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26th DIA Japan Annual Workshop

for Clinical Data Management
CDM, Changes and Beyond

- Let’s embrace excitement and uncertainty all together -

February 27-28, 2023
Tower Hall Funabori | Tokyo

OVERVIEW

More than a quarter of a century has passed since this workshop was first presented by
DIA Japan, and as we convene for the 26th time, we are about to step into a new stage
together. Since that first workshop, the clinical development environment has undergone
rapid changes, and each time various methodologies and tools are developed, Clinical Data
Manager (CDMs) have responded flexibly, proposing and disseminating changes for new
data collection and management strategies and practices: For example, changing from
paper to electronic data capture, developing more complex study designs, implementing
risk-based monitoring, and more. In line with these trends, regulatory authorities have also
issued and revised laws and guidelines, particularly in ICH-E6 and ICH-ES8. International
cooperation is also becoming more important in these areas. The COVID-19 pandemic
further forced us to change our operations. While uncertainty about various changes that
are constantly occurring remains, the CDM often acts as a hub for collaboration with other
roles and stakeholders involved in the clinical development environment and responds by
formulating the best action at the best time. In this way, CDMs have continued to adopt
a wide variety of major changes that affect the methodology of clinical trials and clinical
research, plus small changes and adjustments in their daily operations. Such adaptability
may be one of the most important skills required for CDM. It is no exaggeration to say that
CDMs manage not only clinical data but all related processes.

Recently, discussions on patient-focused drug development, secondary use of data,
real-world data/evidence, etc. have become more active, and changes in the growing
diversification of data sources, advances in technology, and the spread of de-centralized
clinical trials (DCTs) are accelerating. This workshop will providing a place where we can
mitigate concerns about such changes and share new expectations by introducing the
latest data-related use cases, information from regulatory authorities, and related efforts
to address these changes. Our common purpose of protecting subjects and ensuring
science and reliability through the “data,” may be the reason why such meaningful sharing
and discussion are possible.

While inheriting the significance that has been cherished over the past quarter century, this
2023 workshop will firmly grasp the new wave of change, address new uncertainties and
expectations, and take a strong new step forward through deep and lively discussions,
that introduce new technologies with case studies, and respectfully considers opinions
from industry, government, academia, and other perspectives.

TARGET AUDIENCE

+ Clinical data managers

* Clinical research coordinators

* Biostatisticians

* Clinical development professionals

* Information technology professionals

+ QC/QA professionals

» Regulatory affairs professionals

* Post-marketing surveillance professionals

Exhibit and Sponsored Seminar

Opportunities Available

For information, contact 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

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 Email: Japan@DIAglobal.org

Simultaneous Translation

DIA

Drug Information Association
Global Center: Washington, DC | Americas | Europe, Middle East & Africa | China | Japan | India
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Day 1 Monday, February 27 10:00 - 17:00
10:00-10:15  WELCOME AND OPENING REMARKS

Hotori Hasegawa
Senior Manager, DIA Japan

Yukikazu Hayashi
Program Co-Chair/A2 Healthcare Corporation

10:15-11:45  KEYNOTE SPEECH

SESSION CO-CHAIRS

Yumiko Asami
Principal Biostatistician, Biostatistics, CSL Behring

Yukikazu Hayashi
A2 Healthcare Corporation

TBD

Yoshikuni Edagawa

Department of Business Design and Management, Graduate School of Creative
Science and Engineering, Waseda University

11:45-13:30  LUNCH / LUNCHEON SEMINARS

Session will be conducted in Japanese language only.

12:05-12:45 Luncheon Seminar 1

13:30-15:00  Session 1
Contribution of CDM in DCT Implementation
SESSION CO-CHAIRS

Kotaro Sato
Manager, Clinical Data Management, IQVIA Services Japan K.K.

Juri Kato
Biometrics Department, Chugai Pharmaceutical Co., Ltd.

The development of digital technology has made it possible to reduce the number
of patient visits, and DCT is expected to expand opportunities for new patients
to participate in clinical trials. At DCT implementation, the number of devices and
systems will increase, and the data location will be more complicated, so the role of
Data Management is important. This session will discuss points to consider in CDM
contributions to DCT studies.

Data Flow in DCT and Ensuring Data Credibility / Reliability:
Report from DM Evolution Task Force of the Japan
Pharmaceutical Manufacturers Association

Michihiro Yamamoto
Japan Pharmaceutical Manufacturers Association

Innovation of Data Management for DCT
Chiharu Shimada
Parexel International, Inc.

Considerations and Challenges of Data Management in DCTs
in the US

Yuriko Mitsui
Biometrics Department, Chugai Pharmaceutical Co., Ltd.

