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OVERVIEW

Advanced and translational medical technology, such as regenerative medicine and genetic medicine,
are already being incorporated into our medical practices, and artificial intelligence and medical robots
are developing and spreading. At the same time, the use of eSource data, genomics data, and real-world
data is accelerating to provide important health information about patients. Under such circumstances,
the Clinical Data Manager (CDM) not only manages the data of conventional clinical trials and clinical
research, but is also required to make a change toward the next era. By learning and applying new
creative ideas, we will determine the direction the CDM should evolve.

Are CDMs ready to break away from “error-free faith” in securing data quality along with the application
of updated ICH E6 and E9? The CDM must take the initiative and appropriate actions to change in
order to extend the Risk-Based Approach, which began from clinical monitoring, from clinical trials, and
furthermore to the safety monitoring activity after marketing.

The overall theme is “New Paradigm - Better Medical Care and a Healthier World Made Possible by CDM”,
reflecting the growth of this workshop and how it continually leads innovation in the field. We will discuss
how the CDM can contribute to new change and value creation throughout health care development
such as clinical development, postmarketing, medical treatment, disease prevention, and more.

This workshop is aimed at improving the quality of clinical research and clinical data management
activities and will provide numerous opportunities for networking and information exchange beyond
industry, government, and academia.

SPECIAL GUEST SPEAKERS
Hideki Takeda

Director, Chief Technology Officer, Behavior Informatics Laboratories, FRONTEO, Inc.

Tetsuo Sakamaki, MD, PhD
Professor Emeritus, Gunma University
Program Supervisor, Japan Agency for Medical Research and Development (AMED)

Yasushi Matsumura, MD, PhD

Professor, Division of Medicine, Graduate School of Medicine, Osaka University

Yasuhiro Fujiwara, MD, PhD

Director General, Strategic Planning Bureau, National Cancer Center

TARGET AUDIENCE

« Clinical data managers

* Clinical research coordinators

* Biostatisticians

* Clinical development professionals

« Information technology professionals

* QC/QA professionals

* Regulatory affairs professionals

* Postmarketing surveillance professionals

Simultaneous Translation Available

Tabletop Exhibit Opportunities Available

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

DIA Japan
Nihonbashi Life Science Building 6F,
A 2-3-11 Nihonbashihoncho, Chuo-ku, Tokyo 103-0023 Japan
Tel: +81.3.6214.0574 Fax: +81.3.3278.1313 Email: Japan@DIAglobal.org
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9:00-9:30 CDM CHATTING SESSION REGISTRATION

9:30-11:30 CDM CHATTING SESSION

This session will be conducted in Japanese only.

FACILITATORS

Hitoshi Kato

Data Standard & Informatics Group, Biometrics Department., Chugai Clinical Research
Center Co,, Ltd.

Masato Kobayashi

Senior Manager, Data Management, Data Science, Development, Astellas Pharma Inc.
Kenichi Kohno

Data Manager, Translational Research Informatics Center, Foundation for Biomedical
Research and Innovation

Ayako Kotani

Business IT System Specialist, Strategic Enablement, Clinical Operations Division,
Research & Development, AstraZeneca K.K.

Yuko Noda

Japan Clinical Informatics & Innovation, Development Operations, Pfizer Japan Inc.
Keiko Tabata

PMS Degital Platform Group, Biomedical Data Science Dept., GlaxoSmithKline K.K.
<THEME OF CDM CHATTING SESSION>

*  Real World Data

. Risk Based Approach to Monitoring

. Quality of Investigator Initiated Trials

*  Investigator-Initiated Clinical Trials and Clinical Researches

. e-Source, e-Health, m-Health, Degital Health

«  Others

12:00-12:30 WORKSHOP REGISTRATION

12:30-12:45 WELCOME AND OPENING REMARKS

Ko Sekiguchi
Director, DIA Japan

Motohide Nishi, MBA
Program Chairperson / Vice President, Asia Pacific Technology, Medidata Solutions K.K.

