation, in this session, speakers
and panelists from regulatory, industry and academia perspective
would discuss what are Japanese strengths and how Japan can play an
important role in a field of global medicine development.

Healthcare and Medical Research in the Information Age
Ryozo Nagai, MD

President, Jichi Medical University

TBA

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

Toward Acceleration of Innovative Drug Discovery

Masafumi Nogimori
Representative Director, Chairman of the Board
Astellas Pharma Inc.

Realizing Japan’s Potential in Global Drug Development

Carsten Brunn, PhD
President and Representative Director,
Bayer Yakuhin, Ltd.

Panel Discussion

All speakers above

V2-S1 Room 607 9:00-10:30
Network Meta-Analysis: New Analytical
Approaches in HTA and Drug Development -

Introduction of Methodology and Its Application

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

SESSION CHAIR

Koji Oba, PhD

Associate Professor, Dept of Biostatistics, School of Public Health
The University of Tokyo

This session will introduce the new analytical approach “Network meta-
analysis”, which can be used for quantitative decision making in drug
development and health technology assessment (HTA). In this session, we

would like to show you how effective Network meta-analysis is and what we
need to consider for the appropriate use of Network meta-analysis.

Network meta-analysis is the methodology of generalizing the meta-analysis

of the comparison between two drugs. It can provide the following effective

information by combining the study results with more than 2 drugs (e.g. Drug
A vs Drug B, Drug B vs Drug C, Drug A vs Drug C).

(i) In-direct pairwise comparison of two drugs; even if no direct comparison
results available.

(ii) Higher precision of treatment difference between two drugs; by
combining all of the study results of direct and indirect pairwise comparison.

The results from the network meta-analysis can be widely used when
comparing new drug in development with a standard drug, determining
margin of non-inferiority or bio-similar studies or health technology
assessment.

Application and Consideration of Network Meta-analysis for
Effectiveness Evaluation of Pharmaceutical Product

Yosuke Fujii, PhD

Pfizer Japan Inc.

Application of Network Meta-Analysis Aiming to Establishment
of Target Product Profile

Shumpei Arano

Analytical Specialist, Japan Tobacco Inc. / Data4C’s K.K.

Implementation of Bayesian Network Meta-analysis to Improve
Medical Product Development

Karen L Price, PhD

Research Advisor, Eli Lilly and Company

V3-S1 Room 608 9:00-10:30

New Era of Benefit-Risk Balance Evaluation - Will
Risk Information Keep Increasing? - (Part 1)

Related Interest Area(s): CP
Level: Intermediate

SESSION CO-CHAIRS

Osamu Komiyama

Senior Manager, Pfizer Japan Inc.

Rei Maeda

Senior Regulatory Scientist

Surveillance & Epidemiology

Global Patient Safety, Japan Quality and Patient Safety, Eli Lilly Japan K.K.

In general, safety information increases depending upon drug exposure.
Within few years after launch, reporting rates incrementally decrease until
reporting is flat. In this session, experts from three regions will present the
difference between ADRs and risk, and the difference between efficacy
and benefit, which situations mean that “benefits outweigh risks” and how
to express it, who assesses the benefit-risk balance, and how to utilize it.
Organization, specification of responsible persons, and current and future
issues regarding tis benefit-risk balance assessment will be addressed in a
panel discussion representing these three regions.

Personalized Medicine and Benefit-Risk: Impact on REMS and
Other Approaches to Safety
Stephen P. Spielberg, MD, PhD

Editor-in-Chief, Therapeutic Innovation and Regulatory Science (TIRS),
the official journal of the DIA

Current Trends in Benefit/Risk Assessment of Medicines and
Regulatory Impact from EU Perspective

Xavier Luria, MD

Chair and Senior Consultant, Drug Development and Regulation
Former Head of Safety and Efficacy of Medicines at the EMA

TBA

Shinobu Uzu

Director, Safety Division, Pharmaceutical Safety and Environmental
Health Bureau, Ministry of Health, Labour and Welfare
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V4-S1 Room 609 9:00-10:30

Use of Human Organ/Tissue for New Drug
Development

Related Interest Area(s): RA, CO, AC, O: Translational Research
Level: Intermediate
Language: Japanese Language Only

SESSION CHAIR

Satoshi Toyoshima, PhD

Professor,

Faculty of Pharmacy, Graduate School of Pharmaceutical Sciences
Musashino University

It is essential to utilize human organ/tissue (biomaterial) for new

drug development. Unnecessary organ/tissue in case of human organ
transplantation is effectively utilized in the US/EU. However Japanese
scientific society tends to hesitate to utilize unnecessary human organ/
tissue for drug development because Japanese feel it is morally at fault.
The first speaker will provide a summary of the background, including
the current situation and problems. The second speaker will provide his
opinion from the legal and the ethical viewpoint. Then, two speakers from
academia and a pharmaceutical company will discuss the matter from
their standpoints.

Usage of Human Organs, Tissues and Cells for Research in Japan
- Past Activities and Challenges For Future -

Katashi Fukao, MD, PhD
President, HAB Research Organization

Use of Human Tissue for Medical Research: Its Ethical and Legal
Basis

Saku Machino

Professor Emeritus

Sophia University

Utilization of Human Cell/Tissue for Drug Discovery and
Development: Expansion toward Precision Medicine

Ikuo Horii, PhD
DSRD Global Consultant
Global Research & Development, Pfizer Inc.

Significance of Human Tissues in Drug Development: Prediction
of Pharmacokinetics of Investigational Drugs in Humans

Hiroyuki Kusuhara, PhD

Professor

Graduate School of Pharmaceutical Sciences
The University of Tokyo

Q&A AND SUMMARY

V5-S1 Room 610 9:00-10:30

Introduction of Project Management Basic Process
on Clinical Research Activities Planned and
Conducted by Medical Institutes

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

Language: Japanese Language Only

SESSION CHAIR

Shuji Sumida

Department Manager, Quality & Regulatory Compliance Dept.,

Quality & Regulatory Compliance Unit, Chugai Pharmaceutical Co., Ltd.
DIA Japan PM Community

In order to effectively manage a multicenter, investigator-initiated

clinical study (hereinafter abbreviated as a “multicenter 11S™), especially

to clarify roles and responsibilities and share work and activities among
institutions, a business unit which conducts managing activities for that
study (hereinafter referred to as a “central office”) is often placed. One of
the critical success factors here includes, but not limited to, making sure
the communication and collaborations are secured and effectively working
among all stakeholders, including the”central office,” medical institutions,
contractors and so on.

In this session, we will introduce an effective and practical application

of project management skills and technigues which can maximize the
utility of limited human resources in medical institutions. In addition, we
will discuss what is necessary to fulfill individual work responsibilities and
optimize communications among stakeholders of IIS and leverage their
strength based on the practical experiences from project management
points of view.

Lecturers

Yoko Kazami

Kitasato Academic Research Organization, Kitasato University
Kayoko Kikuchi, PhD

Research Associate

The Center for Clinical Research, Keio University School of Medicine
Koichi Konno, PMP

Chief Executive, PM Consulting Positive Intention

DIA Japan PM Community

Atsuo Nakagawa, MD, PhD

Assistant Professor

The Center for Clinical Research, Keio University School of Medicine
Ai Okazaki

Translational Research Center, The University of Tokyo Hospital

V6-S1 Room 101 9:00-10:30

The Difference between Pharmaceuticals and
Medical Devices

Related Interest Area(s): CO, DM, CP
Level: Beginner

SESSION CHAIR

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

Since the Cabinet has approved to position the health care and medical
field as one of major growth strategies of the Japanese government,

it inevitably gives way to new entrants from different industries to the
field and encourages innovative technology introduced for medical
treatment. While a boundary between pharmaceuticals and medical
devices is shown by the newly-enacted Pharmaceutical and Medical
Device Act (PMD Act), combination products related to both areas have
been actively developed and from a viewpoint of medical devices area
there are some cases where pharmaceutical companies have difficulties
in the development of such products due to a lack of knowledge about
medical devices. In this session, we focus on the differences between
pharmaceuticals and medical devices from various points of view

and expect to improve understanding of the medical devices in the
pharmaceutical industry.

TBA

Kazuo Kawahara
Terumo Corporation

TBA

Isao Tsuchii
Business Operator, Green Field

The Difference between Pharmaceuticals and Medical Devices
from A Standpoint of A Clinician Involved with Development
of Photodynamic Therapy

Yoshihiro Muragaki, MD, PhD

Institute of Advanced Biomedical Engineering and Science

Tokyo Women’s Medical University

The Difference on Clinical Trials

Koji Ikeda, PhD

Professor, Clinical Research Innovation and Education Center
Tohoku University Hospital

‘Medical Devices and Pharmaceuticals’ Comparison of
Approval Review (Reviewer’s Point of View)

Takashi Ouchi

Office of Medical Devices IlI

Pharmaceuticals and Medical Devices Agency (PMDA)
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Panel Discussion

All speakers above and

Yuka Suzuki, PhD
Director, Office of Medical Devices Il
Pharmaceuticals and Medical Devices Agency (PMDA)

V7-S1 Room 102 9:00-10:30

Call for Abstract Session

Related Interest Area(s): CO, DM, CP, CMC
Level: Beginner

SESSION CO-CHAIRS

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

Koichiro Yuji, MD, PhD, FACP

Project Associate Professor,

Project Division of International Advanced Medical Research
The Institute of Medical Science, The University of Tokyo

Three researches, two for oncology disease area and one for
cardiovascular disease area, wide range of challenges in drug
development in Japan, such as a promoting early stage clinical
development, efficient usage of global development and optimization
of postmarketing activities. Various approaches to address these
challenges will be presented and comprehensive discussion will be held.

1. Characterization of toxic reactions of oncology development
products observed in Japan phase 1 studies.

2. Determination of affecting factors in drug lag (gap of approval
timing) between western counties and Japan in oncology drug
development.

3. Medical data base research for evaluation of safety profile in anti-
thrombotic agents

Do All Patients in the Phase | Trials Need to Be Hospitalized?
- Domestic But Outstanding Issues for Globalization in Japan -

Akihiko Shimomura. MD

Attending Staff

Dept. of Experimental Therapeutics/Breast and Medical Oncology,
National Cancer Center Hospital

Background: Most trials investigating new drugs, including phase 1 trials
are conducted in outpatient clinics. In Japan, study participants for
phase 1 often require hospitalization for certain duration according to the
regulatory authority requirements and traditional domestic guidelines.
Requirement of hospitalization is a barrier to globalization of early drug
development, and the scientific rationale of hospitalization has not been
elucidated. In this study, we analyzed the toxicities in cycle 1in patients
participating in single-agent phase 1 trials and the number of patients
requiring hospitalization for toxicities to reconsider the framework of
early drug development for the future.

Materials and methods: Patients participating in single agent phase

1 clinical trials at our institute between Dec 1996 and Aug 2013 were
monitored. Toxicity requiring hospitalization is defined as the toxicity
that needs intensive treatment. Study designs were classified into three
types; first-in-human study (FIH), phase 1 study (conventional dose
escalation study to determine MTD in Japanese patients), and dose
finding study (to assess safety and pharmacokinetic profiles up to the
MTD previously determined in the West).

Results: A total of 945 patients participated in phase 1 trial. Median age
was 58 years (range 18-76). 537 patients (57%) were male. 207 (22%),
690 (73%), and 48 (5%) patients were assigned to receive cytotoxic
drugs, molecular-targeted drugs, and immune checkpoint inhibitors,
respectively. 582 patients (62%), 129 (14%), and 234 (25%) patients
participated in phase 1study, FIH, and dose-finding study, respectively.
126 patients (13.3%) developed toxicities equivalent to dose-limiting
toxicity (DLT), and in cycle 1, 96 patients (10.2%) developed toxicities
equivalent to DLT. 36 patients (3.8%) showing toxicities equivalent to DLT
in cycle 1 needed hospitalization. The number of hospitalizations and/

or grade 4 toxicities was (5.0%). In cycle 1, 33 patients (15.9%) receiving
cytotoxic drugs and 65 patients (9.5%) receiving molecular-targeted
drugs developed toxicity equivalent to DLT. However, patients taking
immune checkpoint inhibitors did not develop any toxicity equivalent to
DLT. 72 patients (12.4%) in phase 1study, 14 patients (10.9%) in FIH, and 11
patients (4.7%) in dose-finding study developed DLT-equivalent toxicity.
27 (4.6%) phase 1study participants, 4 (31%) FIH participants, and 5

(2.1%) dose-finding study participants required hospitalization for toxicity.

Conclusion: The frequency of hospitalization was unexpectedly low, and our
data could not demonstrate the need for hospitalization in the phase 1 trials.
We believe that phase 1 trials could be conducted as outpatient settings for
globalization.

Meaningful Use of DPC Claim database for Postmarketing
Surveillance of New Drugs

Masahiro Inoue, MD, PhD
Division Manager
Ota Memorial Hospital

Background: The Diagnosis Procedure Combination (DPC) is a case-mix
system, which is similar to the Diagnosis-related Groups (DRGs) used

in Medicare in the United States..However DPC claim database is rarely
used for Drug safety in Japan. We evaluate the safety of NOAC (New Oral
Anticoagulants) to use this database comparing Warfarin.

Methods: We analyzed the patients under anticoagulation who had
Gastrointestinal bleeding and Intra-cranial bleeding then admitted to acute
care hospitals between October 2012 and September 2014. Using DPC
analytic software girasol for nationwide database. The event rates and
outcome were investigated.

Results: Of the 64,648 patients from 352 hospitals were analyzed. 50,027
(77.3%) received Warfarin treatment, 9,741(24.8%) received. Switching
and combination case were 1367(2.1%) and 47(0.07%). 1025(Warfarin 872,
NOAC:153) Endoscopic hemostasis treatments ware done. The event rate
was 0.48 %/Year in NOAC group and 0.87%/Year in Warfarin group. 773
patients(Warfarin:679, NOAC:94) had intra cranial bleeding, the event rate
of NOAC group was 0.29 %/Year, and Warfarin group was 0.68.

Conclusions: Our findings suggest that NOAC resulted in a reduction
in rates of the patients with gastrointestinal bleeding and intracranial
bleeding compared with Warfarin. This study suggests the utility of
pharmacovigilance and postmarketing study instead of postmarketing
surveillance of new drugs in Japan. The DPC data is lacking patient’s
background data and risk factor in Out clinic. However this approach is
useful for establishing drug safety in early stage of the launch.

Study on Drug Lag between Japan and the US in Oncology
Drugs. Considerations of Changes and Factors Affecting
Difference with the US

Hideki Maeda, PhD
Vice President
Astellas Pharma Inc.

Background: Oncology drugs target cancer, a serious and lethal disease.
Because of this, compared with drugs in other therapeutic areas, the issue
of drug lag between Japan and Europe/United States has posed a greater
problem. In this study, we exhaustively and historically studied the status
of drug lag for oncology drugs that have been approved in Japan over the
years.

Methods: In this study, we comprehensively investigated oncology drugs
approved in Japan from April 2001 to July 2014, using publicly available
information, and historically studied changes over time in the characteristics
of such drugs. We also examined changes in the status of drug lag between
Japan and the US and review time by the regulatory authorities for
oncology drugs in Japan and US.

Results: This study included 120 applications for approval of oncology
drugs in Japan between April 2001 and July 2014. The median difference
over a 13-year period in the approval date between the United States and
Japan was 875.0 days (29 months). This figure peaked in 2002, and showed
a tendency to decline gradually each year thereafter, and a significant
reduction was seen. The 13-year median duration of review time was 366.5
days (12 months). The review time peaked with 732.0 days (24 months) in
2005, and showed a tendency to decline gradually each year thereafter.
Multiple regression analysis identified the following factors that reduce drug
lag: “participation in global clinical trials;” “bridging strategies;” “designation
of receiving priority review;” and “molecular drugs.” This research also
identified factors that influenced “delays in starting development” and
“duration of the review time.”

Conclusions: From 2001 to 2014, molecular target drugs have increasingly
become the target of oncology drug development in Japan. And the
method of development has changed from full development in Japan or
bridging strategy to global simultaneous development by Japan’s taking
part in global clinical trials. In line with these changes, the drug lag between
Japan and the US has significantly reduced to less than one year.
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SESSION 2 11:00-12:30

V1-§1-S2 Room 605/606 10:00-12:30

What Can Japan Do for Global Medicine
Development?

Related Interest Area(s): ALL
Level: Intermediate

SESSION CO-CHAIRS

Akihisa Harada, MD, PhD

Vice President - Development Japan

Chief Scientist - Japan

Pfizer Japan Inc.

Tatsuo Kurokawa, PhD

Professor, Division of Drug Development & Regulatory Sciences
Faculty of Pharmacy, Keio University

Japan medical system has been highly rated by WHO World Health
Report because of Japanese unigue universal care system and
accessibility to hospital, and has achieved a goal of providing high-
quality medical service with patients.

On the other hand, medical science and advanced medicine technology
are making remarkable advance, and they will lead to not only academic
medical research but also new medical treatment, and will expected to
contribute to global and citizen’s medicine. Consider what Japan can do
for the global medicine in the field of national health by using Japanese
medical and research infrastructure.

According to the relief of device/drug lag in Japan, now Japan approach
for regenerative medicine and drug development is catching up and is
going to overtake US/EU Given the situation, in this session, speakers
and panelists from regulatory, industry and academia perspective
would discuss what are Japanese strengths and how Japan can play an
important role in a field of global medicine development.

Healthcare and Medical Research in the Information Age
Ryozo Nagai, MD
President, Jichi Medical University

TBA

Tatsuya Kondo, MD, PhD

Chief Executive, Pharmaceuticals and Medical Devices Agency
(PMDA)

Toward Acceleration of Innovative Drug Discovery

Masafumi Nogimori
Representative Director, Chairman of the Board
Astellas Pharma Inc.

Realizing Japan’s Potential in Global Drug Development

Carsten Brunn, PhD
President and Representative Director,
Bayer Yakuhin, Ltd.d

Panel Discussion
All speakers from Part 1and Part 2

V2-S2 Room 607 11:00-12:30

ICH E14: Update on Current Status and Future
Directions of Cardiac Safety Assessment

Related Interest Area(s): CO, RA, ST, CP, PM
Level: Beginner, Intermediate

SESSION CHAIR

Boaz Mendzelevski, MD
Vice President of Cardiology
BioClinica Inc, UK.

Drug-induced QT prolongation may lead to cardiac arrhythmia

and sudden cardiac death, and has resulted in the withdrawal and
non-approval of several drugs. The regulatory response to concerns
regarding the cardiac safety of new drugs also led to the development
of the ICH S7B (non-clinical) and ICH E14 (clinical) guidelines. The

hallmark of the ICH E14 guideline is the Thorough QT (TQT) study. Recently,
an early phase Intensive QT (IQT) clinical assessment, using exposure
response (ER) modeling as its primary analysis, was advocated as an
alternative to the TQT study and is currently under regulatory discussions.
In a separate initiative, presently under development, the US FDA
proposed a platform of non-clinical investigations, the ‘Comprehensive
Pro-arrhythmia /n vitro Assay’ (CiPA), as a replacement for the above
guidelines. This session will provide an introduction to cardiac safety and
an overview of the current and future clinical research and regulatory
landscape in Japan and globally.

Drug-induced QT Prolongation: From lon Channels and Cardiac
Arrhythmia to Regulatory Guidance

Atsushi Sugiyama, MD, PhD

Professor, Department of Pharmacology,

Faculty of Medicine, Toho University

The ICH E14 Guideline: Overview of its Status in Japan and
Future Directions

Kaori Shinagawa, MD, PhD

Senior Scientist for Clinical Medicine

Office of New Drug Il

Pharmaceuticals and Medical Devices Agency (PMDA)

QT Assessment in Clinical Drug Development: Are We
There Yet?

Boaz Mendzelevski, MD
Vice President of Cardiology
BioClinica Inc, UK

Panel Discussion /Q&8&A

Future Evaluation of Cardiac Safety in Clinical Development
Yuji Kumagai, MD, PhD

Director, Clinical Trial Center

Kitasato University Hospital

Koki Nakamura MD, PhD

Vice President, Global Medical Affairs-Japan

Takeda Pharmaceutical Co., Ltd.

V3-S2 Room 608 11:00-12:30

New Era of Benefit-Risk Balance Evaluation - Will
Risk Information Keep Increasing? - (Part 2)

Related Interest Area(s): CP
Level: Intermediate

SESSION CO-CHAIRS

Osamu Komiyama
Senior Manager
Pfizer Japan Inc.

Rei Maeda
Senior Regulatory Scientist, Surveillance & Epidemiology
Global Patient Safety Japan Quality and Patient Safety, Eli Lilly Japan K.K.

In general, safety information increases depending upon drug exposure.
Within few years after launch, reporting rates incrementally decrease until
reporting is flat. In this session, experts from three regions will present the
difference between ADRs and risk, and the difference between efficacy
and benefit, which situations mean that “benefits outweigh risks” and how
to express it, who assesses the benefit-risk balance, and how to utilize it.
Organization, specification of responsible persons, and current and future
issues regarding tis benefit-risk balance assessment will be addressed in a
panel discussion representing these three regions.

Benefit-Risk Assessment - Introduction to Quantitative
Approach (MCDA) -

Akihiro Nakajima

Pharmaceutical Development Administration Department, Teijin Pharma
Limited. / Data Science Expert Committee, Japan Pharmaceutical
Manufacturers Association

Recent Progress in Benefit-Risk Evaluation Methodology and
Practices: An Industry Perspective
Filip Mussen, PhD

Vice President, Regional Regulatory Affairs, Janssen Pharmaceutical
Companies of Johnson & Johnson
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Panel Discussion
All speakers from Part 1and Part 2

V4-S2 Room 609 11:00-12:30

Intellectual Property Strategies about Medical
Technologies and Products in the Future

- Let’s Think about Effective Intellectual Property
Strategies to Grow Seeds of New Technologies
through Cooperation by Industry, Government,
and Academia

Related Interest Area(s): CO, RA, PM, AC, O: Intellectual Property
Level: Beginner
Language: Japanese Language Only

SESSION CHAIR

Koichi Sumikura, PhD
Associate Professor, National Graduate Institute for Policy Studies

Efforts have been made to grow the seeds of new medical technologies
through cooperation of industry, government and academia, like the use
of regulatory strategy consultation and the increase in open innovation.
The lack of intellectual property (IP) strategies is, however, still one

of the causes of “death valley”. AMED, established in April 2015 has
“Medical IP Desk”, which provides advice by consultants specializing in
IP on questions from universities, research institutes, and corporations.
It is possible to deal flexibly with a variety of technologies and the
specific circumstances, which will result in promoting more effective
cooperation. In this session, IP leaders from the industry, government,
and academia will present their view on the current state and future
challenges of IP strategies. In addition, they will share and discuss more
effective IP strategies through cooperation by industry, government, and
academia.

IP Management Initiatives of AMED

Hitoshi Amano

Managing Director, Intellectual Property Department

Japan Agency for Medical Research and Development (AMED)

Promotion of Academic Research Based on IP in Todai TLO

Keiko Honda, PhD
Director, Patent Attorney, TODAI TLO, Ltd.

Open Innovation and Partnership - Pfizer Approaches for
Opportunities and Challenges -

Toru Seo, PhD

ERDI JPN Senior Director

External R&D Innovation Japan, Worldwide R&D, Pfizer Inc.

Panel Discussion

All speakers above

V5-S2 Room 610 11:00-12:30

Leading Innovation Leveraged by a Project
Leadership

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

SESSION CHAIR

Koichi Konno, PMP
Chief Executive, PM Consulting Positive Intention
DIA Japan PM Community

Innovation is to create “something new” which we did not have in

the past. A project is defined as to create “novel value” within the
predefined limited resource and timeline, and represents the process

to realize the innovation. Project management is generally regarded as
a total body of knowledge, process, and tools in order to fulfill project
goals; however, it is the fundamental framework for leadership to create
and realize the novel value. In this session, we will discuss the project
framework, which produces innovation and breakthroughs, as well as
the development process of “high performing team building,” from
project management points of view.

Lecturers
Kouji Iwasaki, PhD
Director
Global Medical Affairs Japan Department
Takeda Pharmaceutical Co., Ltd.
DIA Japan PM Community
Takashi Sato, MS, PMP
Manager
Kyowa Hakko Kirin Co., Ltd.
DIA Japan PM Aommunity
Atsushi Tsukamoto, PhD
Senior Director
Global Project Management,
Daiichi Sankyo Co., Ltd.
DIA Japan PM Community
V6-S2

Room 101 11:00-12:30

Contributions of Statistics and Behavior

Observation to Drug and Medical Device
Development

Related Interest Area(s): ALL
Level: Beginner

SESSION CHAIR

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

Recently, big data has been in the news, and a new type of job for
statisticians, called data scientists, has been created. However, in the
pharmaceutical company, due to the influence of ICH E9, there are
many trial statisticians. In other fields, business improvements due to a
qualitative method called Behavior Observation are attracting attention.
The ease of use of the product is directly linked to it being properly
used or not. By the Behavior Observation you can discover needs that
even the users weren’t aware of, making it possible to really improve the
user friendliness of medical products and devices. At this session, we
will look back on the contribution of ICH E9 to the current development
of medical products and devices, as well as explore the potential
contribution of statistics and behavior observation to the future of
medical product and device development.

ICH E9 Statistics Guideline: Before & After

Toshiya Sato, PhD
Professor, Kyoto University

How Private Sectors Can Generate Value from Statistics

Hiromu Nishiuchi, MS
Co-founder, Data Vehicle, Inc.

Innovation Starts from Deep Understanding of Behavior
Contexts - “Behavior Observation” Method, Deriving Potential
and Essential Insight

Takafumi Koshino
Principal Researcher, OGIS-RI Co.,Ltd.

V7-S2 Room 102 11:00-12:30

How to Succeed in “The Personalized Medicine
Business”

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

SESSION CHAIR

Yutaka Tanaka, PhD

Executive Vice President, Member of the Board
Chugai Pharmaceutical Co., LTD.

Disease treatment is shifting towards use of personalized medicine,

in search for “finding the best fit drugs for individual patients,” since
there are various molecular-targeted drugs available nowadays across
therapeutic areas such as oncology.
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Still, though, the search for “finding patients who would match individual
molecular-targeted drugs” is the mainstream of treatment by molecular-
targeted drugs. This usually requires involvement of various companies
in order to combine development of a new medicine and companion
diagnostic drugs/devices, which can become troublesome.

In this session, we will hear opinions from inside and outside the
pharmaceutical and the diagnostic drugs/devices industry about current
issues as well as strategy to overcome those issues, and think about
what will be the key for success on developing future molecular-targeted
drugs.

The Current Status of Personalized Medicine and the
Expectations for the Industry

Toshio Miyata, MD

Executive Director, Health and Global Policy Institute

Professor, Office of Society-Academia Collaboration for Innovation
Kyoto University

Possibility of Personalized Medicine Business Referring the
Cases in USA

Eri Himoro

Consultant, Mizuho Information & Research Institute, Inc.

The Challenges and Ideal Model Regarding the Personalized
Healthcare Business: From the Viewpoint of the
Pharmaceutical Company (1)

Shigeru Takeshita
Astellas Pharma Inc.

The Challenges and Ideal Model Regarding the Personalized
Medicine Business: From the Viewpoint of the Pharmaceutical
Company (2)

Shyh-Yuh Liou, PhD

Ono Pharmaceutical Co., LTD.

The Challenges and Ideal Model Regarding the Personalized
Medicine Business: From the Viewpoint of the Diagnostics
Company

Yoshiaki Tazawa

Roche Diagnostics K.K.

SESSION 3 14:00-15:30
V1-S3 Room 605/606 14:00-15:30

For Enhancement of Industry-Government-
Academia Collaboration in Japan (Part 1)

Related Interest Area(s): CO, AC, O: Translational Research
Level: Beginner, Intermediate

SESSION CO-CHAIRS

Hideki Hanaoka, MD, PhD
Professor
Clinical Research Center, Chiba University Hospital

Toshio Miyata, MD

Executive Director, Health and Global Policy Institute

Professor, Office of Society-Academia Collaboration for Innovation
Kyoto University

In April 2015, AMED, Japan Agency for Medical Research and
Development, was established to enhance efficient research and
development, from the basic scientific research to practical application,
with consistency in the field of health care science in Japan. Creating
innovative drugs from Japan is one of the most important elements of
Japan’s growth strategy and a great chance for pharmaceutical industry
at the same time. In this session, experts from academic departments,
industry, and government will facilitate discussions on the challenges we
have in collaboration among them, sharing the excellent practices from
several ongoing activities.

AMED’s Support for Translational Researches, Clinical
Researches, and Clinical Trials

Yasunori Yoshida

Director, Department of Clinical Research and Trials

Japan Agency for Medical Research and Development

Activity of Duke Clinical Research Institute

John H. Alexander, MD
DCRI Faculty Associate Director, Duke Clinical Research Institute
Professor, Duke University

A Case of Succeeded Program Designed to Novel Industry-
Government-Academia Collaboration

Michihiko Wada, MD, PhD

Vice President, R&D, Alexion Pharmaceuticals, Inc.

V2-S3 Room 607 14:00-15:30

Promoting Clinical Development for Patients
with Rare Diseases - Patient Focused Drug
Development in Japan

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

SESSION CHAIR

Kazumichi Kobayashi

Operating Officer / Director, Business Development and Planning
Otsuka Holdings Co., Ltd.

