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OVERVIEW

The Big Data era is here. The importance and value of gathering and storing
data effectively and efficiently cannot be underestimated in the success of a
business and its ability to grow and innovate. This is particularly true in the
health care market, not only for corporations but also for the regulatory bodies
where the framework of collecting research and analysis based on clinical data
can contribute significantly to improved medical care and scientific findings.

The 18™ Annual Workshop in Japan for Clinical Data Management (CDM) will
be held in Tokyo, January, 2015, with a theme of “Focus on Cool Data” with
educational content designed for all levels of professionals, from beginner to
expert.

Just what is “Cool” data? It is the rethinking of the nature of data and data
management activities in preparing for an e-submission while applying risk-
based approaches, actual experience, current and future benefits and challenges
and how they align with our ultimate goal.

The objective of this workshop is to help you improve the quality of your clinical
research and data management activities by providing attendees with critical
information about international clinical data management through educational
sessions and networking opportunities among industry, government, and
academia involved with global Clinical Data Management.

TARGET AUDIENCE

e Clinical data managers

»  Clinical research coordinators

* Biostatisticians

¢ Clinical development professionals

* Information technology professionals
*  QC/QA professionals

* Regulatory affairs professionals

*  Post Marketing Surveillance Professionals

Nisso 22 Bldg. 7F, 1-11-10 Azabudai, Minato-ku
Tokyo 106-0041 Japan

+81.3.5575.2130

DIAJapan@diajapan.org

DEVELOP
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DIA Global Center: Washington, DC, USA | Basel, Switzerland | Beijing, China
Horsham, PA, USA | Mumbai, India | Tokyo, Japan



DAY 1| THURSDAY, JANUARY 29, 2015

9:00-9:30 CDM CHATTING SESSION REGISTRATION

9:30-11:30 CDM CHATTING SESSION

This session will be conducted in Japanese only.
FACILITATORS

Kazuki Furuno
Manager, Clinical Development Planning and Management
Mochida Pharmaceutical Co., Ltd.

Masako Karino, PhD

Group Manager, Pharmacovigilance Department,
Pharmacovigilance & Quality Assurance Division
Mitsubishi Tanabe Pharma Corporation

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

Kengo Kawasaki
Associate Director, Data Management
Group, Data Science, Global Development, Astellas Pharma Inc.

Naoki Tomotsugu
Project Instructor, Head of Planning and Management Office
Center for Clinical Research, Keio University School of Medicine

Hidenobu Yoshida

Group Manager, Japan Development

Japan Data & Statistical Sciences Group, AbbVie GK
<Theme of CCS>

. Risk-based Based Approach to Monitoring

. Challenges in EDC/ePRO

. What Data Should Be Collected in Clinical Trials?
. Quality of Investigator Initiated Trials

. Discussion on Oncology Data Management

. Others

13:00-13:30 WORKSHOP REGISTRATION
13:30-13:45 WELCOME AND OPENING REMARKS
Ko Sekiguchi

Director, DIA Japan

Kenji Nagaya

Program Chairperson / General Manager, Clinical Data Management and
Biostatistics, Clinical Development Strategy Department
Pharmaceutical Development Division, Nippon Kayaku Co., Ltd.

13:45-15:30 SESSION 1

Which Data Should Be Collected in Clinical Trials?
SESSION CO-CHAIRS

Keisuke Utsumi
Department Manager, Biomedical Data Sciences Dept.
Clinical Platforms & Sciences, RD Japan, GlaxoSmithKline K.K.

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

Hear this simple question answered from the perspectives and
experiences of academic/medical institutions, pharmaceutical
companies, and the PMDA. A panel discussion with the presenters
and session chairs follows. Precisely because data standardization
has been progressing and we all face CDISC implementation, it’s
time to challenge this simple yet profound issue from a new drug
development perspective.

What Are Valuable Data for the Clinical Evaluation of Novel Drugs?
- From the regulator’s view point -

Tetsuo Nakabayashi, MD, PhD
Senior Scientist for Medical Science
Pharmaceuticals and Medical Devices Agency (PMDA)

INDUSTRY PERSPECTIVE (TENTATIVE)

Osamu Komiyama
Senior Manager, Statistical Research & Consulting Group, Clinical Statistics
Pfizer Japan Inc.