12:45-13:30 KEYNOTE ADDRESS 1

SESSION CO-CHAIRS

Kyoko Minamoto

Practical Research for Innovative cancer control Management Office (PRIMO),
National Cancer Center

Motohide Nishi, MBA

Vice President, Asia Pacific Technology, Medidata Solutions K.K.

Due to the explosive growth of data and expansion of computing resources, artificial
intelligence (Al) has come to the technological forefront. What makes this “Al boom”
different than the ones before? The application of Al technology, from advanced business
management to supporting human judgement and decision making, grows increasingly
wide and real throughout various fields. Al is speeding discovery in international
litigation, providing more accurate and comprehensive compliance checks and balances
in the financial field, and analyzing electronic medical records to hasten the efficiency of
developing new and better care. This Keynote Address will explain what Al is, why it will
bring about change, and provide real-world examples of such change.

The Future of Artificial Intelligence and Information Analysis
Hideki Takeda

Director, Chief Technology Officer, Behavior Informatics Laboratories, FRONTEO,
Inc.

13:30-15:00 SESSION 1

Global Harmonization of Data Reliability and
Management

SESSION CO-CHAIRS

Yumiko Asami

Statistician, Manager, Electronic Data System Management Group, Daiichi Sankyo Co., Ltd.
Yukikazu Hayashi

Division Manager, Development Strategy Division, A2 Healthcare Corporation

In anticipation of a paradigm shift in data reliability and management and data reliability
due to the ICH GCP renovation, this session will discuss data reliability based on this new
direction, and also discuss differences in the concepts of new drug application and data
reliability between Japan, Europe, and the US.

NDA Review Processes in 3 ICH Regions, and Points to Consider on
Data Integrity Standards in Japan

Masayoshi Higuchi

Head of Regulatory Affairs Department, Chugai Pharmaceutical Co., Ltd.

Data Handling in Global Drug Development; Challenges and the
Way to Go

Osamu Komiyama

Senior Manager, Regulatory Policy, Regulatory Affairs, Pfizer Japan Inc.

Quality Management and Root Cause Analysis

Masataka Sano, PhD

Associate Professor, Department of Management Information Science, Faculty of
Social Systems Science, Chiba Institute of Technology

15:00-15:30 COFFEE BREAK

15:30-17:15 SESSION 2

Scaling up RBM Implementation towards Clinical
Risk Management

SESSION CO-CHAIRS

Misato Kuwagaki

Associate Consultant, Process and Technology, Global Data Delivery, Data Science &
Solutions, Eli Lilly Japan K.K.

Yumi Sugiura, MRCP

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

ICH-E6 (R2) requires sponsors to implement a Quality Management system to manage
quality throughout all stages of the clinical trial process. Through this Quality Management
system, the sponsor should focus on trial activities essential for ensuring human subject
protection and reliability of trial results, using a risk-based monitoring (RBM) approach.
However, internal organizational issues and processes have impacted adopting ICH E6
(R2) requirements at many companies. In this session, we are aiming to digest, through
actual data manager experience at a pharmaceutical company, how the data manager
could increase understanding of the capability to scale the risk-based approach to clinical
risk management.

Implemantaion of “Optimal RBM” in the Organization

How Do We Achive It?

Aya Kitao

Senior Manager, Clinical System, Data Science, Ono Pharmaceutical Co., Ltd.

Identifying the Professional Patient in Clinical Trials

Richard Zink, PhD

Principal Research Statistician Developer, JMP Life Sciences Division, SAS Institute
Inc.

For Implementation of RBM - Fill the Gap of Specialist -

Kenji Fujisawa

Kowa Company. Ltd.