How can new drug development reflect the Voice of Patients? EU

and US are devising individual policies which meet their societies’
environment on this issue and are also intensifying “Patient Focused
Drug Development (PFDD).” Meanwhile, Japan lacks assured direction
on how to reflect the Voice of Patients. Reflecting this circumstance,

the first speaker in this session is from a US company, who will share
information on the current situation in the West and their activities
regarding PFDD. After this, the subject of patient registry in intractable
diseases, which is one of the possible activities for future Japan original
PFDD, will be discussed, as will the current situation in Japan, issues, and
contributions of medicine development from different perspectives. After
the presentations, a panel discussion will seek Japan’s future direction.

Panelists

Tateo Ito
President, Japan Patient Association

Yukiko Nishimura, PhD
Board of Director /Founder, ASrid

Hiroshi Mizushima, PhD
Chief Senior Researcher
Center for Public Health Informatics, National Institute of Public Health

Roslyn Fleischer Schneider, MD, MSc, FACP, FCCP
Senior Director
Global Patient Affairs, Pfizer Inc.

V3-S3 Room 608 14:00-15:30
Implication of Medical Big Data Usage

- Applicability and Challenges in Clinical
Development

Related Interest Area(s): ALL
Level: All

SESSION CHAIR

Eiko Shimizu, PhD

Project Lecturer

Pharmaco-Business Innovation

Graduate School of Phamaceutical Science

The University of Tokyo
Rising cost and increased attrition rates is one of the challenges in drug

development. There is a growing need of scientifically-rationalized
drug development process from clinical trial design to postmarketing
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safety activities. Ranges of application of medical big data usage

and infrastructure-building have been expanding. Meanwhile, many
challenges for its efficient usage remain. In this session, examples

of available medical big data and their utilization will be shared and
potential utilization, challenges, and future perspective will be discussed
with users and experts for database construction and data science.

If you have any question about big data such as, “I need this analysis,” “Is

it possible to use Big Data?” and “current issues,” please send an e-mail to
Hideo.Susa@diaglobal.org by October 31, 2015.

Current Situation and Challenges of Medical Information
Database Network (MID-NET®) Project

Eiko Shimizu, PhD

Project Lecturer

Pharmaco-Business Innovation

Graduate School of Phamaceutical Science

The University of Tokyo

How to Effectively Utilize Medical Big Data in Japan and Data
Limitations

Nobutomo Matsui

Principal

Consulting and Services

IMS JAPAN K.K

Advancement in IT Facilitating Utilization of Big Data and the
Cases
Toru Tsunoda, MBA

Manager, Sales Support Team, Platform Group, Solution Consulting
Division 1, SAS Institute Japan K.K

Current Situation and Challenges of Medical Information
Database Network (MID-NET) Project

Fumitaka Takahashi

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

Disruptive Data Generation Way by Using Clinical Database
Daisuke Shima, PhD

Director, Cardiovascular/Metabolism, Medical Affairs,

Global Established Pharma Business, Pfizer Japan Inc.

Panel Discussion
All speakers above

V4-S3 Room 609 14:00-15:30

The Next Generation Drug Development for
Personalized Health Care

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

SESSION CHAIR

Hideharu Yamamoto, PhD
Group Manager, Biostatistics Group 2, Clinical Science & Strategy Dept.,
Chugai Pharmaceutical Co., Ltd.

All medicines, both on the market and under research/development,
can be precision medicine, when the adequate usage information for
each individual is enhanced. Recently, supplying the information for
the personalization of medical products has become a duty of the
pharmaceutical industry. So far, most pharmaceutical companies’
commitments to such activities have not resulted in much progress. In
this session, we will introduce a research outcome of approved precision
medicines in Japan and discuss novel drug development strategy with
clinical study design that fits in with today’s society.

Applied Drug Development for Personalized Medicine

Shinichi Tsuchiwata, MS
Pfizer Japan Inc.
TF Leader, JPMA DataScience Dept.

Gene Finding for Patient Selection in Academic Researches
Akihiro Hirakawa, PhD

Lecturer/Biostatistician

Nagoya University Hospital

Recent Advances in Clinical Trial Design for Personalized
Medicine - Regulatory Perspective

Hiroyuki Sato, MS
Biostatistics Reviewer
Pharmaceuticals and Medical Devices Agency

Panel Discussion

All speakers above

V5-S3 Room 610 14:00-15:30

Fostering Further Collaboration between PMDA
Company and Academia with Efficient “Project

Management” in Drug Development

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

SESSION CHAIR

Atsushi Tsukamoto, PhD
Senior Director

Global Project Management
Daiichi Sankyo Co., Ltd.

Due to enormous efforts made by both regulatory agencies and
pharmaceutical companies, various outcomes, such as shortened review
periods, have been achieved. However, new challenges, such as the
advancement of technologies and drug development have continued
to be challenging. Under this environment, for increased high quality
and short turn-around review, what can regulatory agencies and
pharmaceutical companies do beyond what we have achieved? In
this session, participants will learn the efforts under this challenging
situation made by the regulatory agency and companies, and discuss
and identify what we can do with further collaboration between the
two, considering the fact that we share the common goal (i.e. patient
treatment), with the project management framework.

Lecturers

Fumiaki Kobayashi, PhD

CEO, CTD inc.

Kazuishi Sekino

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

Shinichiro Takeuchi
Manager, Novartis Pharma K.K.

V6-S3 Room 101 14:00-15:30

Tips for Better Drug Development Strategy in
Asia - Let’s Give Honest Opinions

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

SESSION CHAIR

Kensuke Morimoto, MSc
Manager
Daiichi Sankyo Co., Ltd.

Recently, the number of multi-national clinical studies in Japan has
increased, and Asian study has become popular as a drug development
strategy owing to relatively small ethnic difference in this population. By
conducting Asian studies sponsors may shorten development time and
save cost, and the study results are not only leveraged for NDA in Japan
but for other Asian countries and regions.

However, certain diversity is observed in this region in regulation, health
care environment and culture. Therefore when conducting Asian Studies
Sponsors need to take a flexible approach based on the previous
experience in international arena.

In this session, we have invited speakers from Japan, China, and Taiwan
who are familiar with Asian studies, to experience and share ideas. After
their presentations we will open a panel discussion to discuss how Asian
studies should be conducted and managed.

We hope this session contributes to your drug development strategy in
Asia.
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Suggestions to Promote Asian Studies - From a Japanese
Perspective

Akiko Nakahama

Executive Director, Clinical Development Japan/
Asia Clinical Research Product Creation Unit
Eisai Co., Ltd.

Drug Development in China

Li Hang

Manager

Daiichi Sankyo (China) Holdings Co., Ltd.

Suggestions to Promote Asian Studies - From a Taiwanese
Perspective -

Sarah Lin, MSc
Clinical Project Manager
Astellas Pharma Taiwan

Panel Discussion
All speakers above

V7-S3 Room 102 14:00-15:30

Let’s Think about Selecting Adverse Reactions
for Labeling and How to Describe Their
Frequency

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

SESSION CHAIR

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

Performing multinational clinical studies can, in principle, offer the
opportunity to propose a consistent list of adverse reactions and
frequencies for inclusion in the Japan PI, US Pl and EU SmPC. There
are, however, differences in the criteria used in deciding which events
qualify to be included in labeling as adverse reactions - for example,
to what extent to follow the investigators’ causality assessment. This
session reviews factors that may lead to regional inconsistencies in the
list of labeled ADRs. There are also differences between the regions

in how frequency information for adverse reactions is expected to

be generated. For example, in the J-PI, ADR frequencies should be
based on the subset of reported adverse events for which investigators
could not exclude a causal association with drug exposure. In the US
Pl and SmPC, frequency information is usually based on all reported
events, irrespective of investigator’s causality assessment. This session
discusses these issues and other factors that lead to inconsistent
selection of adverse reactions and frequency information, their impact
on the preparation of regional labeling and the CCDS, and explores
possible ways forward. It also discusses the internal business rules and
procedures for managing regional deviations from CCDS in order to
meet European GVP expectations and limit the risk of product litigation
in the US.A.

The Current Situation from a CCDS Viewpoint

A. Leander Fontaine, Dr. med.
President, Pharmiceutics, LLC

A Comparison of the Adverse Reaction Sections of the
Japanese PI, the US Pl and the EU SmPC

Edward Stewart Geary, MD

Senior Vice President, Chief Medical Officer, Eisai Co., Ltd.
Reflecting “Adverse Reactions” to Labeling for New Drugs
and Marketed Drugs PMDA’s Point of View

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

Panel Discussion
All speakers above

POSTER SESSION 15:30-16:00
POSTERS SESSION
REecepTION HALL 15:30-16:00

Five researches or topics from various themes such as medical database
usage, postmarketing activities, clinical trial excellent (data management
and risk-based monitoring) and medical affairs were selected. Current hot
topics will be presented and discussed.

[PO-001] Postmarketing Benefit-Risk Assessment
for Erythropoiesis Stimulating Agents using a
Health Care Database

Natsuko Miyawaki
Drug Safety Division, Chugai Pharmaceutical Co., Ltd.

Purpose: This study investigated the utility and limitations of benefit-risk
(B-R) assessment using a health care database by applying the Benefit Risk
Action Team (BRAT) framework to compare data obtained from a health care
database of actual postmarketing experience with epoetin beta pegol (genetical
recombination) (Continuous erythropoietin receptor activator: C.E.R.A.) and
other erythropoiesis stimulating agents (ESASs).

Methods: We assessed the B-R profile based on the BRAT framework in a
health care database. Patients with chronic kidney disease (CKD) treated with
C.E.R.A. (n=131: nondialysis, n=109; hemodialysis, n= 22) or other ESAs (n=542:
nondialysis, n= 327; hemodialysis, n=215) between July 2011 and March 2014
were investigated from the Medical Data Vision (MDV) health care database.

Results: The B-R profile for C.E.R.A. appeared to be similar to that of other ESAs
in both ND and HD patients with CKD, when benefits and risks were mainly
assessed in terms of odds ratios . Despite various point estimates and various
confidence intervals for each outcome, the results of subgroup analyses showed
no notable differences from the overall analysis of B-R assessment.

Conclusion: The B-R assessment can be performed using the BRAT framework
with a health care database, but it is important to take care of data extraction,
prospective definition of outcomes of interest, imputation, database
characteristics, and laboratory tests. Further research is necessary to facilitate
practicalapplication of this approach.

[PO-002] An Attitude Survey in the RBM Pilot
Study

Michie Yagi

Senior Associate, Astellas Pharma Inc.

We introduce the procedure of Risk Based Monitoring (RBM) used in this study and
report the results of an attitude survey of RBM in CRCs belong to the SMO that is
assigned to the collaborator of the study. Risk assessment was performed in the

study based on RACT published by TransCelerate. RACT was a very useful tool in
terms of visualizing the compound/protocol specific risks. Centralized monitoring;
risks were assessed with the compound/protocol specific risk indicators as well as

the general risk indicators. Centralized monitoring assesses the data based on the set
risk indicators, determines the frequency of on-site monitoring at each study site, and
feedbacks the results to the CRA in charge of the study site. Site monitoring; on-site/
off-site monitoring is performed at the frequency indicated by centralized monitoring.
CRA informs study sites of issues detected in centralized monitoring and supports

for resolving their issues as necessary. For example, we recommend planning process
to check EDC queries periodically to a site which spend too much time to reply EDC
queries. And we also recommend improving process that causes protocol deviations in
case that many protocol deviations are reported in a site. We think that this procedure,
performing centralized monitoring as well as site monitoring, is very useful because
we can catch the various risks of each site comprehensively even though the pilot
study has not finished.

Most of the study sites were small-scale supported by SMO. The attitude survey about
RBM was performed in CRCs, assigned to this study, in March 2015 and obtained
answers from 86 CRCs. More than half of CRCs had positive opinions on being in
charge of RBM pilot study, while many CRCs of the rest had negative opinions.
Examples of negative opinions were the increase of work load at study sites, being
anxious about the decrease of the frequency of visits and the amount of data checked
by CRA, and the increase of man-hours for preparation. The survey was performed
about half year after the start of the study. Two-thirds of the CRCs answered that the
work load of study sites has not changed much compared with that of the previous.
On the other hand, half of the rest of CRCs thought that the work load has increased
and other half thought that the work becomes rather efficient by improving process.
Our challenges for the future are to explain and train RBM appropriately as the
sponsor to remove the concerns of study sites. And we also have to train CRAs in

the monitoring method that focuses on the check of process for the more effective
monitoring.

[PO-003] Direct Data Transfer from HIS (Hospital
Information System) to Sponsor for Clinical Trials
Yoshihiro Aoyagi

Pharmacist, National Cancer Center Hospital East

Purpose: EDC systems have been utilized to collect clinical trial data efficiently from
investigational sites. By directly transfer the data to the sponsor’s system from the
HIS which is retaining the source data, it is expected to reduce transcription error

and data entry delay. Moreover, less frequent investigational site visit by the sponsor
is required. This can bring increased quality of clinical data, as well as efficiency and
speed-up of clinical trials. The purpose of this research is to identify the challenge and
its countermeasure of the implementation and to establish the data extraction and
transfer process for practical use.
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Method: This tripartite collaborative research is conducted by National Cancer
Center Hospital East as the investigational site, Fujitsu Advanced Engineering as the
HIS vendor, and Novartis Pharma as the sponsor. Target data, frequency, technical
and operational processes for this direct data transfer have been planned and
implemented.

Result and Discussion: The target data for transfer has been determined as laboratory
test data along with the associated patient information such as patient ID. The
information which cannot be extracted from the site’lsa b system is to be merged
from the data manually entered by CRC using the electronic medical record template.
Two data transfer specifications are used for this research; sponsor’sp ecification and
CDISC Operational Data Model. It is required to handle the double-byte character
data recorded in the electronic medical record system to convert the data into the
single-byte transferrable data.lssues ascertained at system implementation, validation
and measurement of operational process improvement will be discussed in this
presentation.

[PO-004] Publication Management in Medical
Affairs Activities - The Key to Credibility and
Scientific Progress

Aya Takemoto Tokaji

Scientific Director, McCann Complete Medical, MDS-CMG

Publication management that plans and executes presentations at conferences

and publishing peer review articles lays the foundation of medical affairs activities.
These activities disclose the data from the studies that initiate communications,

but recent incidents reported as publication misconduct made public doubt the
credibility of studies and the researchers. As one of the measure to restore the trust
from public and communities including health care, Good Publication Practice 3
(GPP3) is the guideline to show how the publication practice can be transparent
and ethical. Understanding the series of guidelines including GPP3, and reflecting
to the preparations of articles and presentations is one the step to show the true
level of medical science and the researchers in Japan. Also, deciding and planning
on the numbers of publication and the appropriate timing, publication management,
will be required. In this presentation, the member of GPP3 Steering Committee in
the International Society of Medical Publication Professionals will discuss on the
knowledge publication managers need to have and how we can contribute on the
progress of scientific researches.

[PO-005] Where is Drug Information Found? - A
Quantitative Survey of Drug-Related Articles on
the Internet

Terumi Nakayama, MPharm

Drug Safety Data management dept. Drug Safety Division

Chugai Pharmaceutical Co., Ltd.

Objective: The Survey of Consumer Attitudes Regarding Pharmaceuticals and the
Pharmaceutical Industry, conducted by the Japan Pharmaceutical Manufacturers
Association in 2014, suggests that patients routinely gather information from general
public websites. Japan’s Pharmaceutical and Medical Device Law, enacted in 2014,
assigns Japanese citizens the responsibility of trying to understand the safety of
prescription drugs. Given that information on the appropriate use of drugs can be a
matter of life or death, the quality of the information source is of vital importance.
Understanding the realities and uses of drug-related articles published freely on the
Internet would be useful in exploring ideal methods of disseminating information. We
conducted an exploratory study to survey those general websites that publish many
drug-related articles. In this study, drug-related articles are defined as “articles on
drugs, adverse reactions, or specific disease areas.”

Methods: We searched online news resources using Meltwater News, a news

search software service, to extract drug-related articles meeting specified criteria.
Extracted articles were tabulated for each source website, and measures of website
characteristics were calculated, including each website’s overall percentage of drug-
related articles and number of visitors.

Results: From 1 August to 31 October 2014, 88,283 drug-related articles were
extracted from 2035 websites, suggesting that approximately 1000 such articles
are posted to the Web each day. A review of websites with a large number of
drug-related articles showed that most of the higher ranking websites were news
aggregation sites/Internet forums sponsored by the major Web portals.

Discussion: This study showed that it is possible to use Meltwater News to easily
search and tabulate drug-related articles and that it is possible to calculate measures
of website characteristics, including each website’s number of articles and overall
percentage of drug-related articles. In future, in addition to exploring quantitative
measures such as the proportion of health care professionals visiting these websites
and the number of articles shared on social networking services, it will be necessary
to address qualitative measures of information quality and technical specialization. A
comprehensive assessment of these measures may be able to identify those general
websites that have the greatest social impact in the context of drug-related articles.
Partnerships between these websites and drug companies could contribute to

health care by providing new risk communication tools. With careful consideration of
regulations on prescription drug advertising aimed at the general public, it is essential
that we explore ideal methods of information dissemination that meet the needs of
the times.

SESSION 4 16:00-17:30
V1-S4 Room 605/606 16:00-17:30

For Enhancement of Industry-Government-
Academia Collaboration in Japan (Part 2)

Related Interest Area(s): CO, AC, O: Translational Research
Level: Beginner, Intermediate

SESSION CO-CHAIRS

Hideki Hanaoka, MD, PhD

Professor

Clinical Research Center, Chiba University Hospital

Toshio Miyata, MD

Executive Director, Health and Global Policy Institute

Professor, Office of Society-Academia Collaboration for Innovation

Kyoto University

In April 2015, AMED, Japan Agency for Medical Research and Development,
was established to enhance efficient research and development, from the
basic scientific research to practical application, with consistency in the field
of health care science in Japan. Creating innovative drugs from Japan is one of
the most important elements of Japan’s growth strategy and a great chance
for pharmaceutical industry at the same time. In this session, experts from
academic departments, industry, and government will facilitate discussions
on the challenges we have in collaboration among them, sharing the excellent
practices from several ongoing activities.

Bayer’s R&D Partnering Models
Shunichi Takahashi, PhD

Head, Open Innovation Center Japan
Bayer Yakuhin, Ltd.

Introduction of The DSANJ System -Scientific-Based Trust-
Cultivating System in The Drug-Discovery Stage in Japan-
Tohru Yoshikawa

Webmaster of DSANJ

Life Science Group, Economy and Industry Division

Osaka Chamber of Commerce and Industry

Goal to Reach for ARO in Japan

Mitsuhiro Okamoto

Associate Director, Takeda Development Center Japan
Takeda Pharmaceutical Company Limited

Panel Discussion
Speakers from Part 1, Part 2 and

Kazuhiro Momose
Senior Manager, Astellas Pharma Inc.

V2-54 Room 607 16:00-17:30

What Drug Information Do Patients and Their
Families Really Want?

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

To promote proper use and maximize the value of drugs, it is critical that every
stakeholder including HCPs, general public, patients, and media understand
benefits and risks each drug have. Drug information is available quickly
through internet. However the information can be too much, too technical, or
untrustworthy and sometimes causes confusion and misunderstanding. Experts
and patients will discuss what information patients and their families need and
how to make it available.

SESSION CHAIR

Junko Sato, PhD

International Coordination Officer

Pharmaceuticals and Medical Devices Agency (PMDA)

Comprehensive Health Literacy in Japan is Lower Than in
Europe

Kazuhiro Nakayama, PhD

Professor

College of Nursing, St. Luke’s International University
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A Changing Patient Environment: Who Chooses My
Medications?

Nobuyuki Suzuki
Representative Director, Kan-i net

Provision of Safety Information, and Proper Use of Drugs for
the Patients

Yumi Tanaka

Office of Safety Il

Pharmaceuticals and Medical Devices Agency (PMDA)

TBA

Mayumi Sakaguchi
Midori Pharmacy

Panel Discussion
All speakers above

V3-S4 Room 608 16:00-17:30

Global Direction of Safety Assessment with
Pharmaco-Epidemiology

Related Interest Area(s): CO, RA, ST, DM, CP, PM
Level: Intermediate

SESSION CHAIR

Yoshiaki Uyama, PhD

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

For the safety assessment of medical products, a pharmaco-
epidemiological approach utilizing electronic medical records has been
progressing, but the situation for usage of electronic medical records differs
considerably by country.

In this session, regulators from US, EU and Japan will share the current
status and challenges regarding active utilization of e-medical records to
have convincing evidences for postmarketing safety measures that each
regulatory authority requires. At the panel discussion, we will focus on how
to build a foundation for international cooperation and discuss challenges.

PMDA'’s Activities Promoting Pharmaco-Epidemiological
Safety Assessment (MIHARI & MID-NET Initiatives)
Yoshinori Takeuchi, DVM, PhD, MPH

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

FDA’s Activities Promoting Pharmaco-Epidemiological
Safety Assessment Including Sentinel Initiative (Tentative)
Gerald J. Dal Pan, MD, MHS

Director

Office of Surveillance and Epidemiology, CDER, US FDA

EMA'’s Activities Promoting Pharmaco-Epidemiological
Safety Assessment Including EnCepp Initiative (Tentative)
<Remote Presentation via Internet>

Peter Richard Arlett, MD

Head of Pharmacovigilance Department, Inspections & Human
Medicines PV Division

European Medicines Agency

Panel Discussion

All speakers above

V4-54 Room 609 16:00-17:30

Future Perspective of Personalized Medicines in
Oncology Disease Area - Can You Imagine How

NGS Technology is Being Expanded in Japan? -

Related Interest Area(s): CO, RA, PM, CMC, AC, O: Government
Level: Intermediate, Advanced
Language: Japanese Language Only

SESSION CHAIR

Tomoko Hirohashi, PhD
Director, Oncology, Clinical Research, Pfizer Japan Inc.

Scientific technology has significantly improved, and understanding of
molecular mechanisms of cancer has increased considerably. With these
changes, the technology for biomarker investigations or diagnostic method
has been also improved. The representative example is next generation
sequencing (NGS) technology. However there are lots of challenges to be
cleared for its clinical and practical use whereas next generation sequencing
will have a lot of potential. In this session, we will discuss the options to use
this new technology for cancer patients.

Future Perspective of Personalized Medicines in Oncology
Disease Area - Can You Imagine How NGS Technology is
Being Expanded in Japan?

Tomoko Hirohashi, PhD
Director, Oncology, Clinical Research, Pfizer Japan Inc.

Activities on Academia of Clinical Sequencing with NGS
from the Experience of Clinical Development of Multiplex
Diagnostic Kit

Takayuki Yoshino, MD

Director

Department of Gastroenterology and Gastrointestinal Oncology
National Cancer Center Hospital East

Expectation and Challenge of Implementation for Multiple
Marker and NGS - View Points of Both Drug and Diagnostic
Companies

Mariko Yamaguchi
Senior Manager, RA/QA and Clinical Affairs, QIAGEN K.K.

Implementation of Clinical Sequencing in Kyoto University

Manabu Muto, MD, PhD

Professor, Department of Clinical Oncology

Graduate School of Medicine and Faculty of Medicine
Kyoto University

V5-54 Room 610 16:00-17:30

Career-Building for Entry-Level and Mid-Level
R&D Personnel

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

SESSION CHAIR

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

This session aims to provide opportunities for entry-level and mid-level

R&D personnel to think about future career-building possibilities. Obtaining
work in the pharmaceutical industry is a difficult challenge, and the majority
of new graduates who enter this field are employed by contract research
organizations. Due to the low success rate of new drug development
projects, career development based on experience of success is not easy.
Furthermore, the great diversification of careers among R&D personnel
may cause some people to feel concerned about their future prospects.

For these reasons, we have prepared this training session to provide you
with valuable insights into career-building from a variety of R&D personnel,
including personnel who have accumulated experience in R&D-related work
without a career change, those who have made career changes, those who
have worked for CROs after graduation, and foreign personnel engaged in
R&D-related work.
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My Views on Career-Building from Working in Clinical R&D at a
CRO

Koyo Sakaguchi, RPh

Assistant Manager, EPS Corporation

Building a Career in Clinical R&D at a Japanese Pharmaceutical
Company

Shizuko Ueno

Senior Director, Group VII, Clinical Execution Department,

R&D Division, Daiichi Sankyo Co., Ltd.

My Views on Career-Building from Working in Clinical R&D for a
Pharmaceutical Company (As a Foreigner)
Fanghong Zhang, PhD

Manager, Oncology Biometrics and Data Management Department,
Oncology Development & Medical Affairs Department,
Novartis Pharma K.K.

My Career in the Clinical Drug Development Fields - From
Pharmaceutical Company via Site to Academia
Yukiko Matsushima

Senior Assistant Processor, Department of Drug Development and
Regulatory Science, Faculty of Pharmacy, Keio University

Panel Discussion

All speakers above and

Chika Kiryu, DVM, PhD

Associate Manager, Oncology, Department of

Clinical Management, Headquarters of Clinical Development, Otsuka
Pharmaceutical Co., Ltd.

Yoshinobu Tanaka

Japan Clinical Director, Oncology Clinical Development,

Oncology Science Unit, MSD K.K.

V6-54 Room 101 16:00-17:30

What Should We Do During Drug Development and
Postmarketing When Introducing HTA in Japan?
Kotoba Okuyama, ME

Sr. Biometrician, Biostatistics and Research Decision Sciences,
Japan Development, MSD K.K.

Toshihiko Aranishi, MSc (Remote Presentation via Internet)
HTA Specialist, HTA Group, Business Assessment Dept.,
Chugai Pharmaceutical Co., Ltd.

Economist, HTA Statistician, MORSE Health Technology Assessment
Group, JF. Hoffmann-La Roche Ltd.

Current HTA Discussion for Japan’s Health Care Policy, and
Roles of Academia
Takeru Shiroiwa, PhD

Senior Researcher, Department of Health and Welfare Services,
National Institute of Public Health

V7-S4 Room 102 16:00-17:30

Future of the Pharmacovigilance from
Development to Commercial - Where is the Spirit
of ICH E2E Guideline in Japan?

Related Interest Area(s): CP
Level: Intermediate

SESSION CHAIR

Tatsuo Kagimura, MPH
Translational Research Informatics Center

It has been a long time since the guidelines for consistent safety action from
development to commercial. However, typical and routine postmarketing
observational studies have been conducted in Japan based on the re-
examination system. This has not been changed after the publication

of ICH E2E guideline in 2005 and introduction of J-RMP in 2013. On the
other hand, the science of pharmacovigilance has dramatically changed

and the gap between US/EU and Japan is increasing. In this session, ideal
pharmacovigilance in Japan will be discussed among important stakeholders.

HTA in Japan - What Should Pharmaceutical
Companies Do?

Related Interest Area(s): RA, ST, CP, O: Pricing, Label
Level: Beginner
Language: Japanese Language Only

SESSION CHAIR

Kenji Adachi, PhD
Head, Health Economics & Outcomes Research, Market Access
Bayer Yakuhin, Ltd.

The discussion of Health Technology Assessment (HTA) implementation in 2016
started in Japan several years ago. In terms of cost effectiveness, the discussion
of HTA tends to be focused on drug price suppression, and the discussion is

far from original intention of “HTA is the assessment of the value that health
technology brings to patients, families, medical field and entire society, and

it can be an index for the limited resource/finance allocation.” Further, cost
effectiveness is one of the major elements of HTA, and it is expected to become
another indicator for patients or physicians to select a treatment. In this session,
in anticipation of HTA introduction, current global and Japan situation around
HTA is shared, and discuss what pharmaceutical companies should do in clinical
development or post marketing stage from a scientific view including patients
involvement and other factors.

Clinical Trial Design, Analysis and Reporting Strategies to
Maximize Reimbursement Success <Remote Presentation via
Internet>

Chrissie Fletcher, MSc

Executive Director Biostatistics, Amgen Ltd, United Kingdom

Patient-Centric Postmarketing Studies on Safety, Effectiveness
and Value

Nancy A. Dreyer, PhD, MPH

Global Chief of Scientific Affairs & SVP

Quintiles Real-World & Late-Phase Research

Pharmacovigilance in RMP and Pharmacovigilance in Post
Approval Re-Examination System

Mamoru Narukawa, PhD
Associate Professor, Division of Pharmaceutical Medicine
Kitasato University Graduate School of Pharmaceutical Sciences

Why? What is the Root Cause of Current PharmacoVigilance
Systems in Japan?

Kotonari Aoki
Manager, Chugai Pharmaceutical Co., Ltd.

The Transition of Pharmacovigilance in JAPAN

Akiko Ogata
Office of Safety Il
Pharmaceuticals and Medical Devices Agency (PMDA)

Panel Discussion

All speakers above
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Ler’s CHAT! “WHAT’s THE DIA WorLp 2015”

RecepTION HALL
Related Interest Area(s): ALL

Level: ALL
SESSION CHAIR

Eri Sekine

COMMENTATORS

Fumiaki Kobayashi, PhD  Yoshiaki Uyama, PhD
Head of Oncology Biometrics and DM Department, | CEO, CTD inc.

Oncology Development, Novartis Pharma K.K.

Director

SPECIAL CHAT SESSION

17:45-19:30

FACILITATORS

DIA Japan Content Committee /
Community

Office of Medical Informatics and Epidemiology
Pharmaceuticals and Medical Devices Agency

(PMDA)

“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.

Non-Japanese speakers are welcomed to this session. If you are interested, please talk to a member of staff.