Perspectives for the Optimization of Data Collection

Yoji Nagai, MD, PhD
Deputy Director, Translational Research Informatics Center
Foundation for Biomedical Research & Innovation

Panel Discussion
All speakers from this session and

Yuu Jincho
Manager, Biomedical Data Sciences Dept., Clinical Platforms & Sciences, RD
Japan, GlaxoSmithKline K.K.

15:30-16:00 COFFEE BREAK

16:00-17:30
What Is the Advantage of Having an ARO?

SESSION CO-CHAIRS

SESSION 2

Kyoko Minamoto
Clinical Research Support Center
The University of Tokyo Hospital

Kenji Nagaya

General Manager, Clinical Data Management and Biostatistics, Clinical
Development Strategy Department, Pharmaceutical Development Division,
Nippon Kayaku Co., Ltd.

Academic Research Organizations (AROs) are still underway in our
country. The reasons are insufficient infrastructure, budget, and
human resources. So how have AROs succeeded overseas? Should
we follow their way or find our own? We need to keep discussions
going and find ways to standardize ARO data and keep it credible to
maximize ARO merits .

State of Data Management in a Large ARO

Reza Rostami
Assistant Director, Quality Assurance and Regulatory Compliance
Duke Clinical Research Institute

Current and Future Data Management in a Small Japanese ARO

Haruko Yamamoto, MD, PhD
Director, Department of Advanced Medical Technology Development,
National Cerebral and Cardiovascular Center

The Impact of Academic Research with a Standardized Data
Structure

Hiroshi Ohtsu
Assistant Professor, Juntendo University

17:45-19:15 NETWORKING RECEPTION
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8:30-9:00 WORKSHOP REGISTRATION

9:00-10:30 SESSION 3

Risk-based Monitoring
SESSION CO-CHAIRS

Yumi Sugiura
Clinical Data Quality Manager, Regional Clinical Operation Japan
Bristol-Myers K.K.

Mariko Mizumoto
Manager, Data Management Group, Clinical Data & Biostatistics Department
R&D Division, Daiichi Sankyo Co., Ltd.

Though RBM implementation has begun in some pharmaceutical
companies and CROs, practical industry discussions have yet to start.

Learn more about risk-based monitoring principles, risk management
tools, methods, and processes applicable to the pharmaceutical
industry. Get details on how to implement RBM methodology in your
own practice.

Risk-based Monitoring - Lilly Experience

Misato Kuwagaki

Sr. Associate - Global Data Delivery - Biometrics & Advanced Analytic
Eli Lilly Japan K.K.

Risk-based Monitoring - Novartis Experience

Junichi Nikaido

Field Operation 5, Japan International Clinical Research Operations
Department, Novartis Pharma K.K.

Case Study: Addressing Key Aspects of the EMA Reflection Paper on
Risk-based Quality Monitoring - Quality Tolerance Limits and Quality
Report

Andy Lawton

Global Head of Data Management

Boehringer Ingelheim Ltd.

Expectations for medical institutions -the systemrequiredin medical
institution-

Kaori Watanabe

Pharmacist, Clinical Research Coordinator, Clinical Research Support Center,
The University of Tokyo Hospital

10:30-11:00 COFFEE BREAK

11:00-12:20 SESSION 4

Next Generation Data Management

SESSION CO-CHAIRS

Manami Hashimoto

Oncology Data Management Group

Oncology Biometrics and Data Management Department
Novartis Pharma K.K.

Motohide Nishi, MBA
Director, Asia Pacific Data Sciences & Solutions, Clinical Development
Operations & Innovations, Medicines & Development Unit, Eli Lilly Japan K.K.

Data management has evolved in response to regulatory, operational,
and technological needs into a more efficient model. Challenges

such as risk-based monitoring, e-source solutions, emerging
regulations, and emerging countries can also be opportunities for
data management to get involved proactively and professionally, to
lead change, and to influence direction. Hear how these challenges
will affect our roles and working models, and how to manage data
differently. And, because of opportunity there, learn more about
regulatory guidance and activities of data management in China.

A Framework for Managing Next Generation Data
Anita Walden
Duke Clinical Research Institute

The Changing Role of Clinical Data Management and the Associated
Processes When Collecting Data Via e-Source

Rob Nichols

General Manager Europe, VP Global Corporate Development

DATATRAK

Assessing the Efficacy of Our Life-Saving Drugs
Narreh Sevan Ghazarians
Project Manager, Transperfect Translations

Updated Regulatory Requirements of Clinical Data Management in
China

Wei Li, PhD

Director & Professor, Medical Research & Biometrics Center

National Center For Cardiovascular Diseases

12:20-13:35 LUNCH BREAK

13:35-13:55 CDM CHATTING SESSION REPORT

Kengo Kawasaki
Associate Director, Data Management
Group, Data Science, Global Development, Astellas Pharma Inc.

