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OVERVIEW

Advanced technology such as artificial intelligence, robotics, and natural language processing
is penetrating and spreading healthcare product development, while use of eSource and
digital devices supports digital data flow and suggests a new clinical trial methodology.
Standardization to CDISC is envisioned by 2020 upon full implementation of eData
submission, and, combined with the Common Protocol Template proposal, is also helping to
lead the standardization and digitalization of end-to-end data flow.

Investigator-initiated trials and collaboration between academia and industry continue
to increase as advanced and translational medical technologies such as regenerative and
genetic medicine are more deeply incorporated into medical practice in Japan. The impact
of these advanced technologies on approaches to drug and device development remains
undetermined.

Are clinical data managers (CDMs) ready to ensure the quality of their data through Quality
by Design (QbD) as ICH E6(R2) and E8 are being implemented and the “GCP Revolution” is
openly discussed? What actions must CDMs take to extend the Risk-Based Approach from
clinical trial design to clinical trial reporting and beyond, to post-market safety monitoring?
Our overall theme Clinical Data Management in New Era: Enhance Data Reliability and
Utilization to Adapt to Renovation reflects the fact the range of clinical trial types and data
sources are rapidly expanding. We will collaboratively discuss how CDMs can enhance data
reliability and utilization for various clinical trial designs and data sources throughout the
drug and/or device product lifecycle, including post-market monitoring. It aims to improve
the quality of both clinical research and clinical data management in Japan, and will
provide numerous opportunities for networking and information exchange among industry,
government, and academia.

SPECIAL GUEST SPEAKERS
Masahiko Munechika, Dr

Professor, Faculty of Science and Engineering, Waseda University

Masataka Sano, Dr
Associate Professor, School of Faculty of Social Systems Science, Chiba Institute of Technology

Mitsune Yamaguchi, PhD
Division of MID-NET Operation and Management, Office of Medical Infomatics and Epidemiology, PMDA

Yuki Ando, PhD

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

TARGET AUDIENCE

¢ Clinical data managers

¢ Clinical research coordinators

* Biostatisticians

« Clinical development professionals

* Information technology professionals

* QC/QA professionals

» Regulatory affairs professionals

* Postmarketing surveillance professionals
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DAY 1| Tuesday, February 19, 2019

9:00-9:30 CDM CHATTING SESSION REGISTRATION

14:55-15:40 SPECIAL LECTURE

9:30-11:30 CDM CHATTING SESSION

This session will be conducted in Japanese Language only.
FACILITATORS

Shoko Akiyama
Biomedical Data Science Department, Clinical Platforms & Sciences, Development &
Medical Affairs Division, GlaxoSmithKline K.K.

Yoko Hattori
Project Assistant Professor, Chiba University Hospital Clinical Research Center

Masato Kobayashi
Senior Manager, Data Management, Data Science, Development, Astellas Pharma Inc.

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

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

Kyoko Minamoto
Practical Research for Innovative Cancer Control Management Office (PRIMO),
National Cancer Center

Tempei Miyaji, MSc
Project Assistant Professor, Graduate School of Medicine, The University of Tokyo

Mika Ogasawara
Manager, Japan Clinical Informatics & Innovation, Biometrics and Data Management, Pfizer
R&D Japan

Shuhei Ohtawa
Clinical Information & Intelligence Dept., Chugai Pharmaceutical Co., Ltd.

Yumi Sugiura
Global Clinical Operations, Global Data Management and Centralized Monitoring,
Bristol-Myers Squibb

Naoko Yamamoto, MS
Head of Clinical Data Management, Data Coordinating Center, Osaka University

<THEMES OF CDM CHATTING SESSION>
«  e-Source, e-Health, m-Health, Digital Health
*  Real World Data

*  RBM,RBA
+  eData Submission
+  Others

12:30-13:00 WORKSHOP REGISTRATION

13:00-13:10 WELCOME AND OPENING REMARKS

Akio Uemura
Director, DIA Japan

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

13:10-14:55 KEYNOTE ADDRESS

SESSION CHAIR

Yumiko Asami
Statistician, Manager, Electronic Data System Management Group,
Daiichi Sankyo Co., Ltd.

What is “Quality by Design” ?

Masataka Sano, Dr

Associate professor, School of Faculty of Social Systems Science, Chiba Institute
of Technology

What is “Quality by Design” in the context of clinical trial? Next process is our
customers, own Process Completion and Build quality in process are used to
describe the principles of quality management. | would like to compare those
ideas and tools used for quality management in clinical trial.

The Fundamentals of Quality Management
Masahiko Munechika, Dr
Professor, Faculty of Science and Engineering, Waseda University

“Good quality” is to satisfy customers’ requirements. Quality management is a
systematic activity to economically produce goods and services that meet the
needs of customers. In this presentation, with an aim to effectively implement
quality management, | explain its basic idea and key points of application in
clinical trials.

PMDA Update
SESSION CHAIR

Mika Ogasawara
Manager, Japan Clinical Informatics & Innovation, Biometrics and Data Management,
Pfizer R&D Japan

Current Status and Practices of Quality Management for MID-NET
Mitsune Yamaguchi, PhD

Division of MID-NET Operation and Management, Office of Medical Infomatics and
Epidemiology, Pharmaceuticals and Medical Devices Agency (PMDA)

MID-NET was launched in April, 2018, holding the medical information, claim
data and DPC (Diagnosis Procedure Combination) data from 10 healthcare
organizations in including 23 hospitals. It has the strength of providing high
quality data and the uniqueness of including laboratory test results. PMDA takes
responsibility for operation and management of MID-NET in compliance with
MID-NET rules and GPSP. Here | would like to introduce the current status and
practices of quality management for MID-NET.

15:40-16:10 COFFEE BREAK

16:10-17:55 SESSION1

eSource and Patient Technology
SESSION CO-CHAIRS

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

Tempei Miyaji, MSc

Project Assistant Professor, Graduate School of Medicine, The University of Tokyo
Utilization of eSource in clinical development / clinical research is expected to contribute
to the efficiency of clinical data management such as elimination of duplicate data
entry and improvement of traceability. In addition, utilization of ePRO and devices make
the collection of patient’s subjective and objective data in real time. In this session, we
introduce case examples on eSource by industry, government and academia, and discuss
challenges for the implementation in real practice.

TransCelarate eSource Update

Mika Ogasawara

Manager, Japan Clinical Informatics & Innovation, Biometrics and Data
Management, Pfizer R&D Japan

“Smart” trials, integrating sensors, patient apps and analytics.
Lessons learned from implementation for top 5 pharma companies

Isabelle de Zegher, MD, MSc
Vice President, PAREXEL Informatics

Real-World Data Capture for Clinical Research
Reza Rostami, MBA, RAC
Associate Director, Quality Management, Duke Clinical Research Institute

eSource Data/Non-CRF Data Reliability and Document-Based
Inspection

Hitoshi Ozawa, MPharm

Pharmaceuticals and Medical Devices Agency (PMDA)

Panel Discussion
PANELIST
All speakers in Session 1and

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

17:55-19:30 NETWORKING RECEPTION




DAY 2 | Wednesday, February 20, 2019

8:30-9:00 REGISTRATION

13:50-14:10 Report on CDM Community and Chatting Session

9:00-10:30 SESSION 2

Exploring the Data Monitoring Enhancement in
Clinical Quality Management from Risk-based
Approach

SESSION CHAIR

Yumi Sugiura

Global Clinical Operations, Global Data Management and Centralized Monitoring,
Bristol-Myers Squibb

After 5 years of appearing Risk-Based Monitoring (RBM) approaches to site monitoring,
there are some lessons we have learned. One of the most notable changes to ICH E6
(R2) guideline is the quality management recommendations outlined in the Section
5.0, focusing on subject protection and the reliability of the trial results. RBM is part of
Quiality Management approaches, which can minimize or control risk through proactive
risk assessments.