<List of Topics>
#  Community Topic Facilitators Abstract
Regulatory Affairs | Requests Business Consideration | Yoshihiro Higashiuchi, MSc Let’s chat about business considerations based on some actual cases genuinely each
from PMDA and Sponsors Eli Lilly Japan K.K. other. ) ) i o
1 Miyuki Kaneko Ex. T; Please do not issue some queries after 5 pm on Friday because it is difficult to
Pfizer Japan Inc. set a tel-con with HQs timely.
Ex. 2; Please do not file a NDA/sNDA after the middle of March, June, September or
December because it is difficult to keep review time within 365 days.
Project Project Leadership Atsushi Tsukamoto, PhD Innovation is to create “something new” which we did not have in the past. A project is
Management Daiichi Sankyo Co., Ltd. defined as to create “novel value” within the predefined limited resource and timeline.
2 Koichi Konno, PMP In this session, we will discuss the project leadership, which produce innovation and
DIA Japan PM community breakthrough, from project management points of views.
Clinical Operation  |Let’s talk in the Real Intention!! Keiichi Inaizumi We will talk about GCP Inspection in the real intention beyond each department and
3 |and Monitoring “The Variety of GCP Inspection” Pfizer Japan Inc. role. What’s going to be? What kind of efforts have you made? What kind of problems
TBC are you facing? Etc..
CMC / Six Sigma Immediate Opportunity for Anyone Tadayoshi Fujisaki Let’s chat informally about matters of the recent topical quality control & management
Interested in Quality Control & GlaxoSmithKline K.K. with information exchange. Please drop by out chatting table. It must be a great space
4 Management Hirotaka Inoue, PhD, MBA to incubate something new with a cross-functional and professional dialogues.
GlaxoSmithKline K.K
Statistics Contribution of Statistics to the Satoru Tsuchiya, MS As you can see, a lot of statistical topics such as HTA, real world data, ICH E9 (R1),
Development of Medical Products/ |Dainippon Sumitomo Pharma Co., Ltd. network meta-analysis etc are discussed in this DIA Japan annual meeting. Statistics
5 Devices Yoichi M. Ito, PhD now plays key role on drug / device development. Let's chat how statistician can
Hokkaido University Graduate School contribute to drug/device development. | think everyone will profit from the discussion.
of Medicine
Clinical Strategy Medical Big Data as a New Tool for |Kazuhiro Kanmuri, PhD A follow-up discussion of the medical big data will be held. Experts in medical big data
R&D Success Phizer Japan Inc. usage include the panelists and chair at the annual session are available to answer
any questions you may have. Simple/naive questions are welcomed. New ideas are
6 generated when different things and perceptions are brought together. You will see
how useful medical big data is, and may have new idea for a clinical development
success based on the quantitative decision making, from early development to post
marketing safety measures.
Clinical Data How is e-Submission Changing? Kazuya Doi Aren’t you interested in what others are doing for e-submission? Let’s share what
Management What Do We Have to Do? Eli Lilly Japan KK. you are doing and what your questions/concerns are to overcome roadblocks for
7 Motohide Nishi, MBA e-submission. Discussions from regulatory aspects as well as DM and statistical aspects
Medidata Solutions K.K. are welcomed!
Pharmacovigilance |What is The Relation Between Risk|Rei Maeda We will share the information regarding how the risk management plan and labeling
and Labeling Management and Labeling? How Do Eli Lilly Japan K.K. are individually managed and how they influence to each other. Also, we will discuss
We Handle Our Labeling Revisions|Rie Matsui, RPh abqqt pot.entiallissues lthat we may fagg in‘reality, for instance, hon to implement Iabeling
8 Based on Revisions of the CCDS? Have | Pfizer Japan Inc revisions including verification of justification documents/supportive documents for their
> : sufficiency to labeling revisions. Furthermore, we will discuss about any successful cases
Any J.apa”ese Aff”.'ates Been Able to by Japanese affiliates that have actually been made to revisions of the CCDS. Dr. Leander
Contribute to Revisions of the CCDS? Fontaine of USA will also join us for this session.
Clinical Strategy Career Plans for Your Bright Future |Junichi Nishino, MSc, RPh Students or workers in pharmaceutical companies struggling over future plans or over
- Take off for An Ideal Yourself - Novartis Pharma K.K. everyday workforces, please get together! This will be a tremendous opportunity from
9 Yoshinobu Tanaka which you can learn and share with experienced seniors in industry, government or
MSD K K. academia. Supervisory personnel who have trouble with subordinates are also welcomed.
Participants who will attend on “V5-S4: Career-Building for Entry-Level and Mid-Level
R&D Personnel [Afternoon session in Day 2]”, Please come over to this session too.

<Table Layout>

e
Screen

Statinibes

B

RA: PHDA and Sponsars  PM: Project Leadenship  COM: GOP Inspedtion  CMC: Quality Costrad

Entrance



DAY 3 | TUESDAY | NOVEMBER 17

Related Interest Areas: Clinical Operations (CO), Regulatory Affairs (RA), Statistics (ST), Clinical Data Management (DM),
Clinical Safety and Pharmacovigilance (CP), Project Management (PM), Chemistry, Manufacturing and Controls (CMC), Academia (AC), Others (O)

SESSION 5
V1-S5 Room 605/606

9:00-10:30
9:00-10:30

Future Drug Development with Multi-Regional
Clinical Trials (MRCT) Based on ICH E17 Guideline

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

SESSION CHAIR

Ryuta Nakamura, PhD

Review Director

Office of New Drug I

Pharmaceuticals and Medical Devices Agency (PMDA)

In order to perform efficient globalized drug development, it is important
to take into consideration an international harmonization. The ICH E17
guideline has been discussed to establish an international harmonized
guideline focusing on designing/planning multi-regional clinical trials.

In this session, recent regulatory experiences and the direction of ICH

E17 guidelines including the current situation will be presented by a
PMDA representative. How the ICH E17 guideline affects a future drug
development strategy will also be presented by industry representatives.
In a panel discussion, various topics such as the future direction of drug
development and roles of Japan in Asia will be discussed.

Recent Review Experiences of MRCT Data and a Direction of
ICH E17 Guideline

Shuji Kamada

Reviewer

Office of New Drug V

Pharmaceuticals and Medical Devices Agency (PMDA)

Future Drug Development and Impacts of ICH E17 Guideline:
JPMA Perspective

Osamu Komiyama

Senior Manager,

Pfizer Japan Inc.

Chairman, Data Science Expert Committee, JPMA

Future Drug Development Strategies and Impact of ICH E17
Guideline: Pharmaceutical Company Perspective

Laurie Letvak, MD

Head

Clinical Development Policy, Novartis Pharmaceuticals Corporation, US

Panel Discussion
All speakers above

V2-S5 Room 607 9:00-10:30

Present Condition of Regulation for Regenerative
Medical Products in Japan

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

SESSION CHAIR

Daisaku Sato, PhD

Director

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

High expectations are placed on the regenerative medicine which may
lead to a new approach to therapies of diseases that have no cure.
Based on a vigorous debate on the way to facilitate practical application
of regenerative medicine, the legal framework on the regenerative

and cellular therapy products as well as gene therapy products was
created through the revision of the Pharmaceutical Affairs Law in 2014.
In this session, the present conditions of regulation and review of the
regenerative medical products in Japan is discussed.

Recent Government Move Regarding Regenerative Medicine
Product Regulation

Hiroshi Yaginuma

Assistant Director

Evaluation and Licensing Division

Pharmaceutical Safety and Environmental Health Bureau

Ministry of Health, Labour and Welfare

Quality Aspects of Regenerative Medical Products
Yoshiaki Maruyama

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

Current Situation on Non-Clinical Safety Evaluation of
Regenerative Medical Products

Takuya Nishimura, PhD

Principal Reviewer

Pharmaceuticals and Medical Devices Agency (PMDA)

Tumorigenicity Testing for Regenerative Medical Products
Yoji Sato, PhD

Director

Division of Cellular and Gene Therapy Products

National Institute of Health Sciences

Clinical Trial for Regenerative Medical Products
Ken Sakushima, MD, MPH, PhD

Specially Appointed Expert

Office of Cellular and Tissue-based Products

Office of New Drug Il

Pharmaceuticals and Medical Devices Agency (PMDA)

V3-S5 Room 608 9:00-10:30

Risk Communication in EU, US and Japan -
Goals and Objectives of Various Tools including

Labeling - (Part 1)

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

SESSION CO-CHAIRS

Rei Maeda

Senior Regulatory Scientist

Surveillance & Epidemiology

Global Patient Safety, Japan Quality and Patient Safety, Eli Lilly Japan K.K.
Shinobu Uzu

Director, Safety Division

Pharmaceutical Safety and Environmental Health Bureau

Ministry of Health, Labour and Welfare

USPI, SmPC and Japan Package Insert are the fundamental tools for
effective risk communication, with limited space. In addition, various
tools for risk communication like medication guides for patients

have been developed and utilized. In this session, the current risk
communication strategies of FDA, EMA and MHLW/PMDA will be
presented. Challenges and possible solutions for current tools will be
presented from the view of health care professionals followed by a panel
discussion for the future of risk communication.

The Impact of Risk Communication

Gerald J. Dal Pan, MD, MHS

Director

Office of Surveillance and Epidemiology, CDER, US FDA

Risk Minimisation Measures in The EU: Communication,
Implementation Challenges and Methods for Impact
Assessment <Prerecorded Presentation>

Giampiero Mazzaglia, MD, PhD

Risk Management Specialist, Scientific and Regulatory Management
Department

European Medicines Agency
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Awareness and Utilization of Risk Communication Tools in
Medical Institutions

Mayumi Torii

Office of Safety |,

Pharmaceuticals and Medical Devices Agency (PMDA)

This Is The Important Role for Pharmacists to Protect Patients
from Risk of Medicine!

Hiroyuki Furukawa, PhD
Professor, Graduate School of Yamaguchi University

V4-S5 Room 609 9:00-10:30

CRO Outsourcing Model - History and Future
Outlook - Sponsor’s & CRO’s Perspective

Related Interest Area(s): CO, O: CRO
Level: Beginner

Language: Japanese Language Only

SESSION CHAIR
Shogo Nakamori
Representative Director
PAREXEL International

CRO outsourcing started with so-called “functional outsourcing,” where
only a few functions, such as monitoring or data management, are
outsourced. In the past short five years, various types of outsourcing
models have been developed in order to pursue higher productivity,
including a “full service model,” where almost all functions are
outsourced to cover clinical trial implementation from the very beginning
to the end, or the “partnership model,” where the sponsor identifies a
limited number of CROs and outsourced their entire clinical work by
building a strategic alliance. Such outsourcing models vary depending
on the sponsors, but there have not been many opportunities to evaluate
and discuss various outsourcing models based on the experience. In this
session, we invite speakers from both sponsors and CROs, and provide
opportunity to compare and evaluate various outsourcing models and
discuss how we should envision the future of such business models.

CRO Outsourcing Model (History and Future Outlook) - From
Foreign Companies’ Points of Views -

Yoshihisa Narita

Director

Clinical Operations, Allergan Japan KK

Future CRO Outsourcing Model - Best Partnership -
Kaoru Tsuda

Director

Clinical Development Administration

Global Development

Astellas Pharma Inc.

CRO Outsourcing Model - History and Future Outlook - CRO’s
Perspective 1

Shoji Yamada

Director, Division Manager

Clinical Development Division

A2 Healthcare Corporation

CRO Outsourcing Model - History and Future Outlook - CRO’s
Perspective 2

Tomoaki Miyazawa
Senior Director
Portfolio Management
PAREXEL International

Panel Discussion

All speakers above

V5-S5 Room 610 9:00-10:30

With the Aim of Developing Pediatric Drugs Being
Triggered by Japan

Related Interest Area(s): ALL
Level: Intermediate

SESSION CHAIR

Fumiaki Kobayashi, PhD
CEO, CTD inc.

The Pediatric investigation plan (PIP) became effective in EU in 2007
in order to accelerate the development of drugs for pediatric. The plan
of clinical trials of children should be considered during conducting the
clinical trials for adults, in general.

In Japan, the re-examination period of the approval drugs is expanded by
conducting clinical trials for pediatric use. However, starting development
of drugs for pediatric use in parallel with development of drugs for adults
is not working well.

Recently, Japan has increased opportunities to join global pediatric
studies in parallel with clinical trials for adults. However, Japan should
join the discussion of global development strategy for pediatric

drugs in the early stage. This session will cover the current status and
issues of development of pediatric drugs in Japan with speakers from
pharmaceutical industry, regulatory agencies and academia. In addition,
we will discuss development strategy of pediatric drugs being triggered
by Japan, on the basis of an industry-government-academia cooperation
for development of pediatric drugs in EU/US.

Current Status of Pediatric Drug Development: Pharmaceutical
Industry Viewpoints

Takeshi Nakanishi

Department Manager, New Drug RA Department, Regulatory Affairs,
Development & Medical Affairs Division, GlaxoSmithKline K.K.

Development of Pediatric Drugs in Japan: Regulatory
Viewpoints
Mayumi Iwata-Okada, MD, PhD

Principle Reviewer, Office of Vaccines and Blood Products,
Pharmaceuticals and Medical Devices Agency (PMDA)

With the Aim of Developing Pediatric Drugs Being Triggered
by Japan: Development Viewpoints in Academia

Hidefumi Nakamura

Director for Clinical R&D, Department of Development Strategy,
Center for Clinical Research and Development,

National Center for Child Health and Development

Panel Discussion

All speakers above and

Stephen P. Spielberg, MD, PhD
Editor-in-Chief, Therapeutic Innovation and Regulatory Science (TIRS),
the official journal of the DIA

V6-S5 Room 101 9:00-10:30

The Future of Electronic Data Submission in
Japan - Strategy for CDISC Correspondence

Related Interest Area(s): CO, RA, ST, DM
Level: Intermediate

SESSION CHAIR

Hironobu Saito, PhD
Vice President, New Drug Regulatory Affairs Dept.
Daiichi Sankyo Co., Ltd.

In Japan, the defined procedure for electronic data submission compliant
with CDISC standards was provided according to a released guidance

in April. In addition, the plans for the PMDA gateway portal system for
electronic data submission have become clear recently.

In this session, approaches and issues for system implementation both
in the health authority and in industry will be shared, and the next-
generation review process using electronic data will be discussed.
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Assuming not only Japan submission but also global submission, strategy
for CDISC correspondence considering the differences in guidance
between Japan and US will become increasingly important.

Effective Utilization of the Electronic Study Data - Current
Status and Future Perspectives in PMDA -

Hiromi Sugano

Biostatistics Reviewer, Office of New Drug Il / Advanced Review with
Electronic Data Promotion Group,

Pharmaceuticals and Medical Devices Agency (PMDA)

Change of In-house Strategy for Electronic Data Submission -
Japan Based Company’s Perspective -

Yoshiteru Ushirogawa

Manager, Development Division, Data Science Department

Mitsubishi Tanabe Pharma Corporation

Experience on FDA and PMDA Electronic Data Submission -
Foreign Pharmaceutical Company’s Perspective - <Remote
Presentation via Internet>

Barrie Nelson

Senior Director, Clinical Data Management

Onyx Pharmaceuticals

Panel Discussion
All speakers above and

Yuki Ando, PhD
Senior Scientist for Biostatistics, Advanced Review with Electronic Data
Promotion Group, Pharmaceuticals and Medical Devices Agency (PMDA)

V7-S5 Room 102 9:00-10:30

To Fight Against Superbugs - Future Development
of Antibacterial Drugs Surrounding Drug-Resistant
Pathogens

Related Interest Area(s): CO, DM, CP, CMC
Level: Beginner

SESSION CHAIR

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

Known as the “Superbugs,” the threat of drug-resistant pathogens to
antibacterial drugs is becoming a worldwide issue. However, a wide gap
exists between overseas and Japan in coping with new drug development.

In the US, the Generating Antibiotic Incentives Now (GAIN) Act was
enacted to provide incentives such as exclusivity period for new drugs
against drug-resistant pathogens. In 2013, a drafted clinical development
guidance was issued for new drugs for serious infectious diseases with
unmet medical needs. The plan is now being prepared to promote new
antibacterial drugs.

In Japan, no plan exists to promote development of antibacterial

drugs. For clinical evaluation, a Guideline for the Clinical Evaluation of
Antibacterial Drugs (draft) for common infectious disease was issued in
2010. However, no guidance has been issued for drug-resistant pathogens.

Such difference in commitment to antibacterial drugs development against
drug-resistant pathogens in and outside Japan may lead to future drug lag
in antibacterial drugs for drug-resistant pathogens.

To contribute to improved public health in Japan, we will discuss the
desirable future development of antibacterial drugs surrounding drug-
resistant pathogens.

Current Issues in Antibacterial Drug Development for Drug-
Resistant Pathogens

Seiji Hori, MD, PhD

Professor, Department of Infectious Diseases and Infection Control, The
Jikei University School of Medicine

Call For Action Revolutionizing Anti-Bacterial Drugs’ R&D
Ecosystem

Hiromichi Shirasawa, MD

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

The Evolution of Regulatory Framework towards Streamlined
Antibacterial Drug Development (Tentative)

John H. Rex, MD
Senior VP and Head of Infection, Global Medicines Development,
AstraZeneca

Panel Discussion
All speakers above and

Wataru Asakura, PhD
Office Director, Pharmaceuticals and Medical Devices Agency (PMDA)

SESSION 6 11:00-12:30
V1-S6 Room 605/606 11:00-12:30

Patient-Focused Medical Affairs Roles and
Activities - Beyond the Pill with Patient Support

Programs

Related Interest Area(s): CO, DM, CP, CMC, AC, O: Patient
Level: Beginner

SESSION CHAIR

Kihito Takahashi, MD, PhD
Vice President and Senior Managing Director
GlaxoSmithKline K K.

Medical affairs organizations within the pharmaceutical industry are
emerging to play a more important role in partnering with physicians
to provide value in patient-centered health care. The purpose of this
session is to provide a basic understanding of the roles and activities of
Medical Affairs from a patient-focused perspective. In this session, we
will also discuss the challenges and opportunities of Patient Support
Programs (PSP) as part of the patient-focused medical affairs activities.

Medical Affairs 2015 and Beyond

Hiroshi Tamada, MD, PhD, MBA

Vice President, Head of Japan Medical and Development,
Bristol-Myers K.K.

Patient-Focused Medical Affairs Roles and Activities - Beyond
The Pill with Patient Support Programs

Rick Tsai, DMD, MD

Head of Medical Affairs

Executive Officer

MSD K.K.

DialBetics: A Novel Smartphone-based Self-management
Support System for Type 2 Diabetes Patients

Kayo Waki, MD, MPH, PhD

Associate Professor

Department of Ubiquitous Health Informatics, Graduate School of
Medicine, The University of Tokyo

Department of Diabetes and Metabolic Diseases

The University of Tokyo Hospital

Panel Discussion

All speakers above

V2-S6 Room 607 11:00-12:30

Perspectives for Development of Regenerative
Medical Products in PMD Act

Related Interest Area(s): CO, RA, CP, PM, CMC, O: MA, AC, MW
Level: Intermediate

SESSION CHAIR

Teruo Okano, PhD
Professor, Institute of Advanced Biomedical Engineering and Science
Tokyo Women’s Medical University
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For the promotion of Regenerative medicine in Japan, new special
definitions and a section for regenerative medical products were
established under “the PMD Act” (partially revised Pharmaceutical Affairs
Law). Medical innovations are to be shared by all the beneficiaries, and
international regulatory communication channels are to be developed

to share the views on the new development. In this session, considering
these new environments, the perspectives of industry and academia

for developing regenerative medical products and cooperating will be
discussed.

Perspectives for Development of Regenerative Medical Products
in Japanese Industry

Keiji Yoshimura

Japan Tissue Engineering Co., Ltd.

The Role of Academia for Developing Regenerative Medical
Products

Kiyoshi Okada, MD, PhD

Associate Professor

Department of Medical Innovation, Osaka University Hospital

Perspectives for Global Development of Regenerative Medical
Products
Yasuko Terao, PhD

Director, Clinical Science Division, Research and Development Division
Janssen Pharmaceutical K.K

Expectation for Development of Regenerative Medical Products
from Academic Society

Akihiro Umezawa, MD, PhD

Deputy Director

National Research Institute for Child Health and Development

Panel Discussion

All speakers above
V3-S6 Room 608 11:00-12:30
Risk Communication in EU, US and Japan - Goals
and Objectives of Various Tools including Labeling

- (Part 2)

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

SESSION CO-CHAIRS

Rei Maeda

Senior Regulatory Scientist

Surveillance & Epidemiology

Global Patient Safety, Japan Quality and Patient Safety, Eli Lilly Japan K.K.
Shinobu Uzu

Director, Safety Division

Pharmaceutical Safety and Environmental Health Bureau

Ministry of Health, Labour and Welfare

USPI, SmPC and Japan Package Insert are the fundamental tools for
effective risk communication, with limited space. In addition, various tools
for risk communication like medication guides for patients have been
developed and utilized. In this session, the current risk communication
strategies of FDA, EMA and MHLW/PMDA will be presented. Challenges
and possible solutions for current tools will be presented from the view of
health care professionals followed by a panel discussion for the future of
risk communication.

Risk Communication: From Consumers’ Perspective

Kyoko Kitazawa
Kyoto Pharmaceutical University

Risk Communication: A Company Perspective
Shinichi Nishiuma, MD
Senior Medical Advisor, Global Patient Safety, Eli Lilly Japan K.K.

Panel Discussion

All speakers from Part 1and Part 2 and

Xavier Luria, MD

Chair and Senior Consultant, Drug Development and Regulation
Former Head of Safety and Efficacy of Medicines at the EMA

V4-S6 Room 609 11:00-12:30

ICH E9 (R1): Discussion on the Appropriate
Estimands for Clinical Trials

Related Interest Area(s): CO, ST, AC

Level: Intermediate

Language: Japanese Language Only

SESSION CHAIR

Hideki Suganami, PhD
Director, Clinical Data Science Dept, Kowa Co., Ltd.

Missing data makes it difficult to evaluate the results of a randomized
comparison clinical study (ICH E9). To understand how to handle
missing data, it is important to understand “Estimand.” “Estimand”

is a relatively-new concept and it’s not written in any ICH guidelines.
Understanding “Estimand” is the first step of understanding how to
handle missing data, however “Estimand” also helps to reach correct
deductions of the clinical study. Estimand, which is being discussed as
part of ICH E9 (R1), and related issues will be discussed at this session
to make it clear even for non-statisticians.

Overview of ICH E9 (R1)

Yuki Ando, PhD
Senior Scientist for Biostatistics
Pharmaceuticals and Medical Devices Agency (PMDA)

Practical Issues

Masayo Miyata
Group Manager, Trial Lead Department, R&D Div.
Janssen Pharmaceutical K.K.

Missing Data, Appropriate Statistical Analytical Methods,
Appropriate Sensitivity Tests

Satoru Fukinbara, PhD
Director, Data Science Development Headquarters
Ono Pharmaceutical Co., LTD.

Panel Discussion
All speakers above

V5-S6 Room 610 11:00-12:30
Industrial Development and Growth Strategy
for Biosimilars - From the Viewpoint of the

Acceleratation of Biosimilars Use

Related Interest Area(s): ALL
Level: Intermediate

SESSION CHAIR

Teruyo Arato, PhD
Professor, Department of Regulatory Science
Hokkaido University Graduate School of Medicine

The guidelines for quality/efficacy/safety of biosimilars and its Q and
A have been issued in Japan, and currently biosimilar products have
been approved in Japan. Expectations for industrial development for
biosimilars will be much higher in the future.

This session will cover how to change the Japanese medical
environment by using biosimilar products and how to accelerate the
use of biosimilars, as well as how to the grow industry of biosimilars in
Japan.
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Related Interest Areas: Clinical Operations (CO), Regulatory Affairs (RA), Statistics (ST), Clinical Data Management (DM),
Clinical Safety and Pharmacovigilance (CP), Project Management (PM), Chemistry, Manufacturing and Controls (CMC), Academia (AC), Others (O)

In this session, speakers from a pharmaceutical industry and academia
will give a presentation about current environment and issues of the
acceleration of biosimilars use. We will have a panel discussion with
the above speakers and a panelist from a department of pharmacy in
a hospital, who will talk about biosimilars use in a pharmacy point of
view.

Launching Experiences of Biosimilars and Issues for Wider
Use

Tetsuji Tsukamoto, MBA
Pharmaceuticals Development Division, Nippon Kayaku Co., Ltd.

Biosimilar: Learnings from Nearly 10 Years of Real World
Experience

Sreedhar Sagi, PhD
Head Medical Affairs, APAC, Sandoz Biopharmaceuticals

Expectation for Biosimilar Insulin Products by Clinical
Diabetologists

Yasuo Terauchi, MD, PhD

Professor, Endocrinology & Metabolism, Graduate School of Medicine,

Yokohama City University

Panel Discussion
All speakers above and

Keiso Masuhara, PhD
Department of Pharmacy
St. Marianna University School of Medicine Hospital

V6-S6 Room 101 11:00-12:30

Towards ICH E6 Revision - Think about How
Quality Management System (QMS) Can be

Introduced in Clinical Trials

Related Interest Area(s): CO, RA, ST, DM, PM, AC, O: QA, QC
Level: ALL

SESSION CHAIR

Satoshi Matsushita
Director, R&D QA Department
Janssen Pharmaceutical K.K.

ICH EG6 revision has been under discussion and the step 4 guideline
will be published in November 2016 after step 2 in June 2016.

One of the main focuses on ICH E6 revision is to introduce quality
management approach into clinical trials in order to ensure quality.
There will be a high possibility that some traditional approaches need
to be reconsidered fundamentally. Risk-Based Monitoring, which
sponsors have already implemented, is also one of the methods of
quality management, but ICH EG6 revisions request a more systematic
approach at the trial level. Health authorities have also encouraged
development of an integrated clinical quality management system in
our organization. In this session, we will discuss what the QMS is, our
expectation/issues for it and how to execute it from a practical point of
view.

Impact of ICH E6 Revision on Quality Management Activities
in Clinical Trials - From PMDA Point of View

Naoyuki Yasuda
Director, Office of International Programs
Pharmaceuticals and Medical Devices Agency (PMDA)

TransCelerate Clinical Quality Management System Initiative
Update

Ann Meeker-0’Connell, MS, CCEP

Head, Risk Management and External Engagement, Bioresearch
Quality and Compliance, Johnson & Johnson

Merck/MSD Clinical Quality Management Model

Kiyomi Hirayama

Director, Clinical Research / Regional Clinical Quality Manager
Japan Clinical Quality Management, MSD K.K.

Panel Discussion
All speakers above

V7-S6 Room 102 11:00-12:30

Rethinking Vaccine Policy-Making in an Era of
Vaccine Hesitancy

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

SESSION CHAIR
Yoshikata Furuya, MSc

Director
Vaccine Policy, Health Policy, MSD K.K.

Vaccination has had an important impact on global health, eradicating

or dramatically reducing the numbers of persons who die or are disabled
from infectious diseases. However, vaccine hesitancy - indecision about
vaccination, refusal of or delay, vaccines is spreading globally. Vaccine
hesitancy causes decreasing vaccine coverage and an increasing risk of
vaccine-preventable disease outbreaks and epidemics. Global experts will
present the latest situation of vaccine hesitancy in Japan and global, and
discuss possible measures.

Vaccine Hesitancy - Global Status and Measures (Tentative)
Kyle Hathaway, PhD

Director

Vaccine Policy, Asia Pacific, Merck & Co., Inc.

Vaccine Policy Reform in Japan - Challenge and Opportunity
(Tentative)

Hajime Kamiya, MD, PhD,MPH

Chief Researcher

Infectious Diseases Surveillance Center

National Institute of Infectious Diseases

Vaccine Hesitancy - Japanese Status and Measures (Tentative)

Narumi Hori, RN, MPH, M.Ed.
Epidemic Intelligence Service, Disease Control and Prevention Center,
National Center for Global Health and Medicine

Panel Discussion
All speakers above
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ROUND TABLE AND PMDA TOWN HALL

ROUND TABLE

INTERNATIONAL CONFERENCE ROoOM 14:00-15:30

Let’s Hear from AROs and R&D Heads - Towards

New Medicine Development
Related Interested Area(s): All
Level: All

SESSION CO-CHAIRS

Yoshikazu Hayashi

Pharmaceuticals and Medical Device Agency (PMDA)

Hiroshi Watanabe, MD, PhD

Professor, Department of Clinical Pharmacology & Therapeutics,
Director of the Clinical Research Center,

Hamamatsu University School of Medicine

There are day-to-day changes in circumstances surrounding

medicine development such as prevalence of Multi-Regional Clinical
Trials and emerging AROs. Regulators are also introducing new
regulatory approaches including consultations on regulatory strategy.
However, there is still room for improvement of communication

among stakeholders and we can seek further efficiency of medicine
development. In addition, there are quite a few medicines developed only
in foreign countries, it despite assertions the drug lag has been resolved.
In this session, we will have candid discussions with pharmaceutical
companies and AROs on what is needed in Japan in order to market
necessary medicines for Japanese people without delay and conduct
efficient medicine development through worldwide collaboration as
well as possible ideas how to make Japan a more attractive country for
foreign companies.

PANELISTS

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

Akihisa Harada, MD, PhD

Vice President - Development Japan

Chief Scientist - Japan

Pfizer Japan Inc.

Akira Myoi, MD, PhD

Vice Director

Associate Professor

Medical Center for Translational and Clinical Research Department of
Medical Innovation

Osaka University Hospital

Takuko Sawada

Senior Executive Officer, Executive General Manager,

Global Development, Shionogi & Co., Ltd.

