PROGRAM CO-CHAIRS

Misato Kuwagaki, MS
Eli Lilly Japan K.K.

Yukikazu Hayashi
A2 Healthcare Corporation

PROGRAM COMMITTEE

Yumiko Asami

CSL Behring

Michiko Ishida

Pharmaceuticals and Medical Devices
Agency

Kazumi Itayama

Pfizer R&D Japan

Yu Jincho

GlaxoSmithKline K.K.

Juri Kato

Chugai Pharmaceutical CO., LTD.
Yasuhiro Matsumoto

Astellas Pharma Inc.

Kotaro Sato

IQVIA Services Japan K.K.

Yuko Yamahara
Osaka University Hospital

CDM COMMUNITY

Yoko Hattori
Chiba University Hospital

Akiko Kumagai
Japan Tobacco Inc.

Mika Ogasawara
Pfizer R&D Japan

OPERATION TEAM

Nanako Hamazaki
University of Tsukuba (T-CReDO)

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.

DIAglobal.org

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

Hybrid, Tower Hall Funabori and Zoom Webinar

CALL FOR ABSTRACTS

Please submit abstracts postponed by October 11, 2022
Authors will be notified by November 8, 2022

Please submit all presentation abstracts using the Google Form or Excel Seat;

Google Form: https://onl.tw/zMU8Mzt

Excel Seat: https://www.diajapan.org/meetings/23301/23301_Call_For_Abstract.xIsx
For inquiries about abstract submission, please contact DIA Japan:

+81.3.6214.0574 | Japan@DIAglobal.org

OVERVIEW

CALL FOR ABSTRACTS

More than a quarter of a century has passed since this workshop e are calling for abstracts that show

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.

Virtual Exhibit Opportunities Available
For more information, contact DIA Japan
Simultaneous translation will be provided

DIA

Drug Information Association

DIA Japan
Nihonbashi Life Science Building 6F,

practical examples and/or case studies of
the following fields:

» Decentralized Clinical Trials (DCT)
Challenges and experience in data
management

+ eSource and Patient Technology
Experience with eCOA/PRO, smart
trials, electronic health record
interoperability, or m-Health

Best Practices, Challenges and
Education
Examples of data management efforts

Investigator-Lead Clinical Trial/
Research

Considerations and practices related
to data management and related
work.

+ Real World Data/Evidence (RWD/
RWE)

Examples of database research,
registry data, etc.

» Advanced Technology

Examples of artificial intelligence and
machine learning in data management

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

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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