Five Years of Global Risk-Based Monitoring Implementation:
Centralized Monitoring on RBM Studies

Yumi Sugiura, MRCP

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

Panel Discussion
Panelists: Session Speakers and
Atsushi Kawashima

Inspector, Office of Non-Clinical and Clinical Compliance, Pharmaceuticals and
Medical Devices Agency (PMDA)

17:15-18:00 KEYNOTE ADDRESS 2

SESSION CO-CHAIRS

Kyoko Minamoto

Practical Research for Innovative cancer control Management Office (PRIMO),
National Cancer Center

Motohide Nishi, MBA

Vice President, Asia Pacific Technology, Medidata Solutions K.K.

This session will present the status of Japan Agency for Medical Research and
Development (AMED) initiatives and how they will change new drug development trends
in the future. Specific topics will include AMED’s vision and role, trends in and examples of
information and communications technology foundation projects, and data survey details
(such as examination of registry, medical information, etc.).

AMED’s Activities to Develop Infrastructure for Promoting Medical
Research and Development

Noriatsu Kono

Senior Director, Global Project Management, Japan Agency for Medical Research
and Development (AMED)

Engagement of ICT Infrastructure Development Group of AMED
Tetsuo Sakamaki, MD, PhD

Program Supervisor, Japan Agency for Medical Research and Development
(AMED)

18:00-19:30 NETWORKING RECEPTION
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8:30-9:00 WORKSHOP REGISTRATION

14:25-16:00 SESSION 5

9:00-9:30 KEYNOTE ADDRESS 3

FDA Update (presentation via Internet)

Ron D. Fitzmartin, PhD, MBA
Senior Advisor, Office of Strategic Programs, CDER, U.S. Food and Drug
Administration (FDA)

9:30-10:30 SESSION 3

Data Managers’ Challenge (Education Session)

SESSION CO-CHAIRS

Mika Ogasawara

Manager, Japan Clinical Informatics & Innovation, Biometrics and Data Management,
Pfizer Japan Inc.

Yasuharu Shibata

Associate Director, Head of Clinical Data Mgt., Clinical Operations Area, MSD K.K.

Recent changes in clinical trial evaluation methodology, and the evolution of data
collection devices and testing technologies, have increasingly made the definition of
“source data” and data collection methods more complex. In addition, source data and
data transportation are shifting to electric formats, and electronic data capture (EDC) is
now common in investigator-initiated clinical trials. This session will discuss how to ensure
reliability in data and data management practices from the pharmaceutical company,
academia, and regulatory agency points of view. We hope this session will increase
awareness of, and resolve questions raised by, daily data management practices.

Data Management for External Data
Hiroshi Kamayachi
MSD K.K.

Document-Based Inspection by PMDA

Takashi Yoshitani, PhD

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

Computerized System Validation of Clinical Data Management
System with Electronic Data Capture (EDC) - System Validation
Model Designing and Experience on Investigator-Initiated
Registration Trial

Yumi Wakabayashi, MBA

Lecturer / Asssitant Professor, Drug and Food Evaluation, Graduate School of
Medicine, Osaka City University, Center for Clinical Research and Innovarion,
Osaka City University

10:30-11:00 COFFEE BREAK

11:00-12:35 SESSION 4

eSource Challenge

SESSION CO-CHAIRS
Motohide Nishi, MBA
Vice President, Asia Pacific Technology, Medidata Solutions K.K.

Mika Ogasawara
Manager, Japan Clinical Informatics & Innovation, Biometrics and Data Management,
Pfizer Japan Inc.

Use of eSource in the clinical development and research field is progressing very slowly,
illustrating the many obstacles and challenges ahead of its implementation. However,
eSource promises to be a more efficient data collection method that will ultimately
benefit patients, sponsors, and medical institutions. In this session, we will discuss issues
related to using eSource and the cooperative activities among industry, government, and
academia necessary to overcome current circumstances.

SPECIAL LECTURE 1:

Direct Capture of eSource Data in EMR for Clinical Research
Yasushi Matsumura, MD, PhD

Professor, Division of Medicine, Graduate School of Medicine, Osaka University

Real World Data - A Growing Need and Data Management
Challenges

Reza Rostami, MBA, RAC

Associate Director, Quality Management, Duke Clinical Research Institute

eSource Adoption Considerations
Prasann Mehta
Merck & Co., Inc.