Hiromichi Shirasawa, MD

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

Kihito Takahashi, MD, PhD

Vice President and Senior Managing Director

Japan Development & Medical Affairs Division, GlaxoSmithKline K.K.

COFFEE BREAK 15:30-16:00

PMDA TOWN HALL

INTERNATIONAL CONFERENCE RoOM 16:00-17:30
PMDA Town Hall

Related Interest Area(s): All

Level: All

SESSION CHAIR

Hideki Hanaoka, MD, PhD

Director of Clinical Research Center
Chiba University Hospital
Hiromichi Shirasawa, MD (TBC)

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

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

PANELISTS
Wataru Asakura, PhD
Director, Office of New Drug IV
Pharmaceuticals and Medical Device Agency (PMDA)
Daisaku Sato, PhD
Director, Office of Cellular and Tissue-based Products
Pharmaceuticals and Medical Device Agency (PMDA)
Reiko Sato, PhD
Director, Office of Safety Il
Pharmaceuticals and Medical Device Agency (PMDA)
Mayumi Shikano, PhD
Associate Director, Center for Product Evaluation
Pharmaceuticals and Medical Device Agency (PMDA)
Yuka Suzuki, PhD
Director, Office of Medical Devices Il
Pharmaceuticals and Medical Device Agency (PMDA)
Naoyuki Yasuda
Director, Office of International Programs
Pharmaceuticals and Medical Device Agency (PMDA)

CLOSING REMARKS

INTERNATIONAL CONFERENCE RoOM 17:30-17:45

PROGRAM VICE-CHAIR

Satoshi Saeki, MSc

Senior Manager

Immunology and Inflammation Area, Japan Asia Development
Astellas Pharma Inc.
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NELSON, Barrie V6-55 33,55 SUZUKI, Yuka 'V6-S1, PMDA Town Hall 21, 37,43, 59
NISHIMURA, Takuya V2-55 32,54 TAKAHASHI, Fumitaka V3-53 25, 47
NISHIMURA, Yukiko V2-53 25,47 TAKAHASHI, Kihito V156, Round Table 34,37,56, 59
NISHIUCHI, Hiromu V6-52 24, 46 TAKAHASHI, Shunichi V1-S4 28,50
NISHIUMA, Shinichi V3-56 35,56 TAKESHITA, Shigeru V752 24, 46
NOGIMORI, Masafumi VI-S1-52 20,23,42,45  TAKEUCHI, Shinichiro V5-53 26, 48
OBA, Koji V2-S1 20, 42 TAKEUCHI, Yoshinori V3-54 29,51
OGATA, Akiko V7-54 30,52 TAMADA, Hiroshi V1-S6 34,56
OKADA, Kiyoshi V2-56 34,56 TANAKA, Yoshinobu V5-54 29,51
OKAMOTO, Mitsuhiro V1-S4 28,50 TANAKA, Yumi V2-54 28,50
OKANO, Teruo V2-56 34,56 TANAKA, Yutaka V7-52 24, 46
OKAZAKI, Ai V551 21,43 TAZAWA, Yoshiaki V7-52 24,46
OKUYAMA, Kotoba V6-54 30, 52 TERAO, Yasuko V2-56 34,56
ONO, Yoshihiko V5-54 29, 51 TERAUCHI, Yasuo V5-56 35,57
OUCHI, Takashi V6-S1 21,43 TOKAJI, Aya PO-004 28, 49
PRICE, Karen L. V251 20, 42 TORII, Mayumi V3-S5 32,54
REX, John H. V7-55 34,55 TOYOSHIMA, Satoshi V4-S1 21,42
SAGI, Sreedhar V5-56 35,57 TSAI, Rick V1-S6 34,56
SAITO, Hironobu V6-55 33,55 TSUCHII, Isao V6-S] 21,43
SAKAGUCHI, Koyo V5-54 29,51 TSUCHIWATA, Shinichi V4-S3 26, 48
SAKAGUCHI, Mayumi V2-54 28,50 TSUDA, Kaoru V4-55 33,54
SAKUMA, Tatsuya Student 17,39 TSUKAMOTO, Atsushi V5-52, V5-53 24,26, 46, 48
SAKUSHIMA, Ken V255 32,54 TSUKAMOTO, Tetsuji V5-56 35,57
SATO, Daisaku 'V2-55, PMDA Town Hall  32,37,54,59  TSUNODA, Toru V3-53 25, 47
SATO, Hiroyuki V4-53 26, 48 UENO, Shizuko V5-54 29,51
SATO, Junko V7-S1, V2-54, V7-S5 DRULENF  UMEZAWA, Akihiro V2-56 34,56
SATO, Reiko "PMDA Town Hall 37,59 USHIROGAWA, Yoshiteru ~ V6-S5 33,55
SATO, Ryohei ‘Student 17,39 UYAMA, Yoshiaki 'V/3-54, Special Chat Session 29, 31, 51, 53
SATO, Takashi V5-52 24,46 UZU, Shinobu V3-S1, V3-S5, V3-56 03,340,545
SATO, Tosiya V6-S2 24, 46 WADA, Michihiko VI-S3 25, 47
SATO, Yoji V2-55 32,54 WAKI, Kayo V1-56 34,56
SAWADA, Takuko "Round Table 37,59 WATANABE, Hiroshi "Round Table 37,59
SCHNEIDER, Roslyn F. V2-53 25,47 YAGI, Michie 'P0-002 27,49
SEKINE, Eri “Special Chat Session 31,53 YAGINUMA, Hiroshi V2-55 32,54
SEKINO, Kazuishi V5-53 26,48 YAMADA, Shoji V4-s5 33,54
SEO, Toru V4-52 24,46 YAMAGUCHI, Mariko V4-54 29, 51
SHIKANO, Mayumi “PMDA Town Hall 37,59 YAMAMOTO, Hideharu V4-S3 26, 48
SHIMA, Daisuke V3-53 25, 47 YASUDA, Naoyuki V6-56, PMDA Town Hall  36,37,57,59
SHIMIZU, Eiko V3-53 25,47 YOSHIDA, Yasunori V1S3 25, 47
SHIMOMURA, Akihiko V7-s1 22,43 YOSHIKAWA, Tohru V1-S4 28,50
SHINAGAWA, Kaori V2-52 23,45 YOSHIMURA, Keiji V2-56 34,56
SHIRASAWA, Hiromichi 'V/7-S5, Round Table 34,37,55,59  YOSHINO, Takayuki V4-54 29,51
SHIROIWA, Takeru V6-54 20,52 YUJI, Koichiro V7-S1 22,43
SPIELBERG, Stephen P, ' 20,33,42,55  ZHANG, Fanghong ' 29, 51

V3-S1, V5-S5

V5-54

SUEMATSU, Makoto

Keynotel, Special Panel Discussion 18,19, 40, 41
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Kenichi Akimoto
Former employee of GlaxoSmithKline K.K.

John H. Alexander, MD

John H. Alexander, MD, MHS, FACC, is a cardiologist and professor of medicine
in the Department of Medicine, Division of Cardiology at Duke University, as well
as the Vice Chief for Clinical Research in the Division of Cardiology. He is the
director of cardiovascular research at the Duke Clinical Research Institute where
he oversees a large group of clinical research faculty and a broad portfolio of
cardiovascular clinical trials and observational clinical research programs.

Dr. Alexander's clinical interests are in acute and general cardiovascular disease,
valvular heart disease, and echocardiology. His research is focused on the
translation of novel therapeutic concepts into clinical data through clinical
trials, specifically on the therapeutics of acute coronary syndromes and chronic
coronary artery disease and cardiac surgery as well as novel methodological
approaches to clinical research.

Dr. Alexander has published extensively and has served as the principle
investigator of numerous multicenter clinical trials. He currently serves as the
co-chair of the Clinical Trial Transformation Initiative(CTTI).

Hitoshi Amano
Managing Director, Department of Intellectual Property
Japan Agency for Medical Research and Development (AMED)

Joined Japan Patent Office (JPO), Ministry of International Trade and Industry, in
April 1991. Examined concerning patent applications as an examiner and appeal
examiner in the Patent Examination Department (Chemistry, Life Science and
Material Science). Later served as a director of an examination division, head
of the examination research office, and a chief appeals examiner. During this
time, had responsibility for IP exploitation policy, university support, human
resources development measures, and other matters as Director of intellectual
property exploitation planning in Policy Planning and Research Division,
Policy Planning and Coordination Department, JPO. In addition, collected and
analyzed information on intellectual property situations in ASEAN and India as
Director of Intellectual Property Rights Department, JETRO Bangkok Center,
and conducted investigative research on IP policy and provided researcher
training as Director of Research Department, Institute of Intellectual Property
(lIP). Attained present position in April of 2015 after serving as a Cabinet Office
planning officer.

Kotonari Aoki

Chugai pharmaceutical Co., Ltd.

Drug Safety Division

Drug Safety Data Management Department
Deputy Manager

Epidemiology Group Manager

Kotonari Aoki

(Biography)
1991.04. Joined Nippon Roche (Current: Chugai pharmaceutical Co., Ltd.)
Working in Biostatistics and Data Management in Drug Safety area
2002.10. Strategic alliance between Roche and Chugai.
Joined Chugai pharmaceutical Co., Ltd.

2011.01.  Epidemiology Group Manager

(External activities)
The Federation of Pharmaceutical Manufacturer’s Association of Japan, Drug
Safety WT3 Leader
The Japan Pharmaceutical Manufacturers Association,
Committee PMS Task force, Committee Task Force Leader
Association of Medical Information Infrastructure development, Observer

Drug Evaluation

Councilor of Japanese Society for Pharmacoepidemiology

RMP guideline Task Force member of Japanese Society for Pharmacoepidemiology
Advisory group member of Pharmaceutical and Medical Device Regulatory
Science Society of Japan

Toshihiko Aranishi

Toshihiko Aranishi is a HTA specialist in Chugai Pharmaceutical Co., Ltd. After he
finished the master course at Faculty of Medicine, School of Health Sciences and
Nursing, The University of Tokyo in 2007, he joined Chugai. At Chugai, he had
worked as a biostatistician for 7 years. After that, since Chugai established HTA
group in 2014, he has been working as a HTA specialist. He is now temporarily
transferred to F. Hoffmann-La Roche Ltd as a health economist / HTA statistician.
He is doing PhD at Medical and Biopharmaceutical Science, Graduate School of
Pharmacy, International University of Health and Welfare Graduate School since
2013.

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

v Office of Review lIl, Pharmaceuticals and Medical Devices Evaluation Center
of the National Institute of Health Sciences (PMDEC)

v Office of Clinical Trial Guidance, Organization of Pharmaceutical Safety and
Research (OPSR/KIKO)

v Office of New Drug I, PMDA

v Office of New Drug V, PMDA

v Office of General Affairs, PMDA

Carsten Brunn

Dr. Carsten Brunn has been President of Bayer Yakuhin, Ltd. and Bayer HealthCare
Representative for Japan since March 1, 2013, and President and Representative
Director of Nihon Medrad K.K. since July 1, 2014. Also, he has been Chairman of
EFPIA Japan since October 10, 2014.

Dr. Brunn joined Bayer HealthCare in 2011 as Global Head of Primary Care within
Bayer HealthCare Pharmaceuticals. Prior to joining Bayer HealthCare, he worked
for Eli Lilly, Novartis and Bausch and Lomb, experiencing management positions
with increasing responsibilities.

Dr. Brunn graduated from the University of Freiburg in Germany with a Master
of Science in Pharmaceutical Science in 1996. In addition, he studied at the
University of Washington, USA under a research scholarship. In 1999 he received
his PhD in Chemistry from the University of Hamburg, Germany. He completed
his executive education at London Business School.

Born in Tuebingen, Germany, in 1970.

Nancy Dreyer

Nancy Dreyer is Global Chief of Scientific Affairs and Senior Vice President at
Quintiles Real-World and Late-Phase Research where she conducts research
on the safety, effectiveness, and value of medical treatments, and health and
safety in professional sports. She is a senior editor of “Registries for Evaluating
Patient Outcomes: A User’s Guide,” now in its third edition and leads the
GRACE |Initiative for developing Good Research Practices for Observational
Studies of Comparative Effectiveness. She is a member of the FDA’s National
Medical Device Evaluation System Planning Board and has worked closely
with the European Medicines Agency in evaluting new uses for registries and
other methodologies for pharmacovigilance. She is an Adjunct Professor of
Epidemiology at the University of North Carolina at Chapel Hill, a fellow of the
International Society of Pharmacoepidemiology anda a former board member
of DIA.

Email: nancy.dreyer@quintiles.com

Chrissie Fletcher, MSc, BSc, CStat, CSCi

Executive Director Biostatistics and Regional Head, Global Biostatistical Science,
Amgen Ltd

Chrissie is a Regional Head in Global Biostatistical Science at Amgen and she
leads a Health Technology Assessment (HTA) Biostatistics group. Chrissie is
also leading the development of Amgen policies and processes for sharing
clinical trial data with external researchers. Chrissie has worked in the
Pharmaceutical Industry for over 20 years and has experience of developing
and commercialising new medicines from a variety of therapeutic areas across
all phases of clinical development.

Chrissie is currently the President of the European Federation of Statisticians
in the Pharmaceutical Industry (EFSPI), a member of the Statisticians in the
Pharmaceutical Industry (PSI)/EFSPI Regulatory Committee, chair of the PSI/
EFSPI HTA Special Interest Group (SIG), member of the Integrated Data Analysis
(IDA) SIG and member of the EFSPI data sharing working group. Chrissie is a
member of the Clinical Development Expert Group for the European Federation
of Pharmaceutical Industries and Associations (EFPIA), and she is one of 2
EFPIA representatives on the ICH E9 Revision 1 working group that is developing
an addendum to E9 on estimands and sensitivity analyses. Chrissie is the
Industry co-chair of the Innovative Medicines Initiative (IMI) ‘GetReal’ initiative
Work Package 4 which is developing mathematical models and analysis tools for
synthesising clinical evidence and predicting effectiveness.

Chrissie is a Chartered Statistician and Chartered Scientist of the Royal Statistical
Society (RSS). Chrissie has an MSc in Applied Statistics and a BSc (Hons) in
Statistics with Management Science Techniques.

Leander Fontaine, Dr. Med.

President of Pharmiceutics LLC, a consulting firm based in Pennsylvania, USA.
Pharmiceutics offers consulting, training and services in the area of Core labeling,
US labeling and EU labeling, including the creation of supporting rationales and
documentation for core labeling implementation. Pharmiceutics’ client base is in
the US, in Europe and in Asia.
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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.

Yosuke Fuijii, PhD

Clinical Statistics, Pfizer Japan Inc.

2005 Master of Engineering, Tokyo University of Science

2007-11 Researcher, Risk Analysis Research Center, Institute of Statistical
Mathematics

20M Ph.D. in Statistical Science, Graduate University for Advanced Studies

2011- Clinical Statistics, Pfizer Japan Inc.

Katashi Fukao, MD, PhD

Education

1964 Graduated from Chiba University, School of Medicine

1969 Graduated from Chiba University, Graduate School of Medicine

Employment

1964- Japanese Red Cross Society Kyoto Daini Hospital

1969- Assistant, Department of Surgery, Chiba University Hospital

1972- Research and Clinical Fellow, Organ Transplantation Service
(Prof. T.E. Starzl), Medical Center of Colorado University, USA

1975- Assistant Professor, Department of Surgery, University of Tsukuba

1983- Associate Professor, Department of Surgery, University of Tsukuba

1992- Professor, Department of Surgery, University of Tsukuba

1998- Director, University of Tukuba Hospital

2002- Director, Chiba Rosai Hospital

2007- Predident, HAB Research Organization

2013- Emeritus Director, Chiba Rosai Hospital

Satoru Fukimbara

1996/4 Ono Pharmaceutical Co., Ltd. Development Headquarters

2001/9 Kyushu Institute of Technology Faculty of Computer Science and
Systems Engineering Ph.D

2003/7 Ono Pharmaceutical Co., Ltd. Manager Statistical analysis, Clinical
Development Planning,

2010/4 Director Datascience Development Headquarters

2012/4 Senior Director Datascience Development Headquarters

Other
Data Science Expert Committee, Drug Evaluation Committee, JPMA

Hiroyuki Furukawa, PhD
Department of Pharmaceutical Service
Yamaguchi University Hospital
1-1-1, Minamikogushi, Ube-city, Yamaguchi, 755-8505, Japan
EDUCATION AND WORK EXPERIENCE:
1975 Mar B.S,, Faculty of Pharmacy, Kanazawa University
1977 Mar M.S.Pharm., Department of Pharmaceutical Science (Pharmacology),
Graduate School of Pharmacy, Kanazawa University
Apr  Staff Pharmacist, Kanazawa University Hospital
2003 Mar  Ph.D.., Department of Natural Science (Life Science),
Graduate School of Pharmacy, Kanazawa University
Apr  Associate Professor, Center for Clinical Trial Management, Kanazawa
University Hospital

2009 Apr  Associate Professor, Dept. of Medical Safety Management,
Kanazawa University Hospital

2010 Sept Professor, Graduate School of Medicine, Yamaguchi University
Director, Department of Pharmaceutical Service, Yamaguchi
University Hospital

2015 Apr Director, Clinical Research Center, Yamaguchi University Hospital

Yoshikata Furuya, MSc

Yoshikata Furuya is Director, Vaccine Policy, Health Policy at MSD KK, a
subsidiary of Merck & Co., Inc., Kenilworth, N.J., U.S.A.. He has been working on
vaccine and immunization policy for over 7 years. He has delivered lectures and
presentations on vaccine policy at various meetings including the government
meetings. He is also an active member of Pharmaceutical Research and
Manufacturers of America (PhRMA) Vaccine Committee.

Stewart Geary, MD
Senior Vice President, Chief Medical Officer
Director, Corporate Medical Affairs Headquarters, Eisai Co., Ltd.

E. Stewart Geary, M.D, has worked at Eisai since 1996 in pharmacovigilance,

clinical safety and regulatory science. He is currently a member of the Executive
Committee of the Japanese Association of Pharmaceutical Medicine and the
DIA Advisory Committee Japan and he serves on the Editorial Advisory Boards
for the publications Applied Clinical Trials and Pharmaceutical Medicine and is
the Content Editor for Safety & Pharmacovigilance for the DIA Global Forum.
He served on the CIOMS VII Working Group on the Development Safety Update
Report, the CIOMS VIII Working Group on Signal Detection, the CIOMS Working
Group on Standardized MedDRA Queries and the CIOMS IX Working Group on
Medicinal Product Risk Management.

Dr Geary graduated from Harvard College summa cum laude with a bachelor’s
degree in chemistry in 1985. He spent a year doing basic research on insulin-like
growth factor receptors at Harvard Medical School before attending Stanford
Medical School from which he earned an MD degree in 1990. He went on to
complete a residency in Urology at the Stanford University Medical Center in
1996. He has published on the Japanese pharmaceutical industry and lectured
on global pharmaceutical regulations.

Hideki Hanaoka, MD, PhD

Dr. Hideki HANAOKA is a Director of Clinical Research Center (CCRC), Professor,
Chiba University Hospital, Japan, (July, 2010 - present), and a vice director of
Future Medicine Research Center, Chiba University (April 2015 - president). CCRC
is an ARO that has 100 staffs and he is a leader of CCRC. He has been working
at CCRC, Chiba University Hospital, since 2003 after his career at Reviewer of
New Drug Evaluation Team Evaluation Division 2 Pharmaceuticals and Medical
Devices Evaluating, National Institute of Health, MHLW, Japan, (2000 - 2003).

EDUCATION

Ph.D. in Medicine Chiba University Graduate School of Medicine, Japan, March
2001

Doctor of Medicine Chiba University, Medical School, Japan, March 1993

LICENSURE and CERTIFICATION

Japanese Medical License Registration, 1993

Board Certified Allergy Specialists of Japanese Society of Allergy 2004

Board Certified Member of the Japanese Society of Internal Medicine, 2004
Board Certified Clinical Pharmacology Specialists of Japanese Society of Clinical
Pharmacology and Therapeutics, 2009

Li Hang, BSc

Manager/Project Lead

Clinical Research Department

Daiichi Sankyo (China) Holdings Co., Ltd.

Li Hang is a manager in Clinical Research Department, Daiichi Sankyo (China)
Holdings Co., Ltd. She has worked for nearly 10 years in the area of clinical
research in China. Her experience includes clinical trial design, clinical operation,
clinical study report and publication etc. She graduated from Xuzhou Medical
College with bachelor degree on clinical medicine.

Akihiro Hirakawa

Akihiro Hirakawa is a Lecturer of Biostatistics at the Center for Advanced
Medicine and Clinical Research, Nagoya University Hospital. His areas of
specialty are biostatistics, clinical trials, and bioinformatics. Prior to joining
Nagoya University Hospital, he served as a reviewer in the Office of New Drug V
(clinical oncology) at the Pharmaceutical and Medical Devices Agency (PMDA)
from 2006 to 2011 and was an assistant professor at Tokyo University of Science,
Faculty of Engineering, Management Science from 2011 to 2012.

Kiyomi Hirayama
Regional Clinical Quality Manager, Japan Clinical Quality Management, MSD K.K.

Jointed to Banyu Pharmaceuticals, in April, 1995 after graduated the Nagasaki
University, Pharmacy bachelor’s degree. After 2 years’ experience as Medical
Representative in Nagasaki, started the career in Clinical Quality area as GCP
auditor. Worked as GCP auditor or management for Banyu Pharmaceuticals and
MSD K.K. from 1997 to 2013, mainly responsible for Japan and Asia Pacific. From
May, 2013, moved to Japan Clinical Quality Management as Regional Quality
Manager, and organized the Quality Management group in MSD K.K.

Tomoko Hirohashi

Tomoko Hirohashi graduated from master course of chemical engineering
in Kyusyu University Post Graduate School in 1997, and joined basic research
laboratory in Banyu pharmaceutical company as a chemist. She started a new
carrier in clinical development in 1999, engaged in many disease areas such as
CNS, Pain, and Allergy etc. She started clinical development in oncology disease
area in 2005, especially focusing on early stage programs in Gl cancer and
hematological malignancies. She moved to Pfizer Inc, as Japan Clinical Lead to
lead several projects in oncology assets, and became Japan Development Lead
to cover all oncology program from early to late stage assets. She acquired PhD
degree in department of pathology and oncology, medical school of Juntendo
University, 2014.
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Keiko Honda, PhD

| was graduated doctor degree in medicine of the graduate school of the
University of Tokyo in 1994 and obtained a Ph.D. in Medicine and, following this,
engaged in a 1 year post-doctoral fellowship.

| worked for YKI Patent Attorneys from 1995 to 2000. | registered as a patent
attorney with the Japan Patent Attorneys Association in 2001. | joined the
Center for Advanced Science and Technology Incubation in 2001 (now TODAI
TLO, Itd.). In March, 2003, | joined the boards as a director of TODAI TLO,Ltd.

Ikuo Horii, PhD

Dr. Ikuo Horii is currently president & CEO of Horii-Science-Associates, and
global consultant of Drug Safety Research & Development (DSRD) in Pfizer.
He is a pioneer and leading scientist of toxicology field in Japan. He studied
biochemistry at Hiroshima University, and pharmacology at Kyoto University.
His career in a pharmaceutical company has started at F. Hoffmann-LA Roche
in 1976. He studied toxicological pathology in Basel (Switzerland), and then
contributed for drug discovery and development in Nippon Roche Research
Center. He joined Pfizer in 2002 as a head of DSRD in Nagoya. He established
Horii-Science-Associates in 2007 and accepted an appointment of Pfizer
DSRD Global Consultant. He was a board member of the Japanese Society
of Toxicology. As an academic and scientific activity, he is assigned as visiting
professor at Showa University, Tokyo University of Science, Cambridge University
and Dalian Medical University.

Koji Ikeda, PhD

Tohoku University

Clinical Research, Innovation, and Education Center, Tohoku University Hospital
(CRIETO).

| graduated from Gifu Pharmaceutical University. After completing my PhD, in
2002, | got a position PMDEC (MHLW) of the predecessor of the PMDA. For about
10 years, | had been engaged in review of medical device. | have been a member
of HBD (Harmonization By Doing) since the beginning, that is committed to the
internationalization of medical device clinical trials. Since retirement from the
PMDA in July 2012, I've been engaged in the implementation of development
support of pharmaceuticals and medical devices in CRIETO and of the system
development for investigator initiated clinical trial.

Masahiro Inoue, MD

Education

April. 1987 - March. 1993 Shimane Medical University Bachelors Degree. M.D.
April. 1998 - September. 2002 Graduate Medical School of Nagoya University,
Internal Medicine, Nagoya, Japan. Ph.D.

April. 2010 - Mar. 2012 Graduate Medical School of International University of
Welfare and Healthcare, Tokyo, Japan. Healthcare Management, h-MBA
Work Experience

Ota Memorial Hospital Dec. 2012 - present

Division head and primary physician of

Pfizer Japan Inc.

Apr. 2005 - Nov 2012

Medical Affairs in cardiovascular/Metabolism division

Medical Advisor in Clinical/Regulatory Affairs

Handa- City Hospital in Handa city, Aichi, Japan

May 2003 - Mar. 2005

Physician of Cardiovascular in Internal Medicine Department

Meijo Hospital in Nagoya city, Aichi, Japan

May 2002 - April 2003

Chief Physician of Cardiovascular in Internal Medicine Department

Residency

Tosei Hospital in Seto city, Aichi, Japan

May 1993 - March 1995

Licenses

1993 M.D.

1996 Board Certified Member of the Japanese Society of Internal Medicine
2002 Board Certified Member of The Japanese Circulation Society

2005 Fellow of the Japanese Society of Internal Medicine (FJSIM)

Kensuke Ishii

Dr. Kensuke Ishii is a Director for Medical Devices, Office of Medical Devices llI,
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, Labor 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.

Mayumi Iwata-Okada, MD, PhD

Pediatrician graduated from Kumamoto University, School of Medicine, with
special interest in primary immuno-deficiencies (PID). In her current position as
a principal reviewer of the office of vaccines and blood products, she is in charge
of review and consultation of blood products including immunoglobulins, anti-
hemophilic drugs, other coagulation-associated drugs, and vaccines.

Shuji Kamada

Reviewer

Office of New Drug V

Pharmaceuticals and Medical Devices Agency (PMDA)

Kazuo Kawahara

General Manager of Clinical Affairs, Terumo Corporation

Mr. Kaz Kawahara was received the Bachelor of Science in Biology from College
of Biological Sciences, University of Tsukuba, and join to Terumo Corporation
in1988. General Manager of clinical affairs from 2014.

Yoko Kazami

Yoko Kazami has worked for Kitasato Academic Research Organization, Kitasato
University since March 2011 and is currently a project manager, a member of
operation team for Investigator initiated trials (IITs) including international
multicenter trials. Prior to joining the Kitasato University, she worked for
National Center for Child Health and Development as a member of IITs operation
team for 2 years. Additionally, she has 7 years’ of work experience as a clinical
research associate at Japanese pharmaceutical companies. She obtained her
BPharm from Showa University, 1997.

Kayoko Kikuchi, PhD

Kayoko Kikuchi joined Clinical and Translational Research Center, Keio University
Hospital in 2009 and is currently the Head of Planning and Management Office.
She has work as PM for investigator-initiated clinical trials. She has a background
in clinical operation and drug development for a 10-year period in Japanese
pharmaceutical companies. Additionally, she has 2 years of experience in CNS
area as a CRC. She graduated from Tokyo Science University and received Ph.D.
in medicine from Keio University.

Chika Kiryu, DVM, PhD
Associate Manager, Oncology, Department of Clinical Management,
Headquarters of Clinical Development, Otsuka Pharmaceutical Co., Ltd.

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.

Kyoko Kitazawa

Kyoko Kitazawa is a freelance healthcare journalist, who has been writing news
and analytic health stories for over twenty years. She was a staff writer and
a deputy editor of Nikkei Medical, a magazine for Japanese physicians. She
finished her master degree in public health at the London School of Hygiene
and Tropical Medicine in 2007. She recently published a Japanese translation
of “Overdiagnosed: making people sick in the pursuit of health” written by Dr.
H. Gilbert Welch, et al. She has been teaching medical sociology as a visiting
professor at the Kyoto Pharmaceutical University since 2014.

Fumiaki Kobayashi, PhD

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

January 2004

Center for Clinical Trials, Japan Medical Association

April 2010

CTD Inc.



12™ ANNUAL MEETING | DIA JAPAN 2015

PRESENTER’S BIOGRAPHIES

Koichi Konno

Koichi is a chief executive at PM consulting Positive Intention. He has started
his career as a consultant of project management in 2013. He has over ten years
of experience as a manager of PMO, after 10 years of working as a leader of
clinical study in a pharmaceutical company. He holds certification of Project
Management Professional (PMP) and he is a lead of Project Management
Community of DIA Japan.

Tatsuo Kurokawa, PhD

President-Elect, DIA

Professor, Div. of Drug Development and Regulatory Sciences, Faculty of
Pharmacy

Keio University

Dr. Kurokawa graduated from Chiba University, Faculty of Pharmaceutical
Sciences, in 1973 and started his career as a government official of MHW (later
MHLW). After 7 years of experience in GMP and drug safety/monitoring, he
was dispatched to the WHO Geneva and Manila Office as an associate expert.
After returning to Japan in 1982, he dealt with science and technology policy
(such as Summit project). In MHW, Dr. Kurokawa worked for the promotion
of bi-lateral and multi-lateral international collaboration, including trade issues
among industrialized countries.