13:55-15:15 SESSION 5

Can We Maximize the Potential of Post Marketing
Surveillance?

SESSION CO-CHAIRS

Motohide Nishi, MBA
Director, Asia Pacific Data Sciences & Solutions, Clinical Development
Operations & Innovations, Medicines & Development Unit, Eli Lilly Japan K.K.

Manami Hashimoto
Oncology Data Management Group, Oncology Biometrics and Data
Management Department, Novartis Pharma K.K.

Post-marketing surveillance (PMS) is important for re-assessing the
safety and efficacy of medical products under normal practice and
may also have the potential to contribute positively to future clinical
development. However, there are some difficulties to PMS data
collection.

+  Whatis the difference between Clinical Trials and PMS?
*  Can Japan PMS data be used globally?

»  Should we follow the Green Book all the time?

. Is PMS the best way to collect data for all risks?

Hear how PMS implementation impacts data, and about worthier data
collection and the potential use of PMS data.

Can Japanese PMS Data Go Beyond the Borders?

Shinichi Hotta

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

STATISTICIAN PERSPECTIVE (TENTATIVE)

Masanori Taketsuna

Research Scientist, Statistical Science, Science & Regulatory Affairs
Medicines & Development Unit, Eli Lilly Japan K.K.

DM PERSPECTIVE (TENTATIVE)

Masako Karino, PhD

Group Manager, Pharmacovigilance Department,
Pharmacovigilance & Quality Assurance Division,
Mitsubishi Tanabe Pharma Corporation
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15:15-15:45 COFFEE BREAK

15:45-17:15 SESSION 6

Toward Electronic Submission of Study Data for New
Drug Applications

SESSION CO-CHAIRS

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

Kenji Nagaya

General Manager, Clinical Data Management and Biostatistics, Clinical
Development Strategy Department, Pharmaceutical Development Division,
Nippon Kayaku Co., Ltd.

As is well known, MHLW compiled “The Basic Principles on Electronic
Submission of Study Data for New Drug Applications” (Notification
number: 0620-6, June 20, 2014). PMDA has been conducting

pilot projects since 2013, working steadily on the preparation and
implementation for accepting electronic study data from fiscal year
2016. In order for us to move without delay, we plan to share the
progress of the PMDA plan, some sponsor’s experiences, and CDISC's
role, the key factor regarding electronic submission.

The Present Situation and Future Prospects of CDISC SDTM

Yoshiteru Chiba
CDISC Japan User Group (CJUG)
SDTM Team

Experiences in Preparing CDISC Data and Challenges for the Future
-Casel

Yasuharu Shibata
Data Management 2, Study Support Clinical Operations Area
Japan Development, MSD K .K.

Experiences in Preparing CDISC Data and Challenges for the Future
- Case 2

Yumiko Asami
Statistical Analysis Group, Clinical Data & Biostatistics Department
R&D Division, Daiichi Sankyo Co., Ltd.

CDISC standards and data management - The essential elements for
Advanced Review with Electronic Data

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

Q&A Session

All speakers for this session

17:15 WORKSHOP ADJOURNED

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.

Wednesday, January 28
Thursday, January 29
Friday, January 30

All times are acceptable
Before 8:00 am and after 20:00 pm
Before 8:00 am and after 19:00 pm

Join the
Global

Community

* Discount pricing on 200+
conferences and training
events/resources

» Access to 1 FREE archived webinar

* Subscription to Therapeutic
Innovation & Regulatory Science
and Global Forum

* Network globally through 30+
DIA Communities

Network worldwide
and develop your career
with DIA membership.

DIA

Visit DIAHome.org/Benefits
to find out more.




REGISTRATION FORM: Register online or forward to
DIA Japan, Nisso 22 Building, 7F, 1-11-10 Azabudai, Minato-ku, Tokyo

106-0041 Japan

TRAVEL AND HOTEL
Dai-ichi Hotel Ryogoku is convenient accomodation adjacent to the

tel +81-3-5575-2130 « fax +81-3-3583-1200

venue. To reserve, please contact the Dai-ichi Hotel Ryogoku below.