This session will explore the value of central monitoring in Data Quality management by
enhancing the visualization and leveraging the statistical perspective in additon to the
operational risk review.

Data Integrity in a Connected World

Jonathan Andrus, MS
Chief Operations and Data Officer, Clinical Ink, Inc.

The Keys to a Successful RBM implementation

Richard Davies
Product Manager, CluePoints

Central Monitoring Techniques to Enhance Data Quality

Takeshi Kawakami, MS
Biometrics and Data Management, Pfizer R&D Japan

10:30-11:00 COFFEE BREAK/
INTRODUCTION OF EXHIBITORS

11:00-12:30 SESSION 3

ICH GCP Renovation E8 and Real World Data
SESSION CO-CHAIRS

Yukikazu Hayashi
Division Manager, Development Strategy Division, A2 Healthcare Corporation

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

Real World Data (RWD) are increasingly used in studies utilizing databases or registries
for new drug applications or applications for partial changes, with recent rapid moves
surrounding drug regulations such as ICH GCP Renovation and trends of European and
US regulatory authorities.

What is important in this great trend? -- To thoroughly assess data quality and assure
data reliability.

Is there something Data Manager can do? There must be things Data Manager can make
a big contribution based on the accumulated experience and knowledge.

Data are obtained from diverse sources with the times, so looking at the recent trend of
RWD from Data Manager’s perspective, let’s discuss things to be examined and items to
be considered.

Introduction to Real World Data in Clinical Research
Tempei Miyaji, MSc
Project Assistant Professor, Graduate School of Medicine, The University of Tokyo

Utilization of Real World Data in GSK and Hurdle for Quality/ Data
Management

Taizo Matsuki, PhD

Healthoucomes Department, Japan Development Division, GSK K.K.

Our expectation for Disease Registry Utilization in New Drug
Development and Data Management

Yoshiharu Horie, PhD

Director, Data Sceince, Medical Div. AstraZeneca

12:30-13:50 LUNCH BREAK/
INTRODUCTION OF EXHIBITORS

14:10-15:40 SESSION 4

Never Too Late to Learn: General Topics for CDM
(Education Session)
SESSION CO-CHAIRS

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

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

Nowadays in pharmaceutical industry CDM activities are highly specialized and divided,
and each practice needs to follow standard procedures. Where did our standards come
from? To explore such question, in this session we will provide the audience with some
general topics which all clinical data managers should know such as ICH and GCDMP. It
doesn’t matter what level you are in CDM experiences, you can use this opportunity to
reset your knowledge.

ICH Update: Recent Topics of Clinical-related Guidelines
Masafumi Yokota, DVM, PhD
Daiichi Sankyo Co., Ltd..

Update on ICH E2B(R3) in Clinical Trial

Hiroyuki Nishimoto, PhD

Specially Appointed Associate Professor, Integrated Center for Advanced Medical
Technologies, Kochi Medical School, Kochi University

GCDMP as Training Metrics for Clinical Data Managers
Munenori Takata, MD, PhD
Clinical Research Data Center, Tohoku University Hospital

15:40-16:10 COFFEE BREAK

16:10-18:00 SESSION 5

eData Submission 2020 and Beyond
SESSION CHAIR

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

Electric data submission will be mandatory from April 2020. This session will provide
the opportunity to re-confirm “The Basic Principles on Electronic Submission of Study
Data for New Drug Applications” and it's updated information, in addition the aspect of
project management to prepare for Electric Data submission and experiences for data
submission.

The session will provide the opportunity to consider how to contribute from data manage
and discussion how to practice to 2020 and beyond.

Electronic Data Submission in Japan: Current Status and Future
Yuki Ando, PhD

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

Project Management and Regulatory interactions Regarding CDISC
Yutaka Noguchi, MSc
Oncology Clinical Development, Daiichi Sankyo Co., Ltd.

The Experience of the Electronic Submission to PMDA from the
Construction of Clinical Data Package to NDA

Masahiro Kojima

Kyowa Hakko Kirin Co., Ltd.

Panel Discussion
PANELIST
All speakers in Session 5 and

Takayoshi Ichikawa
Post-Marketing Regulatory Affairs, Daiichi Sankyo Co., Ltd.

18:00-18:05 CLOSING REMARKS

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




REGISTRATION FORM: Register online or forward to
DIA Japan, Nihonbashi Life Science Building 6F, 2-3-11
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Event #19301 « February 19-20, 2019 | Asakusabashi Hulic Hall | Tokyo

ddress: 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 ap-
plicable), 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: https://www.DIAGlobal.org/Membership

O DO want to be a DIA member
O DO NOT want to be a DIA member

Fees incl. 8%

Consumption Tax

Early Bird (until February 5,2019) | OQ ¥45,360
Industry
After February 6, 2019 O  ¥51,840

MEMBER Government, | Early Bird (until February 5,2019) | O ¥24,300
NonProfit | After February 6, 2019 O  ¥27,000
Academia, | Early Bird (until February 5,2019) | O ¥18,360
Medicals: | After February 6, 2019 O  ¥20,520
Industry 0 ¥70,740

NON- )

MEMBER Government, Non Profit 0  ¥45,900
Academia, Medicals O ¥33,480
Membership O ¥18,900

ME”E,ESR' 2-Year Membership QO  ¥34,020
Academia Membership (Academia, Medicals)* 0 ¥12,960

Early Bird Deadline: February 5, 2019
*To register for Academia Membership, please send this form to DIA Japan office
by fax or e-mail.

PLEASE CHECK THE APPLICABLE CATEGORY:
0 Academia O Government O Industry
0 CSO (Contract research/service organization)
[ Student (Call for registration information)

O Medicals

Last Name

First Name M.l

Degrees QDr. OMr Q Ms

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 directly.

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

DIA Terms and Conditions

CANCELLATION POLICY: On or before February 12, 2019
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 reser-
vations. You may transfer your registration to a colleague at any time but
membership is not transferable. Please notify DIA of any such substitu-
tions 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.

EVENT STREAM AND RECORDING

If you attend a DIA event, we make video and audio recordings of events
(both face to face and online) that may include your participation in the
event, including your image, questions and comments. To view our full
photography and video recording policy, click here.
(https://www.DIAglobal.org/general/photography-policy)

PRIVACY STATEMENT

DIA respects the privacy of all of its members and customers. To view our pri-
vacy policy, click here. (https://www.DIAglobal.org/about-us/privacy-policy)
You agree that your personal data will be transferred to DIA in the US.
The personal information provided when you register for an event will be
used to contact you with information about upcoming events, programs,
products and services of DIA. In addition, your name and organization
name will be listed in the Attendee List which will be distributed on site to
the participants of an event for which you have registered. By submitting
this information with a registration you are regarded as having agreed to
this handling of information, but if you do not agree, please contact DIA
Japan.

By signing below | confirm that | agree with DIA’s Terms and Conditions of
booking. These are available from the office or online by clicking here.
(https://www.diaglobal.org/General/Terms-and-Conditions?productIDs=7672240)

Signature Date

PAYMENT OPTIONS
Register online at https://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 transfer must be
borne by payer.

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

d VISA O MasterCard 0O JCB

Job Title

Card No

Company

Exp. (mm/yy)

Address (As required for postal delivery to your location)

Cardholder Name

City State Zip/Postal Country

Email Required for confirmation

Phone Number Required Fax Number

Signature



https://www.DIAglobal.org/general/photography-policy
https://www.DIAglobal.org/general/photography-policy
https://www.DIAglobal.org/about-us/privacy-policy
https://www.diaglobal.org/General/Terms-and-Conditions?productIDs=7672240
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