In 1989, Dr. Kurokawa was transferred to New Drug Division and involved in
anti-cancer drug evaluation, and then participated in launching work of ICH
with EC, USA and industry colleagues. He devoted himself as a member of ICH
Steering Committee up to ICH-3, 1995. In 1994, he became Director of Office
of Appropriate Use of Drug, which was responsible for drug safety and then
became Director of Food Chemical Division. After 2 years of KIKO’s director
experience, Dr. Kurokawa was again assigned as Director of Safety Division,
MHLW. With an experience of short duration assignment at PMDA, in 2004,
he was appointed as Councilor, Minister’s Secretariat on Pharmaceutical Affairs,
MHLW. In 2008, he retired from MHLW at Councilor. Dr. Kurokawa then became
a professor of international drug development and regulation, Faculty of
Pharmaceutical and Medical Sciences. In 2011, he moved to his current position
with Keio University. Dr. Kurokawa is a pharmacist and earned his doctorate in
1995 at Chiba University.

Hiroyuki Kusuhara, PhD

Hiroyuki Kusuhara, Ph.D. is currently Professor of Laboratory of Molecular
Pharmacokinetics at Graduate School of Pharmaceutical Sciences, The University
of Tokyo, Tokyo, Japan. He has graduated from the Faculty of Pharmaceutical
Sciences, The University of Tokyo, in 1994, and from the Graduate School of
Pharmaceutical Sciences, The University of Tokyo, in 1996 (M.S.). He started
his carrier as an academic scientist in The University of Tokyo as Assistant
Professor of Pharmaceutical Sciences (1998). He was promoted to Associate
Professor (2004) and Professor (2012) of Graduate School of Pharmaceutical
Sciences, The University of Tokyo. He received his Ph.D. from The University of
Tokyo supervised by Prof. Yuichi Sugiyama in 2003. His major research interest
is the role of drug transporters in the drug disposition from pharmacokinetic
point of view. He has received awards: the APSTJ Global Education Seminar
Presentation Award 2003 from the Academy of Pharmaceutical Science and
Technology, Japan (ASPTJ); Hugh Davson Memorial Lectureship Award 2003
from the Physiological Society (London); James R. Gillette Drug Metabolism
Best Papers of 2004; JSSX Award for Young Scientists from The Japanese
Society of the Study of Xenobiotics (JSSX), Japan, 2006; ASPTJ Award for
Young Scientists from the ASPTJ, 2006; ISSX Asian Pacific New Investigator
Award from the International Society of the Study of Xenobiotics, 2009; The
PSJ Award for Young Scientists from The Pharmaceutical Society Japan, 2010.

Laurie Letvak, MD

Dr. Laurie Letvak is Head of Clinical Development Policy at Novartis, a position
she has held since June 2014.

Laurie has been with Novartis for over 20 years in a variety of positions. She
played a key role in the development of Glivec® since 2001, responsible for Global
Medical Affairs. From 2008-2012, she was the Global Program Head for Glivec
and Tasigna®. In this role was responsible for leading the global development
efforts for both drugs, including registration programs for new indications.

She became Global Development Head for the Critical Care Franchise in 2012. In
that role she was responsible for the portfolio in specialty cardiovascular (with
emphasis on heart failure) and metabolic products ( lipids and atherosclerosis).
Laurie received her undergraduate and medical degrees from Cornell University.
She did her internal medicine training at Boston University and her Hematology-
Oncology fellowship at New York University Medical Center.

Sarah Lin

Sarah Lin is a Clinical Project Manager of Astellas Pharma Taiwan, Inc. and is
currently on an exchange program in Astellas Pharma Inc. in Tokyo. Sarah is a

pharmacist in profession and has been working in clinical research for 7 years
with Phase 1to Phase 4 study experience in endocrinology, transplantation and
immunology, and oncology.

Shyh-Yuh Liou, PhD

Exclusive Advisor, Translational Medicine Center, Ono Pharmaceutical Co. Limited

Dr. Liou has acquired more than 30 years experience of clinical development

and R&D strategy planning in several global companies’ global R&D Centers,

such as Pfizer, GSK, and Takeda. Currently, he serves as Exclusive Advisor in Ono

to oversee the Tranlational Medicine. His expertise in pharmacogenomics allows

him deliver the insightful assessment of the human genetic variance on ADME as

well as the drug safety issues, and consequently, he becomes a frequent speaker

in leading institutes in Japan, for example, Waseda University and Nagasaki

University and other several global institutes.

His present engagements in relation to translational medicine include the

following 1) the utilization of pharmacogenomics studies result in discovery and

drug development; (2) ethical issues regarding pharmacogenomics in research

and clinical practice across Asian countries; (3) challenges from the adoption of

pharmacogenomics study in Japan.

PROFESSIONAL AFFILIATIONS

» Seat as a chairman of Japan Pharmacogenomics Data Science Consortium
from 2009-2014

+ Seat at PGx working Group of JMPA from Nov 2005-2008

EDUCATION

*+ 1986 Ph.D. in Pharmacology, Kyushu University, Japan

» 1977 B.Sc. in Pharmaceutical Science, Kaoshiung Medical University, Taiwan
ROC

PROFESSIONAL EXPERIENCE

Current-04/"14

+ Exclusive Advisor of Translational Medicine Center

03/14-01/°07

+ Director of Clinical Pharmacology Group, Clinic Data Science Dept., Japan
Development Center, Pharmacetutical Develop. Div., Takeda Pharmaceitucal
Co. Limited

PREVIOUS EXPERIENCE

12/°06-06/°02

» Head of Pharacogenetics of Asia Pacific Section; Clinical Genetic Res Office,
Tsukuba Research Labs, GSK, Japan

02/'96-11/°06

Unit Head, Pharmacology Department, Tsukuba Research Labs, Glaxo

Wellcome KK (Nippon Glaxo), Tsukuba Res Labs, Japan

01/°95-09/°89

+ Team leader, Research Scientist, CNS Diseases, Upjohn Pharmaceuticals
Limited, Tsukuba Res Labs, Japan

08/'89-04/'87

+ Research Associate at Laboratory Neuroendocrinology under Professor Dr HE
Albers, Laboratory Neuroendocrinology and Behavior, Department of Biology
and Psychology, Georgia State University, USA

Saku Machino

DATE & PLACE OF BIRTH

September 17,1943, Tokyo

PRESENT STATUS

Professor Emeritus, Sophia University

LAST GRADUATION

Faculty of Law, Tokyo University, 1969

MAIN PUBLICATIONS

+ Patient’s Right to Self-Determination and Law, 1986

» Mental Health in Japan and the Law concerning the Observation of the
Criminal Insane, 2004

» Reforming Japan’s Organ Transplant Law, 2004

+ To Treat the Criminal Insane, 2006

+ Liberty of Bioscience Research and Its Regulation, 2011

+ Bioethics and Hope in Pandora’s Box for 30 years, 2013

+ Life, Death and Jurisprudence, 2013

Hideki Maeda, PhD, RPh

Vice President, Medical Research, Medical Affairs, Japan, Astellas Pharma Inc.
Collaborative Researcher, Division of Drug Development and Regulatory Science,
Faculty of Pharmacy, Keio University

Employment
1990-2005
2005-present
Memberships
2004-2007

Yamanouchi Pharmaceutical Co. Ltd.
Astellas Pharma Inc

Member of Clinical Evaluation Expert Committee, Drug
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Evaluation Committee, Japan Pharmaceutical Manufacturers
Association

Member of new Japanese Guideline for Clinical Evaluation of
Oncology Drugs, Q&A

Member of program committee for Anti-tumor Drug Development Forum
Member of board for International Symposium on Cancer Chemotherapy
Research Areas and Interests

Clinical development, Oncology, Urology, Bone metabolism, Post-marketing
surveillance, Risk management plan, Safety evaluation, Regulatory science etc.

2005-2006

Yoshiaki Maruyama, PhD

| am currently a review director of Office of Cellular and Tissue-based Products
at PMDA. | joined PMDA in 2008 and started as an officer of Office of Compliance
and Standards where a secretariat for Japanese Pharmacopoeia (2008-2012).
| was participated as MHLW/PMDA topic leader for the development of ICH
guidelines and Annexes on “Evaluation and Recommendation of Pharmacopoeial
Texts for use in the ICH Regions (Q4B)”.

Before joining PMDA, | was in the University of Calgary, Canada (2001-2005)
and National Center of Neurology and Psychiatry (NCNP), Tokyo, Japan (2005-
2008), as a research fellow.

Nobutomo Matsui

IMS JAPAN K.K.

Commercial Effectiveness Service Principal

2000 Graduated from the Department of Pharmacy ,Tokyo University of Science
2000 Entered Yamanouchi Pharmaceutical Co., Ltd

2007 Entered BearingPoint ,Inc

2010 Entered IMS JAPAN K.K

Pharmacist

Small and Medium Enterprise Management Consultant

Yukiko Matsushima

Assistant Professor,

Keio University hospital Clinical and Translational Research Center.

After getting the Master degree of Pharmacy at Kanazawa University, Yukiko
Matsushima had worked in a pharmaceutical company for several years as
Clinical Research Associate, and worked in Kanazawa University Hospital as
Clinical Research Coordinator for more than ten years. In 2011, she moved her
working activity from the hospital to Division of Drug Development Science &
Clinical Evaluation, Faculty of Pharmacy, Keio University, and has been carrying
out a comparative research of CRC jobs in Japan and in other countries. In
addition, she has been working as CRA at Keio University hospital Clinical and
Translational Research Center since 2013.

Tsutomu Mawatari

Chief, Coordination Section / PR Section, Office of Planning and Coordination,
Pharmaceuticals and Medical Devices Agency (PMDA)

He had been Reviewer, Office of Safety Il and Office of New Drug IV, PMDA
and had engaged in pre- and post-marketing safety information review of
antibacterial drugs, vermifuge, antifungal drugs, and antiviral drugs including
AIDS drugs as a risk manager until September 2015.

Ann Meeker-O'Connell

Ann Meeker-O’Connell is the Head, Risk Management and External Engagement
for Johnson & Johnson’s Bioresearch Quality and Compliance organization. In
this role, Ann is responsible for the strategic direction and oversight of BRQC’s
global outreach and advocacy and risk management activities for R&D across
sectors. Prior to J&J, Ann served as Director of CDER’s Division of Good Clinical
Practice Compliance at the U.S. Food and Drug Administration (FDA). During her
tenure at FDA, Ann also served as Associate Director, Risk Science, Intelligence,
and Prioritization and as a Senior Policy Advisor within the Office of Scientific
Investigations. She received her M.S. in Pharmacology and B.A. in Biology from
Duke University in Durham, NC. Ann is a Certified ISO 31000 Lead Risk Trainer
and a Certified Compliance and Ethics Professional.

Masayo Miyata

Group manager, Trial Lead Department, Japan Clinical Operation, Janssen
Pharmaceutical K.K.

My group consists of trial managers responsible for oncology clinical trials. | am
responsible for the successful execution of local, regional, and/or global clinical
trials. | act as the single point of accountability at the program/project level and
have a direct interface with the Japan project team as well as global clinical
operations in the management of clinical trials. Before current position, | had
been working as a group manager of CRA for 3 years and a group manager of
clinical scientist for 6 years in MSD. In another aspect, | was a vice chairperson
of the clinical evaluation expert committee in the Japan Pharmaceutical
Manufacturers Association up to February 2015. In the committee activity, |

had discussed the issues toward the ICH E9R1 with the data science committee
members.

Tomoaki Miyazawa, PhD, MBA

Portfolio Director

PAREXEL International

» Joined PAREXEL in 2013 as Associate Director of Clinical Operations managing
number of cross functional matters and development projects. Assigned as
Portfolio Director from January 2014 with overall operational and financial
responsibilities for projects and clients in charge.

» Over 30 years professional experiences in Japanese affiliates of global
pharmaceutical companies covering research (pharmacology and
pharmacokinetics), preclinical and clinical development, portfolio and
project management, regulatory affairs, marketing and sales as well as
management of technical and commercial functions as operating officer
and vice president, respectively.

» Educated in biological science and business administration with degrees of
Ph.D. and MBA.

Kazuhiro Momose
Astellas Pharma Inc.
External Relations
Drug Discovery Research
Cabinet Secretariat 2011 Jun - 2014 Mar
Director for Office of Healthcare Policy

1993 Apr - Present

Kensuke Morimoto, MSc

Manager/Regional Team Leader

Asia Development Department

Daiichi Sankyo Co., Ltd.

Kensuke Morimoto is a manager in Asia Development Department, Daiichi
Sankyo Co., Ltd. He was born in Japan, grew up in Japan/US, and joined Sankyo
Co., Ltd in 2001 after obtaining bachelor’s and master’s degree in pharmacy
from Kyoto University.

In Sankyo, he was initially assigned as an assistant planner/coordinator for
global/local clinical studies. He later moved to Clinical Development Department
then to Asia Development Department, and has been working as project/study
lead since 2005. He has 12 years of experience in East/Southeast Asia clinical
trials which constitutes the majority of his career, and has extensive experience
in drug development covering wide range of therapeutic areas e.g., infectious
disease, cardiovascular disease, diabetic complication, hematological disease
and solid tumor.

Since 2006, he has been invited as a speaker/panelist for major international
conferences such as DIA, ChinaTrials, and Asian Regional Drug Development
Summit.

Yoshihiro Muragaki

POSITION: Professor

AFFILIATION AND ADDRESS: Faculty of Advanced Techno-Surgery(FATS),

Institute of Advanced Biomedical Engineering & Science ,Graduate School of

Medicine,

Tokyo Women’s Medical University,

8666 Japan

TELEPHONE No: +81-3-5367-9945 ext 6002, FAX No: +81-3-5312-1844

E-MAIL: ymuragaki@twmu.ac.jp

CAREER HISTORY:

Apr 2011 - present Professor

Tokyo Women’s Medical University, Faculty of Advanced Techno-Surgery, Tokyo,

Japan

Apr 2010 - Mar 2013 Waseda University, Graduate School of Advanced Science

and Engineering PhD., Biomedical Science Tokyo, Japan

Apr 1997 Tokyo Women’s Medical University PhD., Medicine Tokyo, Japan

Oct 1992 - Sep 1995 University of Pennsylvania, Department of Pathology and

Laboratory Medicine, Philadelphia, USA

Apr 1987- Present Tokyo Women’s Medical University, Department of

Neurosurgery, Tokyo, Japan

Apr 1980 - Mar 1986 Kobe University MD., medicineKobe, Japan

SUMMARY OF PRESENT WORK:

1, Development of novel therapeutic device and therapy for cancer

2, Development of novel therapy for malignant brain tumor.

3, Establishment of information-guided surgery and precision-guided therapy

4, Development of smart cyber operating theater (SCOT)

MAJOR PUBLICATIONS:

1. Suzuki H, Aoki K, Chiba K, Muragaki Y, et al: Mutational landscape and clonal
architecture in grade Il and lll gliomas. Nat Genet 47:458-68, 2015

2. Kinno R, Ohta S, Muragaki Y, et al: Differential reorganization of three

8-1 Kawada-cho Shinjuku-ku Tokyo 162-
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syntax-related networks induced by a left frontal glioma. Brain 137:1193-212,
2014

3. Muragaki Y, Akimoto J, Maruyama T, et al: Phase Il clinical study on
intraoperative photodynamic therapy with talaporfin sodium and
semiconductor laser in patients with malignant brain tumors. J Neurosurg
119:845-52, 2013

4, Muragaki Y, Maruyama T, Iseki H, et al: Phase I/lla trial of autologous
formalin-fixed tumor vaccine concomitant with fractionated radiotherapy
for newly diagnosed glioblastoma. J Neurosurg, 2011

5. Muragaki Y, Iseki H, Maruyama T, et al: Information-guided surgical
management of gliomas using low-field-strength intraoperative MRI. Acta
Neurochir Suppl 109:67-72, 2011

6. Muragaki Y, Chou TT, Kaplan DR, et al: Nerve growth factor induces
apoptosis in human medulloblastoma cell lines that express TrkA receptors.
J Neurosci 17:530-42, 1997

Filip Mussen

Filip Mussen is currently Vice President, Regional Regulatory Affairs at Janssen
Research & Development. He is responsible for all regulatory activities in Asia-
Pacific, Europe, Middle East and Africa, and Latin-America. Filip is based in
Belgium.

Filip Mussen joined Johnson & Johnson in 2008 in the Global Regulatory Affairs
- Neurosciences department. In 2011 he became the Head of the Global Labeling
Centre of Excellence and had global responsibilities for end-to-end labeling for
all therapeutic areas. Previously he worked at Merck & Co. since 1987, where his
last position was Senior Director European Regulatory Affairs.

Filip Mussen obtained a Master of Science degree in Pharmacy from the
University of Gent (Belgium), and his PhD from the Welsh School of Pharmacy
at Cardiff University (UK). He has published and lectured on benefit-risk
assessment, and he is the first author of a book published in 2009 about the
benefit-risk appraisal of medicines.

Ryozo Nagai

Nagai was graduated from University of Tokyo Faculty of Medicine in 1974, Nagai
became chairman of the department of cardiovascular medicine, director of
translational research and president of the University of Tokyo Hospital.
Throughout his career Nagai has combined basic research on cardiovascular
disease with clinical work. Nagai’s main basic science contribution has been
demonstrating that arteries have three types of smooth muscle myosin
isoforms, and that in atherosclerosis and cardiac hypertrophy this reverts to
the embryonic isoform (SMemb/NMHC-B). He went on to show that it was the
transcription factor, KLF5 that regulates this transformation.

Leading translational research through strategic initiatives has been a recurring
theme in his work. At the University of Tokyo, Nagai played a key role in the
introduction of management systems to facilitate translational research and
promote collaborations between scientists and industry.

As president of the Japanese Society of Cardiology (2008 - 11) Nagai established
a computerised reporting systems to organise large volumes of diverse data.

Atsuo Nakagawa, MD, PhD

Dr Atsuo Nakagawa is an assistant professor of clinical research and psychiatry
at Keio University School of Medicine, and is an active investigator whose
research focuses on mood disorder. He obtained his medical degree at Keio
University School of Medicine in 1999, and served as a resident and clinical
fellow at Department of Psychiatry, Keio University Hospital. After finishing his
research fellowship at Keio and Columbia University, he joined National Center
of Neurology and Psychiatry in 2010 and now is the chief of clinical research
training at Keio University School of Medicine.

Akihiro Nakajima

2007.3 Master of Engineering, Tokyo University of Science

2007.4-  Pharmaceutical Development Administration Department, Teijin
Pharma Limited

Koki Nakamura, MD, PhD
Takeda Pharmaceutical Company Limited.

2015-present: Vice President, Global Medical Affairs Japan, Takeda
Pharmaceutical Company Limited.

2012-2015: Senior Director, Global Medical Affairs Japan, Takeda
Pharmaceutical Company Limited.

2007-2012: Clinical Science, Takeda Pharmaceutical Company Limited.

2004-2007: Department of Cardiovascular Surgery, Shin-Tokyo Hospital.

2002-2004:  Clinical Fellow, Department of Cardiothoracic Surgery,
Harefield Hospital, United Kingdom.

1999-2002: Research Fellow, Department of Myocardial Preservation,
Harefield Hospital, United Kingdom.

1997-1999: Department of Cardiovascular Surgery, Cardiac Center

Sakakibara Hospital.

1997: PhD (Okayama University Medical School).
1992-1997: Department of Cardiovascular Surgery, Okayama University.
1992: MD (Okayama University Medical School).

Ryuta Nakamura, PhD

Review Director

Office fo new drug Il

Pharmaceuticals and Medical Devices Agency (PMDA)

In 2004 | entered PMDA as a principal reviewer at Office fo new drug I1* working
primarily in the field of pharmacology with drugs in the Category 2, 5 and
Radiopharmaceuticals. | then went on to become a Review/Consultation Team
Leader for the Category 2.

In 2008 | became deputy Review Director for the Category 2.

In 2009 | became Review Director for the Category 2.

In 2011 | became Review Director for the Category 2, 5, Radiopharmaceuticals
and In vivo diagnostics.

*Review Categories Covered by the Office fo new drug Il

Category 2: cardiovascular drugs, antiparkinsonian drugs, anti-Alzheimer’s
disease drugs

Category 5: reproductive system drugs, drugs for urogenital system, combination
drugs

Category Radiopharmaceuticals: Radiopharmaceuticals

Category /n vivo diagnostics: Contrast agents, reagents for function tests
(excluding in-vitro diagnostics)

Takeshi Nakanishi

Department Manager, New Drug Regulatory Affairs, Development & Medical
Affairs Division, GSK K.K.

Takeshi Nakanishi joined GlaxoSmithKline Japan in 2013 and currently serves
as Department Manager, New Drug Regulatory Affairs. He manages regulatory
activities for a new drug development.

Kazuhiro Nakayama, PhD

Professor, Health Sociology & Nursing Informatics
School of Nursing, St. Luke's International University
http://www.nursessoul.info/nakayama/

Terumi Nakayama, MPharm
Drug Safety Data Management Dept.
Drug Safety Div.

Chugai Pharmaceutical Co., Ltd.

Yoshihisa Narita

For the 22 years of my career in not only Pharma but also CRO fields, | have
experienced as a Monitor, Clinical Team leader, Line manager and SSU JPN
head in three main therapeutic areas like Endo, CNS and Oncology in JPN & US
based companies. Also | have achieved Six Sigma Black Belt. Now | have the
responsible for a director of clinical operation in Allergan Japan KK.

Barrie Nelson

| have eighteen years of experience in the Biotech/Pharmaceutical industry
gained within the Biostatistical Programming, Clinical Data Management,
and Data Standards functional areas. | have proven ability in setting up and
running data standards functions, implementing industry data standards and
leading a governance body to oversee the use of data standards. | have led
and, contributed to, many process improvement initiatives where standards at
the heart to achieve goals of cycle time reduction, reduced operational costs
and increased quality. | am currently the head of the Clinical Data Management
function at Onyx Pharmaceuticals, a subsidiary of Amgen. | am a recognized
CDISC SDTM expert within the BioPharma Industry. | co-lead the CDISC SDS
team and a number of SDS sub teams. | have practical experience of using data
standards in regulatory filings and have been involved in a number of discussion
with FDA regarding the data packages included in Amgen submissions.

Takuya Nishimura, DVM, PhD
Takuya NISHIMURA, D.V.M., Ph.D., 2010-Present, Pharmaceuticals and Medical
Devices Agency (PMDA)

Shinichi Nishiuma, MD

Dr Shinichi Nishiuma is currently working as Director, Global Patient Safety
Japan at Eli Lilly. He graduated Kobe University School of medicine in Japan
in 1997 and hold medical doctor license in Japan. He started his residency of
internal medicine at Kobe city general hospital and followed by the staff in the
department of Gastroenterology and Hepatology.

In 2004, he joined Eli Lilly Japan as safety physician, covering various therapeutic
areas.

In 2007, he moved to clinical development group as clinical research physician,



12™ ANNUAL MEETING | DIA JAPAN 2015

PRESENTER’S BIOGRAPHIES

where he was responsible for Alzheimer’s disease projects.

In 2008, he was back to safety group as lead physician and later he added
his responsibility being head of surveillance group in Japan and now he is
responsible for all the activities as head of safety department in Lilly Japan.
Currently he is working as vice-chairperson of Japanese association of
pharmaceutical medicine and served as president of 2012 annual meeting.

Masafumi Nogimori

Masafumi Nogimori became Astellas’ Representative Director and Chairman of
the Company in June 2011. Concurrently, Nogimori also serves as the President of
the Federation of Pharmaceutical Manufacturers’ Associations of Japan and the
Vice President of the International Federation of Pharmaceutical Manufacturers
& Associations (IFPMA) from May 2014 and October 2010 respectively.

He joined Fujisawa Pharmaceutical Co., Ltd. in 1970 and accumulated robust
experience in Business Development and Corporate Strategy in key locations,
including Japan, the US and Europe. He became Fujisawa’s Corporate Senior
Vice President of Global Corporate Strategic Planning in 2001. In 2005, Fujisawa
Pharmaceutical Co., Ltd. and Yamanouchi Pharmaceutical Co., Ltd. merged to
form Astellas Pharma Inc., and Nogimori became the Executive Vice President
of the new company and assumed the role of the Representative Director.
Immediately before assuming the current position, Nogimori served as Astellas’
Representative Director, President and Chief Executive Officer from June 2006
to June 2011.

Akiko Ogata

Akiko Ogatais serves as a Review Director of Office of Safety Il at Pharmaceuticals
and Medical Devices Agency (PMDA). She is currently engaged in post-
marketing safety measures especially in gastrointestinal drugs and drugs for
metabolic disorders.

She was appointed to that position in 2014.

She joined the Organization for Pharmaceutical Safety and Research (OPSR) in
2003 and continues her career on drug review in PMDA since 2004.

She had been working as a reviewer of anesthetic drugs and sensory organ
drugs for 8 years.

Kiyoshi Okada
Associate Professor, Department of Medical Innovation, Osaka University Hospital
Education
University and Medical School:
Saga medical school, Saga University, Saga, Japan.
Gradutate School:
The Department of Orthopaedics, Osaka University Graduate School of
Medicine
Trainings and Professional career

2002 Intern in Dept. of Orthopaedics, Osaka National Hospital.
2005 Resident in Dept. of Orthopaedics, Kansai Rosai Hospital.
2010 Clinical fellow in Dept. of Orthop, Osaka University Hospital.

20M Assistant Director in Office for Promotion of Regenerative Medicine
Research and Development, Ministry of Health, Labour and Welfare
(MHLW), Government of Japan.

2012  Medical Team Leader, Fukushima Local Nuclear Emergency Response
Headquarters

2012  Assistant Director in Research and development division, Health policy
Bureau, MHLW

2012  Specially appointed expert, Office of Cellular and Tissue-based Products,
Pharmaceuticals and Medical Devices Agency.

2013  Project associate professor, Division of Medical Innovation, Osaka
University Hospital

2015  Associate Professor, Division of Medical Innovation, Osaka University

Hospital

Mitsuhiro Okamoto

He graduated from Kyoto Pharmaceutical University in 1986 and he had worked
in clinical research for more than 20 years at Bayer, Novartis and Takeda. He
had plenty of experience to develop new drugs in various therapeutic areas. He
joined Takeda in 2001 and he had worked as a senior director in clinical science
in 2005. Then, he served as the director of clinical coordination associated with
domestic and Asian clinical trials from 2007 to 2010. In January 2011, he was
seconded to Cabinet Secretariat, Government of Japan. He had been worked as
the director at Office of Medical Innovation for 2 years and he was involved in
government policy making for 5-year medical innovation plan. In 2013, he came
back to Takeda due to his full term at Cabinet Secretariat and he is currently
Associate Director of Development Management Department at Takeda
Development Center Japan.

Teruo Okano, PhD
Affiliation: Tokyo Women’s Medical University
8-1 Kawada-cho, Shinjuku-ku, Tokyo 162-8666 Japan

Teruo Okano is the Professor at Tokyo Women’s Medical University (TWMU) in
Tokyo and the Adjunct Professor of University of Utah. He received his Ph.D.
from Waseda University in 1979. In 1994 he became the Full Professor of TWMU.
He then became the Director of the Institute of Biomedical Engineering in
1999 and initiated the present institute, Advanced Biomedical Engineering and
Science (ABMES) in 2001. He was the Vice President of TWMU and the Director
of ABMES up to March, 2014. He developed temperature-responsive polymeric
surfaces for harvesting cultured two-dimensional cell layers. Based on this
technology, he has proposed a new concept of “Cell Sheet Engineering” which
introduces an alternate path for tissue and organ regeneration. He received
numerous awards including Emperor’s Medal with Purple Ribbon (2009), Leona
Esaki Prize (2005) and the fellow of Royal Society of Chemistry.

Ai Okazaki
Company: The University of Tokyo Hospital
Job Title: Project Specialist
March, 2002
Graduated from Kyorin University (Faculty of Health Science)
April, 2002-December, 2004
Physiological laboratory in a hospital
Duties as a Medical Technologist
December, 2004-September, 2009
Site Management Organization
Duties included: Patient screening and enroliment for clinical research study,
data abstraction, treatment monitoring, adverse event reporting, regulatory
maintenance and audit preparation.
October, 2009 - Jun, 201
Non-Profit Organization Clinical Oncology Research and Education
Duties included: On site auditing of clinical trials.
Jun, 2011 - present
The University of Tokyo Hospital
Translational Research Center
Duties included: Support for translational research, monitoring of clinical trials.

Kotoba Okuyama

Kotoba Okuyama is a senior biometrician in MSD KK. After she finished the
master course at Engineering Management, The Tokyo University of Science in
1995, she joined MSD KK (i.e. BANYU, the forerunner of MSD KK). At MSD KK,
she had worked as a biostatistician for 20 years. She has been interested in HTA
and made a poster presentation of Markov model etc. at SAS user conference
last year. In this year, she has joined to a HTA task force of JPAM and then
organized a planning session of HTA in SAS user conference.

Takashi Ouchi, PhD

In 2009, Takashi Ouchi, Ph.D. has graduated from the graduate school of
pharmaceutical sciences. From 2009 to 2013, he was reviewer for cardiovascular
devices in the Office of Medical Devices, Pharmaceuticals and Medical Devices
Agency (PMDA). From 2013 to 2014, he was officer for public medical insurance
in the Economic Affairs Division, Health Policy Bureau, Ministry of Health, Labour
and Welfare. Now, he is reviewer for cardiovascular devices in the Office of
Medical Devices Ill, PMDA.

