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CALL FOR ABSTRACTS
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Please submit abstracts by August 30, 2019
Authors will be notified by September 27, 2019

Please submit all presentