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courses, scientific publications, and
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OVERVIEW

In January 1998, DIA presented our 1st DIA
Japan Annual Workshop for Clinical Data
Management (CDM). The theme of this
workshop was Data Manager Information
Exchange and it provided a framework for
professionals to exchange their experience
andknowledgeonthecurrentand futurestate
of CDM. Since that first offering, our annual
CDM workshop has successfully transformed
to meet new challenges thanks to DIA's
strong, enthusiastic CDM community; in fact,
CDM is DIA’s longest-running workshop in
Japan and is always the forerunner of DIA
Japan’s annual event calendar.

Twenty years have passed and expectations
for this CDM workshop are bigger than
ever. To reflect how this workshop has
continuously ledinnovation, the overalltheme
of our commemorative 20th anniversary
workshop is Forerunner - History of 20 Years
and Looking Toward the Future, and will
center upon such contemporary topics as
quality control systems and the risk-based
monitoring (RBM) approach, electronic data
submission, eSource and eHealth, and more.
Panel discussions from industry, government,
and academic viewpoints will explore what
we've learned over the past two decades on
each theme, plus its future direction, helping
each participant take individual actions
which contribute to collectively transforming
CDM and clinical research.

TARGET AUDIENCE

* Clinical data managers

+ Clinical research coordinators

» Biostatisticians

« Clinical development professionals

» Information technology professionals

+ QC/QA professionals

» Regulatory affairs professionals

» Postmarketing surveillance professionals

SPECIAL GUESTS

CHUO UNIVERSITY
Yasuo Ohashi, PhD

Professor (Biostatistics), Department of
Integrated Science and Engineering for
Sustainable Society, Chuo University

Emeritus Professor, The University of Tokyo

PMDA

Yuki Ando, PhD

Senior Scientist for Biostatistics, Advanced
Review with Electronic Data Promotion Group

Pharmaceuticals and Medical Devices Agency
(PMDA)

Yoshiaki Uyama, PhD

Office Director, Office of Medical Informatics and
Epidemiology

Pharmaceuticals and Medical Devices Agency
(PMDA)

FDA
Stephen E. Wilson, DrPH

Director, Division of Biometrics I, Office of
Biostatistics, OTS, CDER

US Food and Drug Administration (FDA)
Ron Fitzmartin, PhD, MBA

Senior Advisor, Office of Strategic Programs,
CDER

US Food and Drug Administration (FDA)

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
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DAY 1| Monday, February 6, 2017

9:00-9:30 CDM CHATTING SESSION REGISTRATION

14:15-15:45 SESSION 1

9:30-11:30 CDM CHATTING SESSION

This session will be conducted in Japanese only.

FACILITATORS

Masako Karino, PhD

Senior Manager, Product Cordination Department, Ikuyaku. Integrated Value
Development Division, Mitsubishi Tanabe Pharma Corporation

Toshiyuki Kimura

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

Kenichi Kono, PhD, MT

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.

Misato Kuwagaki

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

Yuko Noda

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

<THEME OF CDM CHATTING SESSION>
+  Challenges in e-Submission

*  Risk Based Approach to Monitoring

*  Quality of Investigator Initiated Trials

«  Career Pass of Data Managers

+  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.

12:45-14:15 KEYNOTE SPEECH (A)

SESSION CO-CHAIRS

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

Mika Ogasawara
Senior Manager, Japan Clinical Informatics & Innovation, Development Operations,
Pfizer Japan Inc.

KEYNOTE SPEECH 1

Clinical Data Management in Japan:

Historical Perspectives and Future Challenges

Yasuo Ohashi, PhD

Professor (Biostatistics), Department of Integrated Science and Engineering for
Sustainable Society, Chuo University

Emeritus Professor, The University of Tokyo

(Tentative Abstract) Clinical Data Management (CDM) in Japanese clinical trials
has made much progress in the area of information technology. This is due in
part to the emergence, since the late 1980s, of specialized CDM departments
to handle clinical data, along with introduction of the internet and other
communication technologies. CDM has also been influenced by the growing
influence of CDISC and the introduction of risk-based monitoring (RbM).
However, it remains very difficult to manage clinical data effectively because
of clinical trial quality and cost issues, plus a lack of doctor-led ARO research.
Other underlying causes of these inefficiencies include insufficient clinical site
technical infrastructure, a lack of awareness toward data quality by the study
sites and a lack of clarity regarding quality from our customers. Dr. Ohashi’s
Keynote Speech will review the history of CDM in Japan, current challenges and
opportunities, and future expectations.

KEYNOTE SPEECH 2

Drug Safety Assessment in the Era of ICT Advancement

Yoshiaki Uyama, PhD

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

PMDA has worked to utilize electronic medical records (EMRs) for drug safety
assessment. Many pharmacoepidemiological studies were conducted under
the MIHARI (Medical Information for risk assessment initiative) project. Much
recent progress has been made on the MID-NET (Medical Information Network)
project, which established a network of EMRs from ten organizations, including
23 hospitals, for pharmacoepidemiological study. MID-NET is planned to be
utilized by industry and other researchers in 2018. This keynote address will
present progress made and the future direction of drug safety assessment
based on EMRs in the era of ICT advancement.

Digital Health

SESSION CO-CHAIRS

Akimitsu lkeura

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

Yukiko Nagata

Associate Director, Clinical Data Management, Clinical Data Science Dept., Japan
Development Center, Takeda Pharmaceutical Company Limited

In recent years, in addition to traditional EDC, IWRS/IRT and EHR, newcomers such
as ePRO, smart watches, and smart phones using dedicated applications, have built
up the concept of eSource (compared to paper-based source) data. Utilization
of “Digital Health” to comprehensively connect these technologies and ideas has
attracted wide attention in the health care industry. Digital health can transform the
workflow of pharmaceutical companies, CROs, vendors and academic researchers,
and each organization is proactively starting on this new area. Its potential impact
is expected to contribute significantly to drug discovery and Ikuyaku.

Focusing on data reliability in this new era of progress - ie., satisfying ERES
requirements in compliance with the principle of ALCOA - this session will provide
an enthusiastic discussion on: What is Digital Health? What benefit will Digital
Health efforts provide to patients? To the health care industry? What should we
carefully consider?

TBD

Brian Patrick Forbes

Bayer Yakuhin, Ltd.

ePro/CoA Experience at Eli Lilly

Digitalisation - a Key Approach to Data Collection

Puspita Roy, MSc

Senior Data Manager, Nutricia Research

ePro/CoA Experience at Eli Lilly

Misato Kuwagaki

Associate Consultant, Process and Technology, Global Data Delivery, Data
Science & Solutions, Biometrics and Advanced Analytics, Eli Lilly Japan K.K.
TransCelerate’s Perspective on eSource in Clinical Trials
Brett Wilson

Senior Director, Global Biometrics & Data Management, Pfizer Inc.
eSource Data: What Should be Carefully Considered?
Osamu Komiyama

Senior Manager, Development Intelligence, Regulatory Affairs,
Pfizer Japan Inc.

15:45-16:15 COFFEE BREAK
16:15-17:45 SESSION 2

Challenges in Data Management

SESSION CHAIRS

Akimitsu lkeura
Manager, Data Management Group, Biostatistics & Data Management Dept., Daiichi
Sankyo Co., Ltd.
Yumi Sugiura
Central Monitor, Global Data Strategies and Solutions, Bristol-Myers Squibb K.K.
Data Integrity Audits of Clinical Data
Siegfried Schmitt, PhD, MSc
Principal Consultant, PAREXEL Consulting
Fit for purpose Data Management and Technology Solutions for
Real World Studies
Zia Haque, MA
Senior Director, Quintiles
Data Management in Academic Research Organizations - A New
Paradigm
Reza Rostami, MBA, RAC
Assistant Director, Quality Assurance and Regulatory Compliance,
Duke Clinical Research Institute
Putting Patient And Site Engagement at the Center of Your Clinical
Trial

Jonathan Raymond Andrus, MS
COO and Data Officer, Clinical Ink.

18:00-20:00 NETWORKING RECEPTION




DAY 2 | Tuesday, February 7, 2017

8:30-9:00 WORKSHOP REGISTRATION

14:00-14:15 REPORT FROM CDM CHATTING SESSION

9:00-10:00 KEYNOTE SPEECH (B)

14:15-15:25 SESSION 5

SESSION CO-CHAIRS

Motohide Nishi, MBA

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

Mika Ogasawara

Senior Manager, Japan Clinical Informatics & Innovation, Development Operations,
Pfizer Japan Inc.

KEYNOTE SPEECH 3

Study Data Standards in eCTD: What You Need to Know about the
New Technical Rejection Criteria (presentation via Internet)

Ron D. Fitzmartin, PhD, MBA

Senior Advisor, Office of Strategic Programs, CDER

U.S. Food and Drug Administration

KEYNOTE SPEECH 4

An Update on Data Standards at FDA’s Center for Drug Evaluation
and Research (CDER): A Statistical Review Perspective
(presentation via Internet)

Stephen E. Wilson, DrPH

Director, Division of Biometrics Ill, Office of Biostatistics, OTS, CDER

U.S. Food and Drug Administration

10:00-11:00 SESSION 3

Industrial Activities - What You Should Know!

SESSION CO-CHAIRS

Motohide Nishi, MBA

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

Senior Manager, Japan Clinical Informatics & Innovation, Development Operations,
Pfizer Japan Inc.
A Perspective for Clinical Data Managers on TransCelerate
BioPharma Initiatives
Brett Wilson
Senior Director, Global Biometrics & Data Management, Pfizer Inc.
ICH EG6 Revision and Clinical Quality Management System
(tentative)
Chiyo Yoshimura
AstraZeneca K.K.

11:00-11:30 COFFEE BREAK

11:30-12:50 SESSION 4

The Way of Centralized Monitoring

SESSION CO-CHAIRS

Yukikazu Hayashi

Division Manager, Data Science Division Il, A2 Healthcare Corporation

Kyoko Minamoto

Clinical Research Support Center, The University of Tokyo Hospital

Clinical trials are expected to be conducted founded upon the ideas of QMS and
RbM now that ICH-GCP E6(R2) is under discussion for amendment. As a result,
centralized monitoring has gained increased attention in recent years. This
session will discuss centralized monitoring across various points of view and try to
determine what roles data managers can take and what kind of future monitoring
we will move into.

Rethinking the Clinically-Based Thresholds of TransCelerate
BioPharma for Risk-Based Monitoring

Richard Zink, PhD

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

Future Challenges of Central Monitoring

Emi Yamada

Lead of Central Quality Management Team, Japan/Asia Clinical Development 1
Astellas Pharma Inc.

Required Skill Sets for Centralized Monitoring

Kenji Fujisawa

Kowa Company. Ltd.

Panel Discussion

Panelists

Session Speakers, and

Koji Oba, PhD

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

12:50-14:00 LUNCH BREAK

Data Managers’ Challenge to Clinical Data
Scientists

SESSION CO-CHAIRS

Yumi Sugiura

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

Associate Manager, Data Practice Group, Biomedical Data Sciences Dept., Clinical
Platforms and Sciences, Development & Medical Affairs Division, GlaxoSmithKline K.K.