Sreedhar Sagi, PhD

Head of Medical Affairs Asia-Pacific

Sandoz Biopharmaceuticals,

Novartis Asia Pacific Pharmaceuticals Pte. Ltd.

Biography

Dr. Sreedhar Sagi is Head Medical Affairs Asia Pacific for Sandoz Biopharma-
ceuticals, a Novartis company. He oversees all Medical Affairs activities and is
responsible for the Medical Affairs strategy and its implementation in the APAC
region.

Prior to his current role, he was Head Safety Risk Management at Sandoz Global
Headquarters in Germany, with responsibility for all Sandoz products, for Risk
Management Plans and for Medical Risk Assessments for product quality issues.
In a previous role, he was managing the Safety of Biosimilars, where he was
responsible for the set-up, optimization and implementation of Safety Risk
Management processes for Biosimilars at a global and national level. He has
been with Sandoz/ Novartis since May 2007.

He holds Master's Degrees in Pharmacy (Andhra University, India) and Master’s
Degree in Biotechnology (Hochschule Mannheim, Germany), and a Ph.D in
Medical Biotechnology from Heidelberg University in Germany.

Koyo Sakaguchi

Koyo Sakaguchi began his career in EPS Corporation which is a Clinical Research
Organization after graduating from the school of pharmaceutical in 2008. He
has 7 years of extensive experience in the clinical development as a Clinical
Research Associate and he has worked on various fields of disease including
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Endocrine disease, Cardiovascular disease, and Gastroenterological disease.
He currently serves as a Lead-CRA and supports Monitoring Leader in many
ways such as negotiations with the sponsor, management of Site Management
Organization, management of central laboratory, and job training for the new
members.

Ken Sakushima

Pharmaceuticals and Medical Devices Agency
Experience

2013- Pharmaceuticals and Medical Devices Agency

Daisaku Sato, PhD

Daisaku Sato, PhD., Director, Office of Cellular and Tissue - based Products,
Pharmaceuticals and Medical Devices Agency, JAPAN (PMDA)

Dr Daisaku Sato graduated from the Graduate School of Pharmaceutical
Sciences, the University of Tokyo in 1992. He joined the Ministry of Health
and Welfare (MHW) in 1992. He experienced administrational services at
Ministry of Health, Labour and Welfare (MHLW) until 2011: drug reviewer,
pharmacovigilance, clinical research regulations, health research funding, blood
safety, ICH coordinator for MHLW.

From 1994 to 1996, he worked at Division of Drug Management and Policy, WHO
(Geneva) on secondment.

In July 2011, he was assigned as Director, Office of Compliance, responsible
for pharmaceutical and narcotic law enforcement at Pharmaceutical and Food
Safety Bureau, MHLW. Then, in July 2013, he joined PMDA to serve as Director,
Office of New Drug V, for anti-cancer drug review, and in April 2014 moved to be
Director, Office of Cellular and Tissue - based Products.

Hiroyuki Sato

Biostatistics reviewer, Biostatistics Group, Center for Product Evaluation,
Pharmaceuticals and Medical Devices Agency (PMDA)

Mr. Hiroyuki Sato is a Biostatistics Reviewer in PMDA. He started his career
as a Biostatistics Reviewer of new drugs for psychiatric disease and CNS in
2009. Currently he is working for the review office for oncology drugs, which
frequently face to advanced and complicated clinical study designs.

Takashi Sato, MS, RPh, PMP

Takashi Sato is Team Leader of Development Coordination Department, R&D
Division, Kyowa Hakko Kirin Co., Ltd.

He serves as the project manager for a renewal project of an electric document
management system since 2012. Prior to this project, he has been the project
manager for development of several new pharmaceuticals for 8 years. He also
has work experience as a CRA, and as a pharmacovigilance specialist in clinical
studies.

Takashi Sato is Project Management Professional certified by Project
Management Institute. Also, he started his training for coaching from 2011, has
successfully completed CTI’s coach training program (fundamentals and applied
course), and now involve in certification program.

Tosiya Sato, PhD

Professor

Department of Biostatistics

Kyoto University School of Public Health

T. Shun Sato is the professor at Department of Biostatistics, Kyoto University
School of Public Health since 2000. He worked at Department of Epidemiology,
University of Tokyo, as an assistant Professor until 1991, and the Institute of
Statistical Mathematics as an associate professor until 2000. His main research
interests are causal inference in observational studies, epidemiologic methods,
and collaborative studies in environmental and pharmaco- epidemiology
and clinical trials. He was a member of the ICH E9 expert working group as
a representative of the Ministry of Health and Welfare. He is a member of the
Science Board at the Pharmaceuticals and Medical Device Agency since 2012.

Yoji Sato, PhD

Head, Division of Cell-Based Therapeutic Products

National Institute of Health Sciences

Dr. Yoji Sato is Head of Division of Cell-Based Therapeutic Products, National
Institute of Health Sciences (Tokyo). Dr. Sato is also an Adjunct Professor of
Graduate School of Pharmaceutical Sciences, Nagoya City University, a Guest
Professor of Graduate School of Pharmaceutical Sciences, Osaka University, and
an Adjunct Professor of Graduate School of Pharmaceutical Sciences, Kyushu
University. He received his Ph.D. in Pharmaceutical Science from the University
of Tokyo in 1995. While a post-doctoral fellow at the University of Cincinnati
College of Medicine, he succeeded in establishing a variety of useful transgenic
animal models to elucidate mechanisms of cardiac excitation-contraction
coupling and heart failure. Dr. Sato’s current research area is in the field of
regulatory science for the quality and safety of advanced therapeutic products.

He is also serving as a member of Technical Committees, Panel on Science and
Technology, Health Science Council, the Ministry of Health Labour and Welfare,
and as a board member of the Japanese Society for Regenerative Medicie.
E-mail: yoji@nihs.go.jp

Roslyn Schneider, MD, MSc, FACP, FCCP

Dr. Roslyn Schneider (Roz) joined Pfizer in 2006 and is the Global Patient Affairs
Lead on Pfizer's Medical Leadership Team of the Chief Medical Office. In this
role Roz drives patient centricity and more systematic integration of the voice
of people living with illness throughout the lifecycle of medicines and their
development. She has held other leadership roles in Medical Affairs, Medical
Strategy and Medicine Development at Pfizer.

Roz received her Bachelor of Science from the Sophie Davis School of
Biomedical Education of the City College of New York, MD from Mount Sinai
School of Medicine, and later her MSc in Pharmaceutical Medicine from Hibernia
College. Roz is a retired Clinical Professor of Medicine of Albert Einstein College
of Medicine, an Internist, Pulmonologist, Intensivist, and cared for patients at
Beth Israel Medical Center, NY, for twenty years. She presented and published
primarily in the areas of pulmonary complications of HIV infection, venous
thromboembolic disease, medical ethics and medical education. She is a fellow
of both the American College of Physicians and the American College of Chest
Physicians. She also serves on the Board of Trustees of the Physician Assistant
Foundation, on the Advisory Council of the Keck Graduate Institute, and is the
Co-Chair of the American College of Physicians Healthcare Roundtable.

Toru Seo, PhD

Dr. Toru Seo obtained his PhD in Molecular and Cellular Pathology from Wake
Forest University and completed post-doctoral training in cardiovascular and
metabolic diseases at Columbia University. He joined the faculty as an assistant
professor in Department of Pediatrics at Columbia University Medical Center
where he performed independent academic research as well as teaching in the
field of lipid metabolism. In 2006, he moved to pursue a R&D career, focusing on
target identification and preclinical pharmacology, first with GSK and then with
Merck, both in Japan and the US. While at Merck in the US, his responsibilities
grew to include project leader, global scientific committee member and
Team Lead in Central Pharmacology, and his teams were responsible for
preclinical PK/PD and pharmacology studies as well as external collaborations
supporting cardiovascular and diabetes therapeutic areas. In 2012, he joined
Taisho Pharmaceutical in Tokyo leading efforts in corporate strategy, scientific
scouting, academic partnering, and product licensing. Leveraging his unique
experience with the combination of academia and industry background, he has
been actively engaging in scientific partnering efforts and he continues to lead
open innovation after joining Pfizer Inc. as a head of External R&D Innovation
(ERDI) in Japan, Worldwide Research & Development.

Daisuke Shima, PhD

Professional Experience

2014 - Present  Director, Cardiovascular/Metabolism, Medical Affairs, Global
Established Pharma Business, Pfizer Japan

2008 - 2014 Japan Clinical Lead, Cardiovascular/Metabolism, Clinical
Research, Pfizer, Japan

2006 - 2008  Study managers, Development Operation, Pfizer, Japan

2003 -2006  CRA for Phase 1studies, Development Operation, Pfizer, Japan

Education

2000 - 2003  PhD courses for Molecular Biology, Tokyo Institute of

Technology, Tokyo, Japan

Certifications

2003 PhD in Molecular Biology

Recent additional information

2008-present  Instructor for PhD course student at Tokyo Institute of
Technology

Eiko Shimizu, PhD

Pharmaco-Business Innovation, Graduate School of Pharmaceutical Sciences
The University of Tokyo She obtained MS in statistics, MMA in medical
regulatory science, and PhD in medical big data analytics.

With the global business management background, from 2007 to 2015 at GSK,
she led an analytics team and helped GSK and other pharmaceutical companies
in their R&D, epidemiology and sales/marketing based on the advanced
analytics of RWD.

She is now devoting her life to build an analytics architecture for themedical Big
Data in Japan.

Kaori Shinagawa, MD, PhD

Office of New Drug Il

Pharmaceuticals and Medical Devices Agency

Dr. Kaori Shinagawa majored in internal medicine, with an emphasis on
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cardiology. After graduating from National Saga Medical School in 1992, she
conducted medical examinations and patients treatments including clinical
electrophysiological studies as a cardiologist. She received her doctoral degree
of Medical Science in 2000. Her main research field was to investigate the
electrophysiological mechanisms and pharmacological treatment of atrial
fibrillation, and she was a postdoctoral fellow of Dr. Stanley Nattel’s laboratory
at Montreal Heart Institute from 1999 to 2002. She worked as a cardiologist
at Eiju general hospital from 2002 to 2005. Since March 2005, she has been
working at the Pharmaceuticals and Medical Devices Agency (PMDA). She is
currently Senior Scientist for Clinical Medicine, PMDA. She has been involved
mainly in the review and consultation of new cardiovascular drugs, and creating
new guidelines for Japanese drug application. She has also been involved in
International Conference on Harmonization of Technical Requirements for
Registration of Pharmaceuticals for Human Use (ICH) activities since 2005
including E14 topic.

Hiromichi Shirasawa, MD
Vice President and Executive Officer
Head of Japan Development
MSD K.K.
Professional
July 2012 - Present Vice President and Executive Officer
Head of Japan Development
MSD K.K.
Pfizer Japan Inc.
Head of Medical Affairs, Japan and Asia Pacific
Jan 2008 - Dec 2009 Pfizer Japan Inc.

Head of Regulatory Affairs
Jan 2005 - Dec 2007 Pfizer Japan Inc.

Head of Development Operations
May 1999 - Dec 2004 Pfizer Japan Inc.

Director, Clinical Research

Jan 2010 - Feb 2012

Education

1995 Keio University School of Medicine

Stephen Spielberg, MD, PhD

In addition to serving as Editor-in-Chief of Therapeutic Innovation & Regulatory
Science, Dr. Spielberg is currently on the Advisory Board of CASMI (Centre for
Advancement of Sustainable Medical Innovation), a partnership between Oxford
University and University College, London, and is a Medical Sciences Trustee,
Board of Trustees of the US Pharmacopeia.

Educated at Princeton, University of Chicago, Children’s Hospital Boston, and
the Eunice Kennedy Shriver National Institute of Child Health and Human
Development (NICHD), his 40-year career in pediatrics, clinical pharmacology,
drug safety, and pharmacogenomics has spanned academia in the US and
Canada (including serving as Dean of Dartmouth Medical School), the
pharmaceutical industry (including being VP for Pediatric Drug Development
at JNJ), and drug regulation (including as Deputy Commissioner for Medical
Products at the US FDA). He has published over 140 scientific papers and served
on the editorial boards of numerous journals, and is a sought-after speaker on
pediatrics and regulatory issues.

Hideki Suganami, PhD

1995/4 Kowa Co., Ltd.

2008/9 Tokyo university of Science Ph.D

2013/4 Director Clinical Data Science Dept.

Other

Council member of the Biometric Society of Japan

Data Science Expert Committee, Drug Evaluation Committee, JPMA
Part-time lecturer Science university of Tokyo

ICH Expert E9 (R1)

Hiromi Sugano

Hiromi Sugano is biostatistics reviewer at Office of New Drug Il, and Advanced
Review with Electronic Data Promotion Group, Pharmaceuticals and Medical
Devices Agency(PMDA).

Shuji Sumida

Since joining CHUGAI PHARMACEUTICAL CO., LTD. in 1984, he worked in
Formulation Technology, Project Management, and Quality Management
function.

In Project Management functions, he was appointed the Project Leaders for
R&D projects and Process Improvement Programs, and worked on Project
Management Office.

At present, he is a department manager of Quality & Regulatory Compliance
Dept., and in charge of oversight of Quality Management System.

Koichi Sumikura

Koichi Sumikura is Associate Professor at National Graduate Institute for Policy
Studies (GRIPS). In 1998 he got a Ph.D. in engineering from the University of
Tokyo, for his study on bioengineering. He had been working at Research Center
for Advanced Science and Technology, the University of Tokyo, from 1998 to
2001. He has been working as Associate Professor at GRIPS since October
2001. From June 2012 to May 2015 he had also been working as Director of
Research, 2nd Theory-Oriented Research Group, National Institute of Science
and Technology Policy (NISTEP). He has been a board member of the Japan
Society for Research Policy and Innovation Management since 2001. He is also
teaching at the University of Tokyo, Tokyo University of Science, Osaka Institute
of Technology and Waseda University. His main field of research is (1) intellectual
property strategy, (2) policy for research and innovation and (3) innovation
management.

Nobuyuki Suzuki

Nobuyuki Suzuki is testicular cancer survivor and has spina bifida. Nobuyuki
Suzuki is Chief Executive Officer at Kan-i-Net Co., Ltd. which has been
established to bring patients, healthcare professionals and companies together.
Kan-i-Net organizes networking events for R&D professionals and patients, and
provides training programs for patients at pharma companies and pharmacies.
He is also Director of the NPO, Patient Speaker Bank which develops patient
speakers and provides lectures by patients at universities and companies. He
himself is Lectures at multiple universities.

Fumitaka Takahashi

Fumitaka Takahashi received PhD in 1997 at University of Tokyo;
1997-2000: researcher at Albert Einstein College of Medicine;
2000-2001: research assistant at Nippon Medical School;
2002-2007: research assistant at University of Tokyo;

2007-: reviewer at PMDA.

Shunichi Takahashi, PhD

Head of Open Innovation Center Japan

April 1993 Scientist / Drug Discovery Group / Mitsui Pharmaceuticals, Inc.

January 2001  Scientist / Cardiovascular Research Team / Nihon Schering K.K.

October 2001 Scientist / Cardiovascular Department / Berlex Biosciences (the
US affiliate of Schering AG)

July 2007 Senior Scientist / Stem Cell Based Drug Discovery / Research

Center Kobe / Bayer Yakuhin, Ltd.
October 2008 General Medicine Project Leader / Project Management /
Product Development / Bayer Yakuhin, Ltd.
Cardiovascular & Neurology Segment Manager / Project
Management / Product Development / Bayer Yakuhin, Ltd.
February 2013 Head of Medical Affairs Primary Care / Medical Affairs / Bayer
Yakuhin, Ltd.
Head of Open Innovation Center Japan / Bayer Yakuhin, Ltd.
Born on August 10, 1965 in Japan

Shigeru Takeshita, MSc, RPh

Senior Manager, Clinical Pharmacology Science Lead,
Clinical Pharmacology, Development

Astellas Pharma Inc.

January 2012

June 2014

Employment
1997-2005 Pharmacology Research Labs., Fujisawa Pharmaceutical Co. Ltd.
2005-2010 Pharmacology Research Labs., Astellas Pharma Inc.

2010-present Clinical Pharmacology, Astellas Pharma Inc

Research area; Clinical pharmacology, Translational
Metabolic diseases etc.

Science, Oncology,

Shinichiro Takeuchi

Immunology & Dermatology Group

Drug Regulatory Affairs Dept.

Novartis Pharma K.K.

Educational record

Master degree of bioengineering at Tokyo Institute of Technology
Job record

Started working at Novartis Pharma K.K. from 2003

Experienced in CRA, Project Management and Drug regulatory Affairs department
Current position

Immunology & Dermatology Group

Drug Regulatory Affairs Department

Regulatory Affairs & Quality Assurance Division
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Yoshinori Takeuchi, DVM, PhD, MPH

Pharmacoepidemiologist

Office of Medical Informatics and Epidemiology

Pharmaceuticals and Medical Devices Agency (PMDA)

Yoshinori Takeuchi is Pharmacoepidemiologist, Office of Medical Informatics and
Epidemiology, Pharmaceuticals & Medical Devices Agency (PMDA) of Japan.
He got qualified as a veterinarian (DVM.) in 2007. He received his Ph.D. degree
from the the University of Tokyo in 2011 and MPH. degree from the the University
of Tokyo in 2012.

In 2012, he joined PMDA as a Pharmacoepidemiologist and assigned to the
MIHARI Project which is an initiative to develop a new safety assessment
system for post-marketing drugs using Japanese electronic healthcare data. As
part of this project, he conducted some pharmacoepidemiological studies by
using claims database. He is also serving as a statistical and epidemiological
adviser for MID-NET system, which is novel electronic medical record database
established by Ministry of Health, Labour & Welfare and PMDA.

Yoshinobu Tanaka

Japan Clinical Director, Oncology Clinical development, Oncology Science Unit,
MSD K.K.

Yoshinobu Tanaka joined pharmaceutical company in 1999 after finishing his
master in Developmental medical health course at Tokyo University graduate
school. He contributed to pharmacovigilance area for 3 years and to clinical
development of CNS and Oncology as clinical research associate, global study
manager, clinical scientist, Asian study coordinator and Japan clinical director
for 15 years. He is leading for clinical strategy community of DIA from 2015.

Yumi Tanaka

Yumi Tanaka is currently a Reviewer of Office of Safety Il at Pharmaceuticals
and Medical Devices Agency (PMDA) and engages in post-marketing safety
measures of neurology and psychiatry drugs. She was appointed to that position
in 2013.

She joined PMDA in 2008, and was involved in Office of Review Management
for one year. She moved to Ministry of Health, Labor and Welfare (MHLW)
from 2009 to 2010. During the period, she worked in Evaluation and Licensing
Division, Pharmaceutical and Food Safety Bureau. From 2010 to 2013, she served
as a OTC reviewer in the Office of OTC/Generic Drugs at PMDA .

Yutaka Tanaka, PhD

Education:
1972-1976 Faculty of Pharmaceutical Sciences, University of Tokyo
1976-1981 Graduate School of Pharmaceutical Sciences, University of Tokyo

1981 Awarded the degree of Ph. D. of Pharmaceutical Sciences
(Specialized field: Oncology, Immunology and Biochemistry)
Research experience:
1981-1983 Postdoctoral Fellow at NCI Frederic Cancer Research Center, USA
1983-1984 Research Scientist at MD Anderson Cancer Center, USA
Professional experience:
Nippon Roche KK
1984-2002 Nippon Roche Research Center (NRRC) at Kamakura
Discovery Research and Product Research in Oncology Area
(2002 Nippon Roche K.K. merger with Chugai Pharmaceutical CO., LTD.)
Chugai Pharmaceutical CO., LTD.
2005-2007 Renal Disease Area Department, Strategic Marketing Unit
General Manager
Lifecycle Leader for Erythropoiesis Stimulating Agents

2007-2009 Clinical Development Division
Vice President, General Manager
2009-2011  Portfolio Management Unit
Senior Vice President, Head
2011-2012 Lifecycle Management & Marketing Unit
Senior Vice President, Head
2012-2014 Project & Lifecycle Management Unit

Senior Vice President, Head
2014-present Executive Vice President, Member of the Board

Yoshiaki Tazawa, VD

1981 joined Roche Diagnostics K.K. (former Nippon Roche K.K.)

2004 Division Head of Molecular Diagnostics

2007 Division Head of in-vitro Diagnostics Marketing

2014 Medical Affairs Officer

Scientific Background
Veterinary science, Molecular diagnostics, Regulatory Science of in-vitro
diagnostics,

Yasuko Terao, PhD

Director, CV/Met TA leadR&D Clinical Science Division,, Janssen Pharmaceutical

companies

Career at Janssen
Joined JPKK in April 2014 : 18 months in current TA lead position

Other career experiences
1996-2014 Takeda Pharmaceutical companies in Research Division,
Contributed as a biologist in broad areas, from target molecule finding to
psychiatry. Spent 12 years in NS and was in charge of pre-clinical PJs for
psychiatry. Planned and executed strategic and rationale management of
early themes in NS from the view point of research asset portfolio. Spent
one year as a research fellow in INSERM, France. Led collaborations with
RIKEN, UCLA, etc. Engaged in various PJ/TFs regarding R&D management,
BD, diversity, culture improvement and achieved the solid results.

Education/Certification
Bachelor and Master from Kyoto University. PhD from Kyushu University .
One year in Dr. JA Girault’s lab, INSERM, France (2009-2010 ) as research
fellow

Main role and initiatives
Responsible for the development of the Japan CVM TA strategy. Leading
Regenerative medicine related activities both internally and externally.

Other interest
Loving people and science, I'm always proud of myself and colleagues in
Pharma R&D. We should deliver innovative products to the people suffering
from disease burden ASAP. Now | commit to deliver regenerative medicine
to Japanese patients .

Aya Tokaji

Aya Takemoto Tokaji, ISMPP CMPP™, has worked in medical communication and
education for 15 years and is currently the Scientific Director of the McCann
Complete Medical, MDS-CMG Inc. in Tokyo. Aya is a very active member of the
International Society for Medical Publication Professionals (ISMPP), serving
on the Good Publication Practice 3 Steering Committee and volunteering as a
workshop leader as the first ISMPP Certified Medical Publication Professional™
in Japan.

In the past several years, she undertook responsibilities in leading strategic
medical communication and medical affaires activities while serving as a
publication manager/planner for reputable pharmaceutical companies. She
is a trusted partner and consultant for the organization aiming to achieve
publication success at the global standard.

Aya holds a BA in Biology from the University of California at Berkeley and
another BA in Public Health from the University of Tokyo.

Satoshi Toyoshima, PhD

Chairman of the Board of Directors, Japan Pharmacists Education Center
Professor, Faculty of pharmacy, Musashino University

Date of Birth: December 4, 1947

Education: 1970 Graduated from University of Tokyo, Faculty of
Pharmaceutical Sciences
1975 Graduated from Graduate School, University of Tokyo,
(Ph.D.)
Employment: 1975 Research Associate, Division of Immunochemistry, Faculty

of Pharmaceutical Sciences, University of Tokyo

1977 Visiting Fellow, Laboratory of Immunology, National
Institute of Allergy and Infectious Diseases, National
Institutes of Health, USA

1979 Research Associate, Division of Immunochemistry, Faculty
of Pharmaceutical Sciences, University of Tokyo

1980 Associate Professor, Division of Immunochemistry,
Faculty of Pharmaceutical Sciences, University of Tokyo

1992 Deputy Director-General, Pharmaceutical Basic Research
Laboratories, Japan Tobacco Co. Ltd.

1995 Professor, Department of Biochemistry, Hoshi University

2000 Center Director, Pharmaceuticals and Medical Devices
Evaluation Center, National Institute of Health Sciences

2004 Executive Director and Director, Center for Product
Evaluation, Pharmaceuticals and Medical Devices Agency
(PMDA)

2010 Senior Adviser of PMDA

2011 Chairman of the Board of Directors, Japan Pharmacists
Education Center, from April, 2011 to present

2012 Professor, Faculty of pharmacy, Musashino University,
from April, 2012 to present
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Rick Tsai DMD, MD
Head of Medical Affairs
Executive Offcier

MSD K.K.

Professional

2012 Head of Medical Affairs
MSD K.K.

2011- 2012 Head of Medical affairs, Japan, China, Hong Kong and Taiwan
Allergan

2010- 201 Head of Regulatory Affairs, Japan Development
MSD K.K.

2006- 2010 Director, Japan Development, Clinical Science, Therapeutic Area
Lead for CNS and BRID (Bone, Respiratory, Immunology and
Dermatology) Franchises
Banyu / MSD K.K.

2004 - 2005  Chief Resident, Oral and Maxillofacial Surgery, Columbia
University New York Presbyterian Hospital

Education

May 2002 Doctor of Medicine (MD)
Columbia University, College of Physicians and Surgeons

May 1999 Doctor of Dental Medicine (DMD)

Harvard University School of Dental Medicine

Shinichi Tsuchiwata, MS

Pfizer Japan, Ltd.

Shinichi Tsuchiwata is working as a steering committee member and Task
Force Lead for clinical development of personalized medicine in Data Science
Department of Japan Pharmaceutical Manufacturers Association (JPMA) since
2014. This task force is investigating development strategy, study design and
statistical analysis method for personalized medicine.

He is Pharmacometrician and Clinical Pharmacologist in Pfizer Japan since 2010.
He had experience of clinical development for personalized medicine includes
antibody-drug conjugate and small molecule compounds metabolized by
polymorphic enzyme.

Prior to joining Pfizer, he received his Bachelor and Master of Pharmaceutical
Sciences degrees in biopharmaceutics from Meiji Pharmaceutical University and
he is a registered pharmacist.

Atsushi Tsukamoto, PhD, MSc, PMP
Academic Background

Biochemistry Laboratory, Agrochemical
Additional Education

Tetsuji Tsukamoto

1995  Eli Lilly Japan K.K. Data Management Group, Clinical team for Oncology
area

2000 AstraZeneca K.K. Clinical Development for Oncology area

2007 MSD K.K. Project Leader for Oncology area, Vaccine/infectious disease
area

2012  Nippon Kayaku Co.Ltd. General Manager of Clinical Development
Strategy Dept.

2015  Nippon Kayaku Co.Ltd. Head of Pharmaceutical Development Division

Toru Tsunoda

Toru Tsunoda is working for SAS Institute Japan and in charge of business
development and sales support for Japanese healthcare and life sciences
markets.

Before joining SAS Institute Japan in 2009, he provided management consulting
services including strategy planning and business process reengineering to
pharmaceutical and IT industries in global and domestic consulting firms.

He received a bachelor degree in physics from Tokyo University of Science. Also,
he is a Master of Business Administration and a Ministry of Economy, Trade and
Industry Registered Management Consultant.

Shizuko Ueno

Senior Director, Group VII, Clinical Execution Department, DAIICHI SANKYO
CO.,LTD.

Shizuko Ueno 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 25 years experience in clinical development.

Yoshiteru Ushirogawa
EDUCATION
1991 Master of Pharmaceutics from Kyoto Pharmaceutical University

WORK EXPERIENCE
1991/04 -, Clinical Development Division, TANABE SEIYAKU Co. Ltd.
*Role was monitoring(CRA) of domestic clinical studies

1994/4 -, Pharmaceutical information Division, TANABE SEIYAKU Co. Ltd.
*Role was to learn STAT/Data Management work to bring the knowledge
to clinical division and establishment of Data Management capability in
the clinical division introducing new STAT/DM tools and Database.

1995/10 -, Clinical Development Division, TANABE SEIYAKU Co. Ltd.
*Role was to conduct Data Management works

2003/12 -, Assigned to an expatriate for Tanabe Pharma Development America,
LLC.

2007/10 -, Project Manager, Mitsubishi Pharma America Inc.,
*Role was project management, working for two Ph3 studies

2011/4 - now, Data Science Department, Development Division, Mitsubishi
Tanabe Pharma Corporation

Michihiko Wada, MD, PhD
Birth Day: April 12,1961. 54 years old.
Current Business Title:
2014.4 - at present  Vice President & Head of Research & Development
Alexion Pharma GodoKaisha.
Business:
2012.5- 2014.3 Head of Clinical Development
Alexion Pharma GodoKaisha.
Director, Personalized Medicine
Kanazawa Advanced Medical Center.
Manager of Specialized Medicine, Oncology

Bayer Yakuhin Corporation

2010.8 - 2012.5

2007.7 - 2010.8

2001 -2007.6 Chief Surgeon, Kobe City General Hospital
Surgeon, Foundation for Biomedical Research and
Innovation

2000 - 2001 Instructor, Surgery, Kyoto University

1998 - 2000  Post-doctoral Fellow, Surgery

Vanderbilt University, Nashville TN, USA
Education:
1998 Ph.D. Doctor of Medical Science, Kyoto University
1986 M.D. Shiga University of Medical Science

Hiroshi Watanabe, MD, PhD

Professor, Department of Clinical Pharmacology and Therapeutics, Hamamatsu
University School of Medicine

Director, Clinical Trial Center, Hamamatsu University Hospital

EDUCATION
1977-1983 M.D.
POSITIONS HELD

Hokkaido University School of Medicine

1989 Research Fellow in the laboratory of Prof. H.M.Piper,
Physiological Institute, University of Dusseldorf, F.R.G.

1994 Assistant Professor, Cardiovascular Division, Department of Internal
Medicine Ill, Hamamatsu University School of Medicine

1998 Associate Professor, Department of Clinical Pharmacology and
Therapeutics, Hamamatsu University School of Medicine

2005 Professor, Department of Clinical Pharmacology and Therapeutics,

Hamamatsu University School of Medicine
RESEARCH FIELDS
Clinical Pharmacology and Therapeutics
Cardiovascular Medicine
Vascular Biology
MEMBERSHIPS
President: Japanese Society of Clinical Pharmacology and Therapeutics
Japanese Board Member: IUPHAR
Board Member: Nitric Oxide Society of Japan
Japanese Pulmonary Circulation Society
Japanese Circulation Society
Japanese Society of Internal Medicine
Japanese Pharmacological Society
Japan Geriatrics Society
Society for Regulatory Science of Medical Products

Councilor:
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Michie Yagi

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

Employment

2008-present Astellas Pharma Inc.