Address:  1-6-1 Yokoami, Sumida-ku, Tokyo 130-0015, Japan
Telephone: +81-(0)3-5611-5211 / Fax: +81-(0)3-5611-5212
daiichi-hotel@dh-ryogoku.com

URL: http://www.dh-ryogoku.com/english/index.html

18" DIA Annual Workshop in Japan for Clinical Data Management

Event #15301 « January 29-30, 2015 | KFC Hall

Address: 1-6-1 Yokoami, Sumida-ku, Tokyo 130-0015 email:

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

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

CANCELLATION POLICY: On or before January 22, 2014
Administrative fee that will be withheld from refund amount:
Member or Nonmember = ¥20,000
Government/Academia/Nonprofit

(Member or Nonmember) = ¥10,000

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

O I DO want to be a DIA member

O DO NOT want to be a DIA member 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.

WITH 8% ; . ; : -
REGISTRATION FEES FULL PROGRAM CONSUMPTION TAX Registrants are responsible for cancelling their own hotel and airline
] ] reservations. You may transfer your registration to a colleague at any
Early Bird (until Jan. 16) ¥42,0000 ¥4s,3600 time but membership is not transferable. Please notify DIA of any
YRR Industry ¥48,0000 ¥51,8400 such substitutions as soon as possible. Substitute registrants will be
Government ¥25,0000 ¥27,0000 responsible for nonmember fee, if applicable.
Non Profit, Academia, Medicals ¥19,0000 ¥20,5200 DIA reserves the right to alter the venue, if necessary. If an event
Early Bird (until Jan, 16)" ¥57,0000 ¥61,5600 is can_celled, DIA is r!ot responsible for any airfare, hotel or other
NONMEMBER costs incurred by registrants.
Industry ¥63,0000 ¥68,0400
WITH
MEMBERSHIP ** | Government ¥40,0000 ¥43,2000 Photography Policy
Non Profit, Academia, Medicals ¥34,0000 ¥36,7200 By attending this event, you give permission for images of you
Industry ¥63,0000 ¥68,0400 (captured during the conference through video, photo, and/or digital
NV Y =B Government (Full-time) ¥40,0000 ¥43,2000 camera)lto be useq in DIA promot]onal mater[als, publ|cat|qn§, and/
- - - or website and waive any and all rights including, but not limited to
Non Profit, Academia, Medicals ¥19,0000 ¥20,5200 compensation or ownership.
* Early Bird Deadline: On or before January 16
. PAYMENT OPTIONS
Please check the applicable category:
Register online at www.diahome.org or check payment method.
QO Academia QO Government O Industry O Student
O BANK TRANSFER:
You will recieve an invoce with bank information detail by email after
registration completion.
Last Name .
All local and overseas charges incurred for the bank transfer must
be borne by payer.
First Name M.l
O CREDIT CARD (VISA OR MASTERCARD ONLY)
D QD QM. OMs
earees ' ' s Q VISsA a Mc Exp. (mm/yy)
Job Title
Card No.
Company
Cardholder Name
Address (As required for postal delivery to your location)
Signature
City State Zip/Postal Country
CONTACT INFORMATION
email Required for confirmation Contact the DIA Japan office in Tokyo
for further information.
tel: +81.3.5575.2130 | fax: +81.3.3583.1200
email: DIAJapan@diajapan.org
Phone Number Required Fax Number www.diahome.org
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Case Study: Addressing Key Aspects Of The EMA Reflection Paper On
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institution -
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A Framework For Managing Next Generation Data
Duke Clinical Research Institute
Anita Walden

The Changing Role Of Clinical Data Management And The Assocliated
Processes When Collecting Data Via e-Source

DATATRACK

Rob Nichols

Assessing Efficacy Of Our Life Saving Drugs
Transperfect Translations
Narreh Sevan Ghazarians

Updated Regulatory Requirements Of Clinical Data Management In China

Medical Research & Biometrics Center, National Center for Cardiovascular Diseases
Wei Li
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Join the
Global

Community

* Discount pricing on 200+
conferences and training
events/resources

» Access to 1 FREE archived webinar

» Subscription to Therapeutic
Innovation & Regulatory Science
and Global Forum

* Network globally through 30+
DIA Communities

Network worldwide
and develop your career
with DIA membership.

DIA

Visit DIAHome.org/Benefits
to find out more.
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