15:00-15:30 COFFEE BREAK

15:30-17:00  Session 2

Utilization of Al and Machine Learning in Clinical
Trials

SESSION CO-CHAIRS

Yukikazu Hayashi
A2 Healthcare Corporation

Kazumi Itayama
Pfizer R&D Japan

Diversification of data sources makes DM activities more complex. Since DX are now
commonly introduced in clinical trials, we must consider using Al/ML in a risk-based
approach to efficiently ensure the quality of clinical trial data. It is inevitable for us
to discuss future DM. To deliver the desired treatment to those who need it as fast
as possible, what should we do and how should we use technology to do it? Now is
the time to think about this from a long-term perspective, including the necessary
investments. In this session, we will discuss Al/ML basics for DM and clinical trial use
cases.

Understanding Al from Fundamentals (Machine Learning/

Natural Language Processing)
Daisuke Okamoto, M.A.S. (Interdisciplinary Information Studies)
Technology Strategy Unit, SME Core Division, Fujitsu Limited

Smart Data Query - Challenge to Apply Machine Learning
Technology

Takeshi Kawakami, Master of Engineering, Biological Chemistry
Clinical Data Scientist, Data Monitoring & Management, Pfizer R&D Japan

A Practical Example of Al Supported Medical Coding
Marilina Castellano, MSc Pharm
Product Manager, WHO Drug Portfolio, Uppsala Monitoring Centre

17:00-17:15  SHORT BREAK

17:00-17:15  Mini Chatting Session

Session will be conducted in Japanese language only.
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Day 2 Tuesday, February 28 9:30 - 16:40 Implementation of Standard eWorksheet Template in
EHR and Challenges to EHR Use in Clinical Trials from CRC
9:30-11:30 Session 3 Perspectives (Tentative)
Rie Taniguchi
What Are We MiSSing AS We Move Forward in CDNP Clinical Research Coordinator, National Cancer Center Hospital East
SESSION CO-CHAIRS What Should Sponsor Do to Enhance EHR Secondary Use in

Yasuhiro Matsumoto Clinical Trials? Collaboration with Site Partners

Manager, Data Management Group, Data Science, Development, Astellas Pharma Inc. Mika Ogasawara
. . Data Quality Lead, Biometrics & Data Management, Pfizer R&D Japan
Yukikazu Hayashi

A2 Healthcare Corporation

The clinical development environment has been rapidly changing, with new 14:30-15:00 COFFEE BREAK
technologies and methodologies leading to our evolution. Meanwhile, what
should we keep in mind? This session will discuss this evolution through US cases .
in terms of quality management of clinical data as our primary role. We hope to 15:00-16:30  Session 5
bring not only better understanding on universal and local requirements but also Educational Session

new insights to all of us.

Introductions with Summary of Individual Group Member
Primary Interests

Mary Banach, PhD, MPH

Instructor, Department of Biostatistics, Vanderbilt University Medical Center

Quality CDM Assurance Throughout the Product Lifecycle
Kaye Fendt, MSPH
Consultant, KHF Consulting

Medical Coding Integration and Training from MedDRA
Samina Qureshi, MD, MSc in Regulatory Science

International Medical Officer, MSSO (MedDRA Maintenance and Support Services

Organization)

Real World Data

Meredith Zozus, PhD

Professor, Division Chief and Director of Clinical Research Informatics, Joe R.
and Teresa Lozano Long School of Medicine Department of Population Health
Sciences University of Texas Health Science Center San Antonio

Panel Discussion
All speakers and

Steve Wilson, DrPH
Senior Fellow, FDA CDER OTS OB

SESSION CHAIR

Hideki Suganami, Ph.D,CJBS
Executive Director Head, Kowa Company, Ltd.

In recent years, a variety of methods have been adopted to conduct clinical trials.
As the CDM role diversifies, we will cover topics and knowledge that CDMs should
know: "Role of CDM in Developing Monitoring Strategies ," "Best Practices for
Clinical Trials Under Pandemic," and "Utilization of RWD.” The session will also
focus on data integrity, and how CDMs can ensure it, through discussion with the
audience.

CDM Activities in Developing Monitoring Strategies
Hidenobu Kondo, Ph.D

Centralized Monitoring Section, Clinical Operation Steering Department, A2
Healthcare Corporation

Best Practice Sharing of Data Management in COVID-19 Trial
Jun Li

Assoc. Director, Clinical Data Management, Global Data Management & Standards,
MSD R&D (China) Co. Ltd

Seamless Management and Efficient Utilization of Real-World
Data ~One Stop, One Source~

Ryo Koto
Medical, Evidence & Observational Research, Data Science, AstraZeneca K.K.