Shoji Yamada

Present Position :

Director,

Division Manager of Clinical Development Division,
A2 Healthcare Corporation

Education :
Mar.1983 Graduated from Tokyo University of Science,
Pharmaceutical Sciences

Business Career :

Faculty of

Nov. 2014  Clinical Development Division / A2 Healthcare Corp.
Director, Division Manager
Jun. 2010  Development Division / ACRONET Corp.

Director, Division Manager
Dec. 2009 Development Division / ACRONET Corp.
Division Manager

Oct. 2006 Clinical Development Dept. / ACRONET Corp.
Manager

May 2005 Clinical Operations / UCB-Japan
Group Manager

Jan. 2005 Clinical Development Dept. / Aventis Pharma Japan / Sanofi-
Aventis Group
Japan Project Leader

Jan. 2000 Clinical Development Dept. / Aventis Pharma Japan
Associate Clinical Manager

Apr. 1997  Clinical Development Dept.
Manager

Apr.1991  Project Management Dept.

Assistant Manager

Apr. 1983  Laboratory for Biochemistry, Hoechst Japan

Mariko Yamaguchi

Mariko Yamaguchi, Senior Manager, RA/QA and Clinical Affairs, QIAGEN K.K.
Received Bachelor of Pharmacy from Kyoritsu College of Pharmacy (current
name: Keio University), Tokyo, Japan, in 1988. Joined QIAGEN K.K. from April
2015 as the head of RAQA Japan. Before joining QIAGEN K.K., there were
experiences in several IVD and pharmaceutical companies as the regulatory
affairs and R&D.

Hideharu Yamamoto, PhD
CHUGAI Pharmaceutical Co., LTD.
2013-present: Statistics Group2 Manager, Clinical Science & Strategy Dept.
CHUGAI Pharmaceutical Co., LTD.

201-2012: Project Lead Statistician, Biometrics Dept., Genentech Inc.

2005-2007: Ph.D. (Tokyo University of Science)

2002-2011: Statistics Group2, Biostatistics Dept., CHUGAI Pharmaceutical
Co., LTD.

1996-2002: Statistics, Biometrics Group, Pharma Development Nippon
Roche

Yasunori Yoshida
Education
1988  Graduated from the University of Tokyo
Bachelor of Pharmaceutical Science
1990 Received the Master degree at the University of Tokyo
Master of Science (Pharmaceutical Science)
Business Experience
1990 Entered Ministry of Health and Welfare (MHW) of the Japanese
government New Drugs Division, Pharmaceutical Affairs Bureau, MHW
1993 Evaluation and Licensing Division, Pharmaceutical Affairs Bureau, MHW
1997 Deputy Director, Medical Economics Division, Health Insurance Bureau,

MHW

1998  Consul, Consulate general of Japan, Melbourne, Ministry of Foreign
Affairs

2003 Director, Pharmaceutical Policy Division, Health and Welfare
Department, Toyama prefecture

2008 Office Director, Office of OTC/Generic Drugs,

Pharmaceuticals and Medical Devices Agency (PMDA)
2010  Pharmaceutical Management Director, Medical Economics Division,
Health Insurance Bureau, MHLW

2012  Office Director, Office of Review Management,

Leader, Advanced Review with Electronic Data Promotion Group, PMDA
2015-present

Managing Director, Department of Clinical Research and Trials

Japan Agency for Medical Research and Development (AMED)

Tohru Yoshikawa
Osaka Chamber of Commerce and Industry
2-8 Honmachi-bashi, Chuo-ku, Osaka City, JapanAddress
+81-6-6944-6484
Job title

* DSANJ program officer

« DSANJ webmaster
EDUCATION
Master of Commerce, Osaka City University, (2006)
Tohru Yoshikawa belong to Osaka Chamber of Commerce and Industry (OCCI)
and his job is DSANJ (Drug Seeds Alliance Network Japan) Program officer
and also a DSANJ webmaster from 2006. As a neutral position, OCCI organize
DSANJ program and this program is to promote Industry-driven open innovation
to realize drug discovery. DSANJ covers over 100 University, Medical College,
Research Institute and Biotech Company in Japan. DSANJ gather/select their
novel research result regarding Drug discovery and record to DSANJ original
database. After that, DSANJ provide their information to over 70 enterprise and
match up Face to Face business meeting between academia and Pharmaceutical
Company. DSANJ program officer, Tohru Yoshikawa complete his degree in
Master of Commerce at Osaka City University in 2006.

Keiji Yoshimura
March 26, 1985 Born

2011 3 Ph.D. (Agriculture), Graduate School of Bioagricultural Sciences,
Nagoya University

2012 4 Department of Regulatory Affairs, Japan Tissue Engineering Co., Ltd.
J-TEC)

2014 11 Department of Regulatory Affairs & Consultant of Regenerative

Medicine-related Laws and Regulations, J-TEC

Koichiro Yuji, MD, PhD, FACP

Koichiro Yuji is a Project Associate Professor at the Project Division of
International Advanced Medical Research, the Institute of Medical Science at
the University of Tokyo. He is engaged in translational research and his areas
of specialty are hematology, oncology, clinical pharmacology, clinical genetics,
and laboratory medicine, He has long-time clinical experience at Toranomon
Hospital and the University of Tokyo and phase-| clinical trials at Kitasato
Institute Hospital. He currently serves as a DIA Japan Contents Committee
Member. Dr. Yuji received his Ph.D. from The University of Tokyo and his M.D.
from Faculty of Medicine at The University of Tokyo.

Fanghong zhang

Fanghong Zhang, Oncology Biometrics Group, Oncology business unit, Novartis
Pharma K.K.

Dr. Fanghong Zhang has joined Novartis Oncology in 2015 after 11-year
experience at GlaxoSmithKline K.K. where he was responsible as a statistician
for a variety of indications of Oncology compounds. He also worked for CRO as
a statistical programmer for 5 years before he joined GSK. He got a PhD from
Okayama University, Japan in statistics.
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: am everywhere

I've always liked being around people, but

it was surprising how important that was
when | started managing global clinical trials.
Developing strong connections with people
across the world allows me to influence events
for the better. And that makes it easier to pull
everything together and deliver, whether the
study’s in Montreal or Marrakech.

:am INC Research

To see how our global Phase I-IV
experience can help you feel more
connected, visitincresearch.com

:NC

Research’



::medidata

Medidata Clinical Cloud™

Our industry-leading cloud platform of innovative technology

and data analytics is transforming clinical development today.
Medidata’s solutions help life science organizations conduct their
clinical trials faster, safer, cheaper and smarter—so that new
treatments can reach waiting patients sooner.

Interested in discovering how we bring our vision to life?
Visit Medidata’s Booth #24 to learn more.




The World’s
Most Innovative
EDC Software
for Phase I-IV
Clinical Trials.

innovative
intuitive
interoperable

e

> OmniComm’

i
- eClinical Solutions for Life™

1.877.468.6332 www.omnicomm.com
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EXHIBITOR’S SHOWCASE

Luncheon Seminar by Plutinum Supporters
BREDIABAES T SFFHR—2—c&B5Farvz+—
605/606 Seminar Room

November 16", Monday
12:45 -13:30

Plutinum Supporter : PPD-SNBL
Innovating Execution of Clinical Trials for Japanese
Companies both Locally and Abroad

Through its deep global and local Japanese experience,
PPD-SNBL will share real-world strategies to improve
efficiency and operational delivery between CROs and
Japanese pharma to help ensure success of clinical trials.

We will share our insights on:

 Cultural alignment - advancing efficient cooperation
between CRO and Pharma study teams

* Making global partnerships work - aligning delivery
strategy to meet the goals of global and Japanese client
team

* Advanced and aligned global technologies that offer
more transparency and efficiency

11B16H(B)12:45-13:30
F{#:PPD-SNBL
EROHELEMIFI O—/\IL - BREEFRRERDEFHNY
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KWEARL -3 ARBITBHUTORENGERRA
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- BHEMENERMEAE ESEAIEN THEENZ/O—/N
Wro/av—

PPD gy

November 17", Tuesday

12:45 -13:30 Az Healthcare

Plutinum Supporter : A2 Healthcare

“Think Global , Act Local”

Value-added by the exclusive partnership with PRA Health
Sciences

A2 Healthcare Corporation (A2) was established in November 2014
by merger of ACRONET and GCP-CRO unit of Asklep and became
one of the largest CRO in Japan with more than 860 professionals
and broad therapeutic expertise.

We would like to share our experience, insights, and vision on
innovative challenges for more efficient clinical development and
our exclusive partnership with PRA Health Sciences (PRA), one of
the top 5 global CRO.

Presentation:

|. Streamlining clinical trials utilizing eClinical Solutions

The effective usage of eClinical Solutions and implementation of
RBM are the keys to streamline the clinical trials. A2 drives the
paradigm shift from paper to digital such as eTMF/eCTD. A2 would
like to share its experiences in Japan’s local RBM study.

II. Partner experiences with PRA

How to combine local and global expertise is a critical factor
for multinational studies, especially in the Japanese clinical
environment. A2 and PRA have jointly developed a strategy to
achieve this by combining strengths of both teams into potent
project force. In this session we will introduce our Key to Success
for conducting your new study.

IIl. FDA+EMA regulatory update & new technology

In this session, we will share updates in EU and US regulatory
requirements and show how we can help Japanese clients to go
globally. Finally, we will introduce our strength and advantages in
Medical Informatics and the concept of data based approach to
site/country selection.

11B17H(B)12:45-13:30

F{#:A2 Healthcare
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Luncheon Seminar by Gold Supporters
FBREDIABXESIT—IVFYR—2—IcKB5FartwZ+—

November 16", Monday
12:45 -13:30

101 Seminar Room

Gold Supporter : Quintiles
Oncology and Partnership - Innovative Clinical
Development and Co-Prosperity in Oncology

between Pharma and CRO

Drug makers are moving from transactional outsourcing mode to a
more strategic mode with growing trend among Japanese and multi-
nationals to farm out development work based on partnerships
rather than project-by-project outsourcing.

With comprehensive partnership covering certain pipelines, CROs can
foresee clients’ long-term development plans and secure resources
more efficiently than fragmentary projects consigned on a task-by-
task basis. Clients are better supported for their development and
regulatory filings in the US, Europe and APAC at a time when they are
accelerating their drive to conduct multinational clinical trials with
partnership with global CRO.

This session including panel discussion facilitated by our Oncology
expert outlines with examples how Quintiles can help clients improve
their probability of success with comprehensive partnership.

11B16H(B)12:45-13:30

101t3F—Jb—L  E{#:Quintiles
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z:medidata

O QUINTILES

November 16", Monday
12:45 -13:30

102 Seminar Room

Gold Supporter : Medidata
TMedidata RBM - Fastest way to realize the quality, cost and
timeline benefits of risk-based monitoring -

A comprehensive, systematic approach to risk-based monitoring,
Medidata RBM includes a robust combination of technology, analytics
and hands-on strategic consulting services that enable life science
organizations to quickly realize the quality, cost and timeline benefits
of a RBM program. We will show you the benefits of Medidata’s
RBM solution with case example and CSA (Centralized Statistical
Analytics) demonstration.

11816H (B)12:45-13:30

102t3F+—Jb—L  E{#:Medidata
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November 17th, Tuesday o

12:45 -13:30 .

101 Seminar Room ®
Gold Supporter : INC Research Research
Emerging Markets and Global Best Practices: INC Research
- Your Connection to Success!

INC Research is a therapeutically aligned, full service, global Contract
Research Organization. We have in 65 offices in 46 countries
worldwide, with our global headquarters in Raleigh, North Carolina.
In Japan, we have offices in both Osaka and Tokyo.

This luncheon talk will introduce you to INC Research and briefly
discuss three ways in which we integrate and support innovation in
the realm of clinical trial research- globally and within Japan. We will
focus on following three innovations:

1) Strategic Data Monitoring

2) Regenerative Medicine Product Development in Japan

3) Global Outlook/Local Expertise

11817 () 12:45-13:30

101t3F—Ib—L F{#:INC Research
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1) MBRET—RE 2T DWNT

2) BARTOBEEREMDERICDOVNT

3) FO—/"NVERDOBRE/ERNDOEMMEICDWNT

November 17t", Tuesday
12:45 -13:30

102 Seminar Room

Gold Supporter : Medidata

Risk-Based Monitoring - Best Practices for Success -
Risk-based monitoring (RBM) has become a clear imperative for the
life sciences industry because of its compelling value proposition.
The major regulatory authorities have provided strong endorsements
for RBM, and industry groups including TransCelerate have provided
additional guidance and support.

But the reality is that RBM does NOT need to be complicated or
burdensome to your organization. In this presentation we will share
observations and insights on RBM keys to success. The following
topics will be covered:

* The Growing Evidence in Favor of Risk-Based Monitoring

* RBM Over-Engineering - Sifting through All of the Advice

* Review the Keys to RBM Success

11816H (X)) 12:45-13:30

102€3+—)b—L  E{#:Medidata
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Lunch Time & Coffee Breake Presentation

FL1R2EDIABARERVIVIN—TR—

2= &BTLEY T3y

PLACE: INNOVATION THEATER (RECEPTION HALL)

November 16", Monday

10:50 1100 trifecte &
12:45 _13:00 the investigator space experts
November 17", Tuesday

13:10 -13:25

Silver Supporter : Trifecta

Introduction of Clinical Trial Communication Platform
“Investigator Space”

Trifecta is introducing our integrated clinical trial
communication platform InvestigatorSpace(r). This
platform includes online tools for secure and easy
distribution/collection of documents, for managing
site’s access to Central Lab/EDC/ePRO/IWRS websites
preventing disruption caused by lost ID/password, for
centralizing training records of all types (live face-to-
face, on-demand, web meetings etc.) while eliminating
redundant training.

November 16", Monday
13:10 -13:25

November 17, Tuesday
10:30 -11:00

12:45 -13:00

Silver Supporter : Trifecta
Introduction of PAREXEL CDISC full support service

PAREXEL introduces its CDISC full support service from
data collection to submission package preparation.

PAREXEL.

YOUR JOURNEY. OUR MISSION.

November 16", Monday BTDT@EI’T‘I@U}/

13:35 -13:50
November 17", Tuesday

13:35 -13:50

15:30 -16:00

Silver Supporter : BioTelemetry Research

Dynamic Repolarization Analysis: A New Erain
Cardiovascular Safety

Daniel B. Goodman, MD, Vice President and Medical
Director, BioTelemetry Research

Aninnovative path for determination of cardiac repolarization
safety is the use of enhanced analysis of continuous 12-lead
Holter recordings in early human-phase testing.

BioTelemetry Research introduces a service called Dynamic
Repolarization Analysis Data collection is during typical
SAD and/or MAD studies. In addition to exposure-response
regression analysis using measures of QT intervals not
requiring correction for heart rate, and analysis of T wave
sub-intervals and morphology, it includes dynamic QT/RR
beat-to-beat restitution analysis, to examine the ability
of the heart to recover from one beat to the next during
changes in heart rate. Together, these novel measures will
allow differentiation of benign from arrhythmogenic QT
prolongation.
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A2 Healthcare Corporation 48/50
IAY—ANIVAT 7N Et

IAY—ANILRTT (A2)(F860REBEHET HERNEHRDTIL Y —EXCRO
THY. BELZRARBLETH)Y—RICEDE BEERHEEROY
—EREBRLTWET, £z. Y B—/VLKFCROTHSPRA Health
Sciences(PRA)ED I HIRIEICKY . BRZEUIILFF3FILRET o
EEELTUWET,

SE., FSFFHR—E—ELTSUFarvwI+—Z2HEL. A2 SRHEMD
RIZE T EN L EREAEPRANS R DR FHIZEH (FDA-EMA) ED
A—PEVTAFEICODNTEFEZEFTCTTBNMVEZLET,
BREBTIZA2-PRADRAYIAN, a—b—¢ETLEVMEEZCRHELT
BERERFLHRLETFTHYET, BIE. BHLIZESVET LSHFELEL
LIFET,

A2 Healthcare Corporation (A2) was established in November 2014 by
merger of GCP-CRO unit of Asklep and CRO ACRONET. The new integrated
company became one of the largest CRO in Japan with more than 860
professionals and broad therapeutic expertise.

A2 have exclusive partnership with one of the 5 top-rating global CRO PRA
Health Sciences (PRA) covering Japan.

As a Platinum Supporter of DIA, A2 and PRA plan a luncheon seminar on
Tuesday 17th and will introduce how we will bring efficiency to our projects.
We will also introduce A2-PRA working experience, global regulatory
updates, etc.

Please make a brief stop at our booth for free coffee. We are looking
forward to meet you at DIA.

EEAN Z2ELEF =SHBHRE

Email : takahashi-s@a2healthcare.com

Tel : 03-3830-1136

Fax : 03-3830-1201

Asia CRO Alliance 4
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, India, Korea, Malaysia
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.

ADM Korea Inc. 45
ADM Korea Inc. was established in 2003 and now we are one of the leading
CROs in Korea. We are full-service provider and have great reputation
in registration purpose clinical trials (Phase I, Il and Ill). We also have
numerous experiences in multinational studies with global partners. Our
well-trained personnel with our experience will satisfy our client’s needs to
the fullest. Join us for your successful clinical studies!

Name : Youngbae Park

Phone : 82-70-7119-0138

Fax : 82-2-722-0155

Email : ybpark@admkorea.co.kr

ArisGlobal KK 36
FURTa—-NIvisR &t

ArisGloballd, 77—<aETUSURER M EE, EEUEE. BREX.E
EEREESEEBOLOOEEMNY I TV )1 —2a &R ET S
—TFAVTTANAETY  BLDSATH A IR EN ArisGlobal D%
HEHEY)1—2a ERAL. B K- BR-7OTEEHIO—NILRET
DO|FNALTSATUoRADOEE, 7—r70—0BEEL. KYSHEMLER.
BHROXFILEEZEHLTVET,

ArisGlobal is a leading provider of integrated software solutions for
pharmacovigilance and safety, regulatory affairs, clinical research
and medical information. Hundreds of life science companies rely on
ArisGlobal’s advanced solutions for maintaining regulatory compliance,

workflow automation, improving operational efficiency and easily sharing
information around the globe.
Website: jp.arisglobal.com

Tel: 03-6304-5462/ Fax: 03-6304-5463
E-mail: info-jp@arisglobal.com

BioClinica Japan K.K. 21
ATV A-TIv NV

NAF D) ZAISEERBROERAEGEE. BEDEREMETM., /N1
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5. ERMBECHRITERE OB/ S—r—y T  REIICET S5
PAsIEEE IR IELTULVET,

BioClinica is a global provider of medical image analysis, comprehensive
cardiovascular safety services, and biomarker services for clinical
trials. With more than 30 years of experience, BioClinica operates state
of the art, regulatory compliant imaging, cardiovascular, and biomarker
core labs in Asia, Europe, and the US. We offer well-established local
expertise and infrastructure, strategic partnerships with regional clinics
and technology providers, and regulatory expertise with the CFDA and
PMDA.

www.bioclinica.com.

Office: 03-5159-2050

Hidenori Seshimo: 080-3456-2814
Misako Nakatani: 080-3380-1632

BioTelemetry Research 9
At the core of the world’s largest cardiac data network

Before being acquired in 2012, Cardiocore became the world’s most
comprehensive core lab focused solely on cardiac safety. Now a division
of BioTelemetry, Inc. (NASDAQ: BEAT), we are a member of the world’s
largest cardiac data network - processing over 2 billion heartbeats a day,
while supporting over 20,000 sites and 30,000 devices monthly, and
monitoring over 500,000 patients a year.

Expanded core services: advanced imaging and respiratory testing

In addition to industry-leading global cardiovascular monitoring, we have
now expanded our clinical trial services in two important areas. First,
advanced imaging services for clinical trials, including cardiovascular,
oncology, neurologic, and musculoskeletal. And second, in spirometry,
where we have created an exclusive alliance with Vitalograph to offer
respiratory testing with one of the world leaders in comprehensive
spirometry and related respiratory modalities.
www.gobio.com/research

1 Preserve Parkway

Suite #600

Rockville MD 20852

USA

Tel: +1 301 214 7600

Fax: +1301214 7601

Email: BTRbusiness@gobio.com

C3iInc. 14
CINILRT7aARyav(E, BES#HHLUPCROANY O—/\LERRHER
DEMYR— S —ERERELTVD MY TRETT, CAINIILRAT TR
43avIEEDC, IVRS/IRT, CTMS, ePROD Y R— 424553658 £ 555
T.BEHRO_—XIZEHLETH—ERTRY FL—=VF EEEHE,
BT, VAT ERAV RRTAVTH—ERERELTBYET,
Website: www.c3i-inc.com

CAC EXICARE Corporation 20
BRaCACTIVTT

CACTIV o T7Id. EERMRLBEICHTIEREZR. BLUITORT
LDAVYITAVT VAT LEENSRTFEBAFEFT. —BLEZY—EX
#CR#IBHCROTHY., Y)1—arTan(4—TTF,
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CAC EXICARE is a CRO and solutions provider of one-stop services ranging
from contract work for drug development and marketing to consulting,
system development and maintenance/operations for IT systems.

HABHCACTIVIT T [LHRE IFx—Iv— ok
Tel: (03)5623-4676

5

Chiba University Clinical Research Center c/D
FEXRZEZ I ERPRERARERED
FERFEFEMEREERREERE T, 2007E(CARO(TATIVIER
RN HEEZHEL. EOSVBRKRMELEE. HET LK%
BiRELTEVNYEL -, 201252, BRRAR R ERRAFZBHESEICER
S, ZOERFNESHICRESETVET,

WE. RBZEEL. ODERKR-HFLOERBERNRELTIHDOEMEELER
EERBLTHY. SOICHRAROERZHBELTCWET . F-EEREL
DEHHELEMLTLET,

RERPLELTERZ - EZETTH BE, IENSL—XEHEL.
FDENLRZHERPFLDREDEMAEDORYNT—IFFIAL. #Hifz
REERERRELTOELWEEITEYET,

1-8-1 Inohana, Chuo-ku

Chiba, 260-8677, JAPAN

Phone number : +81-43-226-2734

Fax number : +81-43-226-2629

CMIC Co.,Ltd. 35
Iyvokett

CROD/ISAA =T ELTELDERBEEIEATELIVITIL—TTY,
AR —HFICH B EERET 26, 22995 IL—TIEIPVC(O7—
Ia—TAHI - N\)2—-PYIA ) | ELTEER - EEESRORAREX
BERDIC, FER-WE-BE- T U AN EREETOTY
AbyTH—ERZFREWNLET,

GrobalxtiG &L T, KE-BE -FEH-AR—IL-IL—TF -REF LIS
WAz ARLCEBETREALTVLETS,

F1-. BEREEER D GlobaliZ#{L (2[R [TCDISCIZ# A B AL | BERER G
EDEERFAEE ST ) (CCDASH, SDTM, ADaMZE A 3 3B DS R—FEE
LFEY,

TEL:03-6779-8111

FAX:03-6683-7801

E-mail:info@cmic.co.jp

Web address: http://www.cmic.co.jp/

CROeée.INC 37
#Xadtrox

AT IN—THEETEIRE6THAEBASAARADABBRIERHR—2
YA EFERLEWEBIEERMITOLEREBEELLT. ERHIBFAD
fEB B 8XE R, R E B EEMICROLL THERKICER T 50, A
BEREXBELTCVWVET, BAOAHHLT . hE-BELRENSMT LT
THBREBER Y T—ITA-PRO A OOMBEEHOERY AR 4>a0)
BENRALGH CEE HBRELNUELELRITETS,

Name:Ken NOMURA

Tel: +81-3-5953-2108

Mail: contact@croee.com

CRScube Inc. 19
SEEIZHEINT=. CRScube DI ZIRR—ZAD YY) 2—av & fELVOT
M DA—HF—TLURY—THYELS, BERICEHLEHRITAIXTEHIL
LAEETYT . HoWHABHRBLUEEICHIZY., yb Ty T hoT—4R
—200OvY . ZLTHRERAEFE T AROLTOERIZENT. HAKE
RIELET ABOUNEEEE DI SHEHEEE. V- XTI ILAEME TS
FIAWEITET,

CRScube is a leading regional provider of integrated cloud-based clinical
solutions. Developers of best-in-class software solutions to assist in all
phases of clinical trials, CRScube’s fully customizable, modular systems
are being used to minimize costs and optimize clinical trials from planning
through first launch. Find out why more and more Pharmaceuticals and

Es)

CRO’s are choosing CRScube to support their clinical research at www.
crscube.co.kr

Tel +82-2-722-7275

Email help@crscube.co.kr

Fax +82-2-722-7280

http://www.crscube.co.kr

DOT international co., LTD. 6
DOTAZ—F2aFivisiett

e E EEMA-EREROBRMARTSTICERAREN—2LT
XIELTLVHCROTY , ¥4t IZCEZICAIL-RBEL TS FREL, TR
BXBEET>THYET . DIV aVFEERRAROMELEHY.
—BLERENDEMLEEEGEBRESADFRICERBITTHILICH
YFEJ,

Tel: 03-3433-6060

ERT 43
ERTI. DMER M. k. BRIRVEHE., #RE - EEESE-NE
ENOEET—2FWNET L. BKRTVNHLEEHE (COA) DEET. &2
LB ERTERERIVRRAU LT =42 V5IREHR. 7—o20
—Ya—avE—MMN D5 a—/\JLITRELTOET,

Tel: 03-3561-1531

ertjapan_sales@ert.com

Foresight Group International AG 49
Tr—HA b TIV—=T A2 2—F3FIb

TH—H AT IL—Tk EEROREMERERITHELIZOVYILT
AT —ERERELTEYET, 31 (FDA/EMA/PMDA) O 11 il % E2 A2
LIzavH LAV MK EHFTOERBEN S, E—TTA—T —HN—R
DBAYRYEERICEDET. BERERILYR—ILET,

Email: fsgjapan@foresightgroup.com

Tel: +81 (0)3 5404 3440

INC Research, Inc. 40/42/44
INCUH—F (&, HFR100AE LI LZHRIC. F | ~VHEEEKRREFEO Y —
EX£BR#RETI HAFROEERFRZAHEB(CRO)TY,
ARITHEBEGHELZLETH-OIC, B OKRALEEEAZNRET D
REY—EXDIRLARICETIEMMBOFERILEN LT, BE. Al
EREEE. TLTEFEERUDITTVET,

=IE40/42/44T —RIZEIABFYLFEEL, (Ff=ILincresearch.com&
B, )

INC Research is a leading CRO providing the full range of Phase | to IV
clinical development services with operations across six continents in over
100 countries. Leveraging the breadth of service offerings and the depth
of therapeutic expertise across multiple patient populations, INC Research
connects customers, clinical research sites and patients to deliver the
medicines people need. Connect with us today at stand 40/42/44 or visit
incresearch.com.

Information Services International Dentsu, Ltd. 23
XS EEERMEHRY —EX

SAEUIUY AR-BRAR. TRERELGEOBETIHMATENT
W3, M EREDEF2THFF AV EF Y —E RlIntralinks (131>
YR)1E T BNV REERETRAShTWS, OS2I R—kT+Y
F R AUMIEELI=9T 9K H—E Rlnstantis EnterpriseTrack (A
DRRUTAR))IDZBNEBLET,

Tel: 03-6713-6167

e-Mail: g-Is-info@group.isid.co.jp

Japan Medical Data Center Co.,LTD 34
HRXettAREERET—2t2—
BATCHAFMATRGRRXBEEOL T T—2R—X%EFT SReal
World Data® /(A =7,

Population base TOHFE|EOREEDITIE. Real wordlZHIT5AE
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EEOBEICKY. FR

TEPREFRANDERALTEE, T—2F2005FZ RN FYI0FULE, &
RERBEM00A A

DT 2R,

client_service@jmdc.co.jp

Japan Patients Association 5
— g EEA B&ER EREETES

JPAIK. R - RENEMHARR . NEEBHAEZEDBEFRR U iz #RmE
THEHETAEE - REDEOPRAFKRTY, BE-REOXR. tE~D
BER.BEYR—IE> FRCLIHHETH. EEFROEREEDHLE.
BEZFICEHIIRE-ARIFIRVEBEL>AMN OERGERERUVE
DRED-OIRLLEBZERMRLTOET,

Website : http://nanbyo.jp/

TEL : 03-6280-7734

E-mail : jpa@ia2.itkeeper.ne.jp

Kitasato Academic Research Organization,

Kitasato University E
LB R FERREAZSIEE
IERFERMEEE T H AR THE—DARO (Academic Research
Organization)# B L2010 108 & ELFELT=, 2,000kZEZ 540D
BERIR. RN ARERMBK., 133L2DEEBRIVINEREHARE
EWLET, BERAEICEALTIE, TORI—ILDILE, T—EIRT AL,
WEHREAT. E=2UL Y BENOCREEDERFET—ELI-Y—ERFIR
H-LET,
Tel: 03-5791-6404

LSK Global Pharma Services 3
We are the first CRO to have a Clinical Data Management department
in Korea. We offer flexibility and proactive data management services
domestically and globally. The expertise, efficiency, and experience of our
staff will provide our sponsors high-quality service for their clinical studies.
Our Pharmacovigilance Department, consisting of Medical Directors and
Pharmacists, provide MFDS and ICH compliant solutions in drug safety
guaranteed to integrate smoothly with your team.