According to an article in the 2012 Harvard Business Review, Data Scientist is “The
Sexiest Job of the 21st Century.” In recent years, use of “Big Data” has been growing
and data science has become more important than ever in the business world.
New technologies, environments, and clinical study designs are impacting the role
of clinical data manager (CDM). Should CDMs grow beyond conventional data
management and transform into Clinical Data Scientists? This session will discuss
the value of data from a statistical point of view, and related expectations for CDM
and Clinical Data Scientist roles.

The Role of Data Quality Lead (tentative)

Keisuke Utsumi

Associate Department Manager, Biomedical Data Sciences Department,
GlaxoSmithKline K.K.

Statistic Point of View (tentative)

Satoru Fukinbara, PhD

Senior Director, Data Science Development Headquarters, Ono Pharmaceutical
Co., Ltd.

Hideki Suganami, PhD

Director, Clinical Data Science Dept., Kowa Company, Ltd.

TBD

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

15:25-15:55 COFFEE BREAK
15:55-17:50 SESSION 6

Moving Forward to Start Electronic Submission

SESSION CO-CHAIRS

Yosuke Kobayashi

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

Yasuharu Shibata

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

Over the past few years, regulatory agencies and pharmaceutical companies have
been discussing preparation of electronic submissions, which PMDA began to
accept in October 2016. In advance of these electronic submissions, the gateway
portal system pilot resulted in updated technical conformance guidance in June
2016. Now that the process and guidelines have taken form, this session will
reconfirm these requirements and discuss best practices based on that system pilot
experience.

Preparation for Using the Gateway System and Key Points to be
Considered

Tatsuya Nakagawa

MSD K.K.

Experience of Electronic Study Data Submission (tentative)
Takuma Oda

Janssen Pharmaceutical K.K.

Considerations on Electronic Study Data Submission for Phase |
and Clinical Pharmacology Studies

Yohei Takanami

Manager, Takeda Pharmaceutical Company Limited

PMDA Update (tentative)

Yuki Ando, PhD

Senior Scientist for Biostatistics / Advanced Review with Electronic Data,
Promotion Group, Pharmaceuticals and Medical Devices Agency (PMDA)
Panel Discussion

Panelists

Session Speakers

17:50-17:55 CLOSING REMARKS




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

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

20th DIA Annual Workshop for Clinical Data Management
Event #17301 « February 6-7, 2017 | Tower Hall Funabori, Tokyo
Address: 4-1-1 Funabori, Edogawa-ku, Tokyo 134-0091

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

O 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 January 16, 2017) | Q ¥45,360
Industry
After January 17, 2017 O ¥51,840

MEMBER Government, Early Bird (until January 16, 2017) | Q ¥24,300
Non Profit | After January 17, 2017 0 ¥27,000
Academia, Early Bird (until January 16, 2017) | @  ¥18,360
Medicals: | After January 17, 2017 O  ¥20,520
Industry O  ¥70,740

\[e]\'H -

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

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

Early Bird Deadline: January 16, 2017

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

Please check the applicable category:
O Academia Q Industry
QO CSO (Contract research/service organization)
O Student (Call for registration information)

O Government O Medicals

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 January 30, 2017

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.

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):
a VISA QO MasterCard 0O JCB

First Name M.1.

Job Title Q Dr. O Mr. O Ms.

Card No.

Exp. (mm/yy)

Department

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

DEVELOP
A INNOVATE
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DIA volunteers, members, and staff
provide a comprehensive catalogue
of conferences, workshops, training
courses, scientific publications, and
educational materials, throughout the
year, all around the world.
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KERGEZERRF (FDA)

Director, Division of Biometrics Ill, Office of
Biostatistics, OTS, CDER

US Food and Drug Administration

Stephen E. Wilson, DrPH

Senior Advisor, Office of Strategic Programs,
CDER
US Food and Drug Administration

Ron Fitzmartin, PhD, MBA
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Brian Patrick Forbes

Digitalisation — a Key Approach to Data Collection

Nutricia Research

Puspita Roy, MSc

ePro/CoA Experience at Eli Lilly
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