TransCelerate eSource Updates & Point of View Paper
Mika Ogasawara

Manager, Japan Clinical Informatics & Innovation, Biometrics and Data
Management, Pfizer Japan Inc.

12:35-14:05 LUNCH BREAK
14:05-14:25 Report on CDM Community and Chatting Session

Real World Data and Database Research

SESSION CO-CHAIRS

Yukiko Nagata

Associate Director, Clinical Data Management & Technology, Takeda-PRA Development
Center KK

Hitoshi Ozawa

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

Current utilization of real-world data has focused on clinical development and post-
marketing surveillance, or pharmacovigilance. A new medical information database
system for pharmacovigilance - MID-NET - is being established for full-scale operation
by the Pharmaceuticals and Medical Devices Agency, which will also amend its
Good Post-marketing Study Practice (GPSP) to incorporate use of this new medical
information database. In addition, the Ministry of Health, Labour and Welfare published
its Basic Principle for Utilization of Medical Information Database in Post-Marketing
Pharmacovigilance in June 2017. What can data managers contribute in the midst of
such evolution and renovation, and how can they contribute it? This session will discuss
the future utilization of this medical information database from various stakeholder
perspectives.

Current Situation of Database Research
Tomomi Kimura, MD
Director, Epidemiology, Medical Affairs, Astellas Pharma Inc.

Outline of Revised GPSP

- Consideration on “Points to Consider for Ensuring the Data
Reliability on Post-Marketing Database Study for Drugs”
Hiroyuki Mizuta, PhD

Inspector, Office of Non-Clinical and Clinical Compliance, Pharmaceuticals and
Medical Devices Agency (PMDA)

Process to Ensure Reliability for Post-Marketing Database Study
Based on Experience of Inspection with PMDA

Hiroyuki Kakihata

Real World Data Science Department, Chugai Pharmaceutical Co., Ltd.

Usability of Real World Data and its Usage Issues - Collaboration
between Data Scientist and Data Manager -

Takamichi Baba, MSc

Data Scientist, Shionogi & Co., Ltd.

Yuichi Yamada

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

Panel Discussion
Panelists: Session Speakers

16:00-16:30 COFFEE BREAK

16:30-17:45 SESSION 6

Data Management in Investigator-Initiated Clinical
Trials and Clinical Researches

SESSION CO-CHAIRS

Akimitsu Ikeura

Manager, Data Management Group, Biostatistics & Data Management Dept., Daiichi
Sankyo Co., Ltd.

Kyoko Minamoto

Practical Research for Innovative cancer control Management Office (PRIMO),
National Cancer Center

After the Pharmaceutical Affairs Law was revised in 2003, investigators and pharma-
ceutical companies could plan and conduct clinical trials themselves. In the fifteen years
since passed, compliance with CDISC and other international standards has become
indispensable, and individual investigators have increasingly needed to secure funds and
other resources from external sources. It is now expected that academic clinical research
will be effected by the new Act on Clinical Studies published in April 2017. This session
will discuss anticipated developments impacting investigator-initiated clinical trials in
academia.

Data Management in Pharma and Academia: Big Data Convergence
for Bridging Clinical, Regulatory, and Commercialization

David Kiger

Chief Commercial Officer, Bioclinica

Clinical Data Management in Academia and Pharmaceutical Industry
Mikio Mori

Section Head, Data Management Section, Data Management Division, Clinical
Research Support Office, National Cancer Center Hospital

SEPECIAL LECTURE 2:

New Act on Clinical Studies (tentative)

Yasuhiro Fujiwara, MD, PhD

Director General, Strategic Planning Bureau, National Cancer Center

17:45-17:50 CLOSING REMARKS




REGISTRATION FORM: Register online or forward to
DIA Japan, Nihonbashi Life Science Building 6F, 2-3-11 Ni-

honbashihoncho, Chuo-ku, Tokyo 103-0023 Japan
tel +81.3.6214.0574 - fax +81.3.3278.1313

21st DIA Annual Workshop for Clinical Data Management
Event #18301 « February 19-20, 2018 | Asakusabashi Hulic Hall |Tokyo

Address: Hulic Asakusabashi Building 2F, 1-22-16 Asakusabashi, Taito-ku, Tokyo
1M1-0053 Japan

DIA will send participants a confirmation letter within 10 business

days after receipt of their registration.