11:30-13:00  LUNCH / LUNCHEON SEMINARS 16:30-16:40  Closing Remarks
Session will be conducted in Japanese language only. Misato Kuwagaki, MSc
Program Co-Chair/Associate Director, Japan Data Sciences, Scientific Data Solutions
11:50-12:30 Luncheon Seminar 2 and Communications, Eli Lilly Japan K.K.

13:00-14:30 Session 4

EHR Adoption in Clinical Trials: Where We Are Now Saturday, April 15 9:30 - 12:30

and What We Can Do as Next Steps

SESSION CO-CHAIRS CDM SPECIAL EVENT (ONLINE)

Yu Jincho, MS, JD Session will be conducted in Japanese language only.

Director, Data Management & Strategy, GlaxoSmithKline K.K. Details will be announced at a later date.

Misato Kuwagaki, MSc
Associate Director, Japan Data Sciences, Scientific Data Solutions and
Communications, Eli Lilly Japan K.K.

While regulators have shared their perspective through issuing guidance related
to eSource use in clinical trials, and powerful data-exchange standards such

as HL7 FHIR are coming in place, we still see eSource utilized and expanding in
clinical trials, especially in multi-center, multi-national planning. Speakers with
various backgrounds will share their views from actual experiences, providing a
good opportunity to deepen our understanding about future directions.

Challenges to Promoting Medical Information
Standardization and EHR Data Entry for Secondary Use
(Tentative)

Hironobu Tokumasu, MD, MPH
Kurashiki Central Hospital
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Email: Japan@DIAglobal.org * Fax +81.3.3278.1313

26th DIA Annual Workshop for Clinical Data Management

Event #23301 ¢ February 27-28, 2023
Tower Hall Funabori | Tokyo (On-demand Distribution after the Event)
4-1-1 Funabori, Edogawa-ku, Tokyo 134-0091 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. 10%
Consumption Tax

Early Bird (until February 6, 2023) O  ¥46,200
Industry
After February 7, 2023 O ¥52,800

MEMBER Government, Early Bird (until February 6, 2023) O ¥24,750
NonProfit | After February 7 2023 O ¥27500
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Academia, Medicals 0  ¥34,100
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Early Bird Deadline: February 6, 2023

* To register for Academia Membership, please send this form to DIA Japan office
by fax or e-mail.
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O Academia O Government QO Industry QO Medicals
1 CSO (Contract research/service organization)
[ Student (Call for registration information)

DIA Terms and Conditions

CANCELLATION POLICY: On or before January 30, 2023

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.

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?productlDs=8363216)

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):

a VISA O MasterCard 0O JCB

Card No

Exp. (mm/yy)

Last Name

First Name M.l
Degrees QDr. OMr Q Ms
Job Title

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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REGISTRATION FORM

To register please complete the registration form below and fax to
+81-3-3218-1313 or email Japan@DIAglobal.org.

NO ONLINE REGISTRATION AVAILABLE.

26th DIA Clinical Data Management Workshop

Event #23301 ¢ February 27-28, 2023
Tower Hall Funabori | Tokyo (On-demand Distribution after the Event)
4-1-1 Funabori, Edogawa-ku, Tokyo 134-0091 Japan

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.

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

QO DO want to be a DIA member

O DO NOT want to be a DIA member

ELIGIBILITY FOR YOUNG PROFESSIONALS RATE

Professionals working in health product development, regulation and related fields,
under the age of 35.

Please complete the form below.

10% TAX

YOUNG PROFESSIONALS REGISTRATION FEE INCLUDED

Early-bird (till Feb. 6 2023) a ¥36,960
Industry
On and after Feb. 7, 2023 a ¥42,240
NON-MEMBER Industry a ¥57,640
Consumption tax will not be added to participants from outside Japan
Date of Birth (mm/dd/yyyy) Required
* Please note that we may ask you to show your Identification.
10% TAX

MEMBERSHIP INCLUDED**

Membership Q ¥27,346

2-Year Membership a ¥49,223
Please compleate the form below in block capital letters:
Last Name
First Name M.l
Department Q D QMr Q Ms,
Job Title
Company
Address (As required for postal delivery to your location)
City State Zip/Postal Country
email Required for confirmation
Phone Number Required Fax Number

DIA Terms and Conditions

CANCELLATION POLICY: On or before January 30, 2023

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=8363216)

Signature Date

PAYMENT OPTIONS
Please check payment method.
O BANK TRANSFER:
You will recieve 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)
O VISA O MC O JCB Exp.(mmiy)

Card No

Cardholder Name

Signature
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