Main : +82.2.546.1008

Fax : +82.2.584.9008

e-mail : information@Iskglobal.com
Website : www.Iskglobal.com

Medidata Solutions K.K. 24
AFAT—R V) 1—a VARt
ATAT—RESAIV ATV RER AT ICBREKRAREDRIET DY) a—
AVEITIRR—RTCRBTE) -T2 honR"=—TF, 5#LE=T7TY
T—2a AT O MNE T — AN K> CERRFARICEFEZE LS50
TULVEY , Medidata Clinical Cloud® (&, 24 EAAREDEERAER
HHBLUVHEIGER. BB REICELIFTOEEHLZEORLE
BIELET  ATAT—REEEDOBRENBLE R M7 TO—F
FWELTEZI—IIERERETHLICRALTEY . ZOEFICIEHRA
by T25DRESEDIV/A—EU MU ENEENDIED . EFHNE/ (T T
V/A—REOERDH-BFORBELE. PEMLEKFEREEASCRO(
EXMMAREBZIAMB) GENBEERTVET,

Medidata is the leading global provider of cloud-based solutions for clinical
research in life sciences, transforming clinical development through its
advanced applications and intelligent data analytics. The Medidata Clinical
Cloud® brings new levels of productivity and quality to the clinical testing
of promising medical treatments, from study design and planning through
execution, management and reporting. We are committed to advancing
the competitive and scientific goals of global customers, which include
over 90% of the top 25 global pharmaceutical companies; innovative
biotech, diagnostic and device firms; leading academic medical centers;
and contract research organizations.

NDA Group 28
NDA is a leading drug development and regulatory consultancy in Europe.
Through our comprehensive service portfolio, unmatched experience and
strong partnerships in key markets we’ve advised and supported over 400
companies with strategic medicinal product development and registration
over the past two years.

We support life science companies all over the world & across all phases
of development.

Phone + 49 89 3585 4000

Fax +49 89 3585 4010
Email: Munich@ndareg.com

NTT DATA CORPORATION 27
BRXEHNTTF—%

R RAUNTTF—42h0 24T HEDCY 21— 3 [DATATRAK ONETM]
[F. HESNI=T IV T+ — L THRNGIRRRARERZCIEBRLET.
YRR —RATE AEGOTEVRN —2av B ELEBLTEYET D
TRIFELBIBLFY TSI,

TEL: 050-5546-2505

FAX: 03-5546-0243
E-mail: eclinical-sales@am.nttdata.co.jp

OmniComm Systems, Inc. 13
OmniComm Systems(IX&E MBI FEEEICY I I TY)a—a FRET
B)—TAVTHUIN=—TT, RKEARDOIRIL. URVEEBEDOHRE. RK
HR-FAEARL—2avDEEE, RAWHN DEFHMLRMEAOTER
LFET, £ 74,0004 LL EOERKREARNSF-ERETML. BENLGY
Ja—avERHBLET,

farnold@omnicomm.com 070-6983-3830

Oracle Corporation Japan 7/12

BEAS71Visi&tt

Oracle Health Sciences delivers advanced transformative value for clinical

R&D in a modular, integrated and scalable cloud environment and helps

you:

- Optimize operations with technology that helps you maximize
efficiency across your clinical life cycle

- Gain actionable insights from aggregated clinical and healthcare data

- Innovate by incorporating genomics, biomarkers and real-world patient
data

- Future-proof your business with a significant and ongoing commitment
to research and development that evolves and grows with you and the
industry

healthsciences_ww_grp@oracle.com

Department of Medical Innovation,

Osaka University Hospital B
KIERZEZTHERR RREERERED
ABRKRETIFARICKIEBRFFBOHEEIZMRZ . THTITEHBAEER
OERBILICRYBATHNET, 5 [ HHBRER. AR ER S
B, HBREAZE NS ZEAREGPETYAVOR—XRER L X T L ARG
SR RLGEEREL. D —ARIEHIOERIVF Y KIRER
REABRFEFTRAENGXIEFRBELET,

Address : 4F Center of Medical Innovation and Translational Research
2-2 Yamadaoka, Suita, Osaka 565-0871 Japan

TEL : 06-6210-8289

FAX : 06-6210-8301

PAREXEL International 8
PAREXEL is a leading global biopharmaceutical services provider, which
continuesto be a premier, trusted partner to clients who rely onthe Company
for expertise and flexibility, as well as the efficiencies of a worldwide
infrastructure, to help them more quickly achieve their development and
commercialization goals. Over 30 years, PAREXEL has complemented
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client organizations with strategic insight, deep scientific knowledge,
tactical expertise, and a wealth of experience throughout the development
process. The Company’s offerings include worldwide regulatory expertise,
Phase I-1V clinical research services, eClinical technologies that accelerate
development, and integrated commercialization services. PAREXEL is
focused on providing tailored solutions that match a client’s specific needs
by applying the right blend of resources and capabilities, as well as the
right guidance and high level of quality needed to help them bring safe and
effective treatments to patients sooner.

For more information about PAREXEL, visit www.PAREXEL.com.
(03)3537-5090 | www.parexel.co.jp | Japan_BD@parexel.com

PPD-SNBL
HBEARFPPD
FBEARFZPPD(PPD-SNBL)I&. +5 7)Y —XZEL. ChFET20EICHh
FYENTEHOBRABREIIELTEVWY EL, BN S TI004 1R
BOABZELTHBYET . ENRARICHTZ2EMMMBEITA—/NLD
HREMERAYIIIC& T, B T O ZBE LR/ NN—FF—IZHENZED
ERWET,

PPD-SNBL provides a team with nearly 20 years of experience conducting
clinical trials in Japan and the support of a global industry leader with
proven technology and quality standards. PPD-SNBL gives clients access to
extensive global resources, in-depth experience and local expertise. With
approximately 400 staff in three cities in Tokyo, Osaka and Kagoshima,
PPD-SNBL offers comprehensive Phase I-IV clinical trial services for your
studies in Japan.

10/15

Web address: www.ppdsnbl.co.jp
Phone: +81 03 5565 6162 (Japan) +1877 643 8773 (global)
Email: info@ppdsnbl.co.jp

Quintiles Transnational Japan K.K. 46/47
IAIBZAIR N VRFTaFIb-Iv N HREHE

Quintiles (NYSE: Q) helps biopharma and other healthcare companies
improve their probability of success by connecting insights from our
deep scientific, therapeutic and analytics expertise with superior delivery
From advisory through operations, Quintiles is
the world’ s largest provider of product development and integrated

healthcare services, including commercial and observational solutions.

for better outcomes.

Conducting operations in approximately 100 countries, Quintiles is a
member of the FORTUNE 500 and has been named to FORTUNE’ s list
of the “World’ s Most Admired Companies.” To learn more, visit www.
quintiles.com.

DAVEAINK LSV RF2aFIL-R— LT 425 AINYSE: Q)(E. #5100
DELHE TEESROMARBSLIVEEIBELGLEEERA—N—ICRER
BH—EREZRHATIHARABROLCETT . HROEEREIL. HE
EEHNROWE®., SYRIVARBREZERLGLS, BRERSZIETE
EREOTT. FEORFKLERICRYBATHET . ThioxXiETS
= JAANZT =T 3 RBEE, YA IR BFICEITHRF
DRBOMBEEN LT ALY —ERZEESEICTIRELETTOE

9, www.quintiles.com

SAS Institute Japan Ltd.

JMP Japan Division, SAS Institute Japan Ltd.
SAS Institute Japantfz{ &t

SAS Institute JapantfX &4t IMPY v\ EEE
SAS,EFDEDRRAZYRTHAIMPIE., BERFABR T —2D DL R—
T4V BFHREBEOEETIELLY)2—3 FRELTVET , SASIE
CDISCEEENDEF T —HREDNEHEZXIET SV 21— 3> (SAS
Clinical Data Integration (CDI) %>, EZ M AF D SAS Drug Development
HEVERBLTWET . £ T2 U EREBLERERDERRITOT
FRAMNIAZVTRTDFRICOVWTHTEBNALET . IMPIE, T—2D T
UL LD D IVIEHET B BEZ BFE D LT LEH BT Y I+ D7 T
95 JMP ClinicallL, BRI BRCEELRAKICEET S2TAERT,. T—4
DLEa—, LIR—MERE%E . SIEMIAOBEZICEITTEET,
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jpnseminar@sas.com
jmpjapan@jmp.com

Sun Flare Co., Ltd. 31
ety -IL7
FFaAVRCRO® ELTHERRDMITHNZ DRI/ A—bF—FBHIEL.
EELRAEODRE—FILEZEWVELET
As a “Document CRO®” and partner, we strive to expedite global drug
development.
B FXIAVMEIEBY—ERERHE
VREFRAAT=2av Y —ERATFAANSAT425 - BIFR-QC &,
ft)
VITY)2—23 03 —E X (SAERERXE—FFIRRS X T L MedDRAZE
. )
VEEBY—ER(ATAHLZAT42 0 PHE - CRAE=ZLREZEHE. #h)
v HE#EE EEXIEY—EX
TEL:03-3355-1276
FAX:03-3355-3710

E-mail : Is_service@sunflare.co.jp
Web address: http://www.sunflare.com/

TransPerfect 2
TransPerfect is the largest pharmaceutical translation firm worldwide
and has over a 20 years of experience in the pharmaceutical arena.
TransPerfect provides a full array of services to support all the language
needs of life sciences organizations. Our next-generation approach centers
around innovation, combining cutting-edge workflow technologies with
the industry’s only quality management system fully certified to EN
15038:2006 and ISO 9001:2008. Whether it’s the translation of Informed
Consent Forms, over-the-phone interpretation for patient consultations,
linguistic validation, e-learning courses or IVR prompt recordings, we will
customize our production processes to best serve you.

Learn more about TransPerfect here:
https://www.transperfect.com/index_lifescience.html
FSURNR—=THME 20F LI EICEYRELZROEHFICHRYI—ER%E
RELTVIERHARAFAOMREMLTT . XEMRUMNZL &
RERICBVTRELLIRALEEY EXRECAELTEYETEN
15038:2006 #H&KUISO 9001:20080 A E MR IZTTLHEML =% R CHE—
DHREEBIVRTLITMA , RIEREPLT I/ 00 —FEREL-EFHWLE
F7IO—FHELZDEAHTT, ICFOFRMSWERELOEITER. U ¥
AT 1N)T—3>  eLearningd—ADNZEEL. EFHEBLEVR
TLDEEHRFIZWZFE T AR —RITHRIYA(ALI-EREDE
EY—ERFREVLET,

FSYRN=TT I FDFERICOVTIITESEHE T EL:
https://www.transperfect.com/index_lifescience.html

Foundation for Biomedical Research and Innovation,
Translational Research Informatics Center (TRI) A

SR ERIREME BRRMEEHRE>2— (TRI)

TRIZ, XERZEELMPHICE>THRISNIz. hAEPDTHTITIC

BITBT—EE 83— BT 2—TT,

TEREOIDDEHBEELEL CERRAER -BRARETOARETDEHKE

ZEWLET,

1. TRO#HEHE-EIE

2. BERERERNFEIR—IMAROHE-EEHEE

3. ER-EEERMREROFKE

TRI was founded by the Ministry of Education, Culture, Sports, Science and

Technology (MEXT) and Kobe City, as the first academic data center for

clinical researches in Japan. We contribute to improvement of prognosis

of intractable human diseases through the support to investigators who

plan and conduct clinical trials.

Tel: 078-303-9095
tri-pr@tri-kobe.org
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Trifecta
A7z 94
FSATZORIE OV AN -TH/BD—Ya—ar DT a—nNL-T
ONAE—THY ., HR8TABEIZE N TEEIBOULEDSAT . ATV
F.WebAR—ZRDAURRTAH —R—S—F4V T ZRBELTVET bS1
TIVAD KRB TEFNLEIL —=2 Y RUR—2IL-Y)a—avIE B
BOBEERLIE ARRVARERBBERZDRI—+7vT - TOERER
WIEL . 5% - SABRAR Y —-CROMOI—970—¢,032 = —3v%
WELFET,
FSAT2H8DY) 21— a3V EBREDTOERICBZICHETEDH. 8
EHEIBEVRATLORBER/INRICEEDLENL, TCICKRELEREE
BT BIENTEET, b7V HRFOHLPZ Y ADTOD T
SrDEH. FO—n\JE¥—ar RITERELET,

FREM: OV EIVR - AV TATFRIR - TaSTIVIAT < 50T )wd
(UK) - 72\ (FzaHE) - &R

ERA T, R:7231-0062 #F)I|E#EETHREARE-1-7 TOCHHK
EHSUMOF

E55:0120-952-594

BREWLEDHHEA—)V sales@trifectaclinical.jp

T 741 b http://www.trifectaclinical.jp/

Trifecta is a leading global clinical technology solutions provider, producing
more than 350 live, on-demand and web-based Investigator meetings each
year in 87 countries. Trifecta’s pioneering innovative training and portal
solutions improve trial quality, speed study start-up and Site readiness, and
improve workflow and communication between Sites, Sponsors and CROs.
Easily integrating into your existing processes, Trifecta solutions allow
clients to immediately realize significant benefits while minimizing
disruption to the organization. Trifecta provides innovation, globalization
and execution for projects of any size around the world.

Office locations: Los Angeles - Indianapolis - Philadelphia -
Cambridge, UK - Prague, Czech Republic - Yokohama, Japan
Address: 1120 South Robertson Boulevard, Second Floor, Los
Angeles, CA 90035

Phone: +1-310-385-8642

Email: sales@trifectaclinical.com

Website: http://www.trifectaclinical.com/

26/29

Trinity-biomed 25
L7 SR = U e g

20084 A MEIZE LK. ErDOTMETENBIEER IO EREMIIZEDN,
DR2IC. LWVEEBEERCERBREBICEREITTSILEFEEIILTY
5. EEEEEBOTIN =T IN—rF—EUHTT  BRBREELE
E.CMC. R BBRAFORIF AN ERELEEXECTF
INARERE—TAIZTR#EEVLLET,

kishi@trinity-biomed.com

Veeva Japan KK 17
Veeva Japan #i{&4t

Veeva Systemstt(xJ O—/\ILESATH ATV RBERIFIZITIRR—
ADY) 21— IUERBRTB) =TT hoN=—T3, HRFRKBRED
WESHNONAA T/ O —HOFH B EF TI00HEBAIBEEE
PEL . BT EHAOMYBEACEBLI-ERNIZE ST, BEKROEIEY
R—RLTWET, Veevald, Ho IS5 RaDARAIYTFICAEBEE. 3
—OYIN TOT . STUTA)AIMEEERALTOET, #5LLIL. http://
veevajp/&FZELEELY,

E-mail : japan.info@veeva.com
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PerkinElmer Japan Co., Ltd. 38
BRXEEN—FTIVI—Tv NV

Visual Analytics Software T#HATIBCO Spotfire®MDR&DFEEL D I 5 AIE
SR AMEEB/TEEELTLVET, TIBCO Spotfire®(XE RS Z 1> 2304t
DEDBRKMAR (T—2REREH. T—HLE1—. #EHKRIEIE. Risk
Based Monitoring..) . 8ARi%AE - L2481 (signal detection, EIYEA
TARBUERILE.) LE TRV TOET,
takashi.kameda@perkinelmer.com

Daiko Printing Co., Ltd. 22
KA a4t

A7) TR A4

KEERIE. FAXEOHNR-MITERMTOLT7EF>TVET &
- REMBEREEXSECARAGMORELHEZGEGETES>TVET,
FRIMERIEBEEIZSV, F . F1a0 VI T BE-#BIR-2 X
TLEELGEZTV, EEEREOEHROCAEERRREIRELTVE
T, BIFEBLTFRAZEL,

KAERIHN St

EREEN EXIFIR- HR FTREN

s_hirasawa@daik.co.jp TEL:03-5401-0831

A7) IHAEH

EE PR REEE

h_kajihara@daik.co.jp TEL:03-5733-2209

National Hospital Organization

Nagoya Medical Center F
EiEREEE L EER 42—
BE 2BRERtU Y. EH25548 . BEESBADERHEGH
RAREREE I ORRICEESNELZ, AFZZXOEMIE. BAREDE
FRLEES ERABBZORIH. BAMERBREC N NREEZOHREE
B%. RETAREDRIEZOS LE-EBRKEDENDES L ERMEDH
ETT, b ORARDHEA L. 2E143RMeh 45 E L FEREE (NH
O)DHYLT—UTY, HERKRMRBEEIE. EEOEOMLICETSE
L ERMBHARCIETURBIEOODOEEKMEZE. EORNTE M
B DIRICHELTHEET,
052-951-1111(ext.2170)
http://www.nnh.go.jp/crc/
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wWWwWw. crscube.co.kr
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ABOUT COMMUNITY

DIA Community (Previous SIAC)

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.

Global DIA Communities
(as of Nov 2015)

Clinical Data Management
Clinical Research
Clinical Trial Disclosure

Document & Records
Management

Emerging Professionals
Evidence Based Medicine

Good Clinical Practice &
Quality Assurance

Marketing & Sales
Medical Science Liaison
Patient Engagement

Preclinical Sciences &
OSWG

Project Management
Statistics

Validation/Electronic
Information Integrity

Clinical Pharmacology

Clinical Safety &
Pharmacovigilance

Devices and Diagnostics

Electronic Regulatory
Submissions

Ethics & the Medicines Life
Cycle

Global Sourcing

Legal Affairs

Medical Communications
Medical Writing
Pediatric

Professional Education,
Training & Development

Regulatory Affairs

Study Endpoints
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ABOUT COMMUNITY

Introduction of Japan DIA Community

Clinical Operation & Monitoring (COM Community)

Clinical Operation & Monitoring Community (COM Community) was established
in 2014 to exchange views and information in the clinical operation and
monitoring area. COM Community already held 2 meetings to discuss several
topics. Each time, the discussion was very active and fruitful, and participants
were well satisfied. Now COM Community is planning to hold meetings every
quarter.

Below is 3 main objectives of COM Community. Please feel free to join us!

» Exchange opinions casually
» Collect the issues and needs in clinical operations
* Provide networking opportunity

Clinical Safety & Pharmacovigilance

DIA Risk Management workshop in Japan was held for the first time in
March 2014. The third workshop will be held in June 2016. It has become
common knowledge that risk management of pharmaceutical product is
vitally important for safety management. We will gather trends of overseas
regulations for risk management plan, share and discuss the problems of
RMPs and pharmacovigilance plans.

Clinical Strategy Community

This community was established in Feb 2015 to discuss broad topics related
to clinical development such as strategic approach, new technologies
(biomarker, companion diagnostics, big data etc), decision making,
collaboration with other area folks (medical affairs, business etc), and carrier
planning. We provide the opportunities for networking among multiple
companies members through frank discussion. Please feel free to contact
with us!

Data Management

DIA CDM annual workshop in Japan was held for the first time in 1998. The
workshop is held every year, and the 19th workshop will held in January 2016.
Data is a common language and sharable resource in the world. Therefore,
the needs for the DIA workshop as a place of global communication are great.
It is reason why the workshop is continued for a long time. The workshop will
cooperate with CDM global community team from now. New technologies
and information will be shared with global team, and also proposals from
Japan to global standards will be activated.

Labeling

DIA Labeling workshop in Japan was held for the first time in November 2011.
The workshop is held every year, and the 6th workshop will held in February
2016. A drug labeling of pharmaceutical drug is most essential material
and it is recognized that drug labeling is very important communication
tool between pharmaceutical company and medical professionals.
Multiple departments such as regulatory, safety, clinical departments in a
pharmaceutical company are involved in development and/or revision of
drug labeling. We will share problems of a development and/or revision of
labeling, CCDS and labeling in Asia and discuss them. Also, we would like to
raise hot topics from this community at the workshop etc.

Project Management

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:

* Learning knowledge, technique, tools and operations of project
management with collaboration, and sharing recent experiences

+ 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 executing project management track of DIA annual
meetings

+ Planning and participating in US/EU DIA annual meeting as project
management community.

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

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
and Advanced RA Training course. 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.

In near future, we will try to start workshop/ study session, in order to
feel free and exchange information and thought of hot topics in various
regulatory environments.

Six Sigma

The Six Sigma Community was established to expand the concept/tools in
R&D sector, to provide opportunities to utilize Six Sigma in real-life setting.
The members consist of the certificated Six Sigma experts/consultants,
academia, and 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, project
management, and so on.

Statistics

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” 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 to DIA Global Site http://www.DIAglobal.org/
* Please become DIA Member if you are not.

Move to My Communities, and pick up the community of your choice from
EXPLORE COMMUNITIES tab

Please visit “DIA Community Booth
at Japan Annual”
to get more information!
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DIA’s eLearning Portfolio

Are you looking for a refresher or recently
stepped into a new career? DIA elLearning
modules are the perfect learning tool for busy
professionals like yourself.

Explore DIA’s eLearning portfolio of more
than 80 modules tailored for professionals
from around the world who are involved

in the discovery, development, and life

cycle management of pharmaceuticals,
biotechnology, and related medical products.

Group Discounts and Licensing Available

Visit DIAglobal.org/elearning
for more information.

Learn from

Virtually

Anywhere

eLearning:Instant Access
to Content Without
the Travel Costs

Targeted elLearning Programs
| |

Nine
Modules

Drug Development and
Life Cycle Management




THE CORE OF
CLINICAL RESEARCH

ADVANCED
IMAGING
SERVICES

GLOBAL
CARDIOVASCULAR
MONITORING

Visit us at DIA Japan 2015 BOOTH #9

=
_ o . BloTelemetry
BioTelemetry Research, global leaders in cardiovascular monitoring, .

now offers expanded imaging and respiratory services. RESEAR A

WASHINGTON | PHILADELPHIA | SAN FRANCISCO | LONDON | TOKYO gobio.com/research

19t DIA Annual Workshop
for Clinical Data Management

- The Evolution of Clinical Data Management Capabilities -

January 28-29, 2016 | KFC Hall, Tokyo

Rapidly evolving regulations, risk-based monitoring (RBM), electronic data
submission, electronic source and real-world evidences in clinical trials, are

impacting the role of clinical data management (CDM). Adapting the shift of
clinical research landscape is essential to conduct clinical research right and to get
treatments to the market faster and more efficiently.

The 19th Annual Workshop in Japan for CDM will be held in Tokyo, January 2016,
with a theme of “The Evolution of Clinical Data Management Capabilities” with
educational content designed for all levels of professionals, from beginner to expert.
What “Evolution” does CDM need? Improved clinical research process and

system are required to support real-time scientific and operational decisionmakings
utilizing large data. To meet these challenges and opportunities, further collaboration
is needed among industry, government, and academia. CDM must draw away from
conventional data managers and should lead the “Evolution” of clinical research.

Register today! DI /\
Visit DIAglobal.org to learn more. A




% ADM Korea Inc.

For the No.1 clinical service provider

“Come to Korea and join ADM Korea”

Korea has the fundamental assets in place to deliver excellence in
clinical studies, including world-renowned principal investigators,
highly competent and motivated research scientists, patient pools
with excellent compliance and a fiercely supportive government
sector. Within this environment, over 150 general hospitals enjoy
unrestricted freedom to operate their multinational clinical studies.
All government-mandated guidelines in Korea are in compliance
with the International Conference on Harmonization.

These factors have synergized over the past decade to propel Korea
into the forefront of global clinical research as the preferred hub of
clinical trials in Asia. The Korean Ministry of Food and Drug Safety
has been instrumental at setting the pace, with over 100 INDs
approved for multinational studies every year.

ADM Korea Inc., is dedicated to further strengthening the clinical
research field throughout Asia, providing full clinical services to all of
our partners. We consider three of our elements to be of utmost
importance: a workforce that prides itself on professionalism, a
reputation for integrity, and the ability to deliver beyond expectations.
We do not see ourselves as merely your partner of choice, but as an
integral contributor to your success.

Man powar Experienced and we aned PR, CRM, CRA

astigaiors, MFDS movigws and Sponsor

If you consider Asian multi-national clinical studies, please contactus at
admkorea@admkorea.co.kr or 82-70-7119-0109

Global Partners

- CCDRD AG

- DOT International

- EPS International

- MMS Holdings

- R&G PharmaStudies
- SRD

ADM Korea Inc.

#711, 19, Saemunanro5gil, Jongro-gu, Seoul 110-721, Korea
Tel : 82.2.730.1457

Fax : 82.2.722.0152

E-mail : admkorea@admbkorea.co.kr

www.admkorea.co.kr

Study Phase

Phase2
25%

Therapeutic Area

Cardiology
Vaccine 5%
5%

Endocrinology.

1%
Neurology
1%
Dermatology
5%
Rheumatology Hematology
5% 5%
Ophthalmology ~ Psychology
1% 5%
Service Areas
- Regulatory Affairs Service

- Clinical Operation Service

- Project Management Service

- Statistical Analysis Service

- Quality Assurance/Audit Service

- PMS & Pharmacovigilance Service
- Data Management Service

- E-Solution Service
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You work hard enough.
That’s why we’ve made our
solutions so easy to use.

In Asia, and around the world, Cenduit is earning a reputation
as the leader in the IRT field. We're now the world’s largest
IRT specialist—with global resources, 600+ studies successfully
performed, and over 400 IRT experts. At Cenduit, we succeed
by helping you succeed. We're committed to developing

IRT solutions that are easy to understand and easy to use—
speeding up your process and allowing you to focus on running
your trial efficiently and helping your patients. We also provide
hands-on customer service and technical assistance 24/7/365
to help you get exactly where you want to be—on time and
on budget. You work hard. So contact Cenduit today, and see

how easy it can be to make your next trial a success.

Learn how Cenduit sees things others don’t.
Kazuyuki.lto@Cenduit.com +1 813 4530 9638
jp.cenduit.com

The IRT Expert for all
Randomization and Trial Supply
Management challenges

e Laser-focused on IRT —
the world’s largest IRT specialist

e Easy to use solutions give
sponsors complete control over

their clinical supply chain

e We ensure every patient gets
the right medication on time,

every time

e Unrivalled track record for
on-time delivery of IRT systems

® Hands-on customer service and
technical assistance, 24/7/365



biomedica
systems

A Better Clinical Trial Experience

Biomedical Systems is the first and only core lab to provide a comprehensive suite of services
including: Cardiac, Pulmonary, Imaging, eCOA/ePRO and Scientific Affairs. For over 40 years, we
have delivered quality data to support your successful study.

Cardiac Services

The only company to offer a full complement of cardiac modalities, which
ensures our ability to be flexible and meet protocol specific requirements.

Digital 12-Lead ECG | 12-Lead Holter Monitoring | Blood Pressure |
Echocardiography |ECG Stress Testing | Mobile Telemetry | Thorough QT
/Intensive ECG | Cardiac Event Monitoring

Pulmonary Function Services

As a pioneer of centralized pulmonary function testing services to the pharmaceutical
industry, we are uniquely qualified to support your protocol.

Spirometry | Peak Flow/eDiary | Pulse Oximetry | DLco and Lung Volume | FeNO |
MIP | MEP | SNIP | LCI | Forced Oscillometry | Challenge Testing

Imaging Services

Offering the most extensive range of Imaging modalities including Medical Imaging,
Neurophysiology, and Pathology services.

MRI | X-Ray | PET/CT | Echocardiography | CT | Ultrasound | Angiography |
SPECT | Molecular Imaging | Photography | Digital Pathology | EEG/qEEG |
Actigraphy | Video Gait Analysis | Video Stroke Assessment Scoring | Endoscopy |
Digital Photography | Echocardiography

eCOA/ePRO Solutions

Collecting Clinical Outcome Assessments (COAs) and Patient Reported Outcomes
(PROs) through easy-to-use technology for clinical trials.

Web-based PRO |
Site PRO | Home PRO

Scientific Affairs

Our global Scientific Affairs team is available to collaborate, provide regulatory
guidance and scientific and medical expertise before, during and after your study.

Regulatory Guidance | Scientific and Medical Consulting | Protocol Development
and Review | Biostatistics | Data Analysis and Interpretation | Expert Report
Writing

For APAC enquiries (E/J/C), please contact Angel Yim at ayim@biomedsys.com or (+81) 29 886 7221 / (+81) 80 9698 0279
HBEVEDEE (R/8/%) : Angel Yim (1 4) ayim@biomedsys.com or (+81) 29 886 7221 / (+81) 80 9698 0279

North America | +1.800.877.6334  Europe | +32.2.661.2070 India | +91.413.222.2016



AZ Healthcare

Al efforts for patients, All professional works for clients.
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> Full Services

> Multi-national Study
B Regulatory Consulting

> EDC/eSource/eTMF/eCTD

> Risk-based Monitoring

B CDISC Consulting
> Medical Expert
> Pharmacovigilance

> PMS Full Service
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SAVE THE DATE

13th Annual Meeting DIA JAPAN 2016
November 13-15, 2016
Tokyo Big Sight | Ariake

+81.3.62140574
Japan@DIAglobal.org

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

DEVELOP Nihonbashi Life Science Building 6F, 2-3-11 Nihonbashihoncho,
D I A INNOVATE Chuo-ku , Tokyo 103-0023 Japan

ADVANCE