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

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

Q I DO want to be a DIA member
Fees incl. 8%
Consumption Tax

O I DO NOT want to be a DIA member

Early Bird (until February 5,2018) | O ¥45,360
Industry
After February 6, 2018 0 ¥51,840

MEMBER Government, | Early Bird (until February 5,2018) | O ¥24,300
NonProfit | After February 6, 2018 0 ¥27,000
Academia, | Early Bird (until February 6,2018) | O  ¥18,360
Medicals: | After February 6, 2018 O ¥20,520
Industry 0 ¥70,740

NON- )

MEMBER Government, Non Profit O ¥45,900
Academia, Medicals O  ¥33,480
Membership O ¥18,900

R 2-Year Membership O  ¥34,020
Academia Membership (Academia, Medicals)* O ¥12,960

Early Bird Deadline: February 5, 2018
*To register for Academia Membership, please send this form to DIA Japan office
by fax or e-mail.

Please check the applicable category:

U0 Academia O Government QO Industry O Medicals
@ CSO (Contract research/service organization)
O Student (Call for registration information)

Last Name

TRAVEL AND HOTEL

Hotel Grand Palace is one of the hotels which has good access to
the venue. To make a reservation, please contact the Hotel Grand
Palace below.

Address:  1-1-1 lidabashi, Chiyoda-ku, Tokyo 102-0072, Japan

Telephone: +81.3.3264.1111 / Fax: +81.3.3230.6822

Email: grinfo@grandpalace.co.jp

URL: http://www.grandpalace.co.jp/english

CANCELLATION POLICY: On or before February 9, 2018
Administrative fee that will be withheld from refund amount:
Member or Nonmember = ¥20,000
Government/Academia/Nonprofit (Member or Nonmember) = ¥10,000
Cancellations must be in writing and be received by the cancellation
date above. Registrants who do not cancel by that date and do not
attend will be responsible for the full registration fee paid.
Registrants are responsible for cancelling their own hotel and airline
reservations. You may transfer your registration to a colleague at
any time but membership is not transferable. Please notify DIA of
any such substitutions as soon as possible. Substitute registrants
will be responsible for nonmember fee, if applicable.

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

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

PURPOSE OF USE OF PERSONAL INFORMATION
The personal information provided by this application will be used
to contact you with information about upcoming events, programs,
products and services of DIA. In addition, your name and organiza-
tion name will be listed in the Attendee List which will be distrib-
uted on site to the participants of this event. Submission of this
application will be regarded as you agreed to it, but if not, please
contact DIA Japan.

PHOTOGRAPHY POLICY

By attending any DIA events, you give permission for images of
you (captured during the conference through video, photo, and/or
digital camera) to be used in DIA promotional materials, publica-
tions, and/or website and waive any and all rights including, but not
limited to compensation or ownership.

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

O BANK TRANSFER:
You will receive an invoice with bank information detail by
Email after registration completion.
All local and overseas charges incurred for the bank trans-
fer must be borne by payer.

O CREDIT CARD (VISA, MasterCard or JCB only):
O VISA 0O MasterCard 0O JCB

First Name M.1.

Job Title Q Dr. O Mr. O Ms.

Card No.

Department

Exp. (mm/yy)

Company

Cardholder Name

Address (As required for postal delivery to your location)

City State Zip/Postal Country

Email Required for confirmation

Phone Number Required Fax Number

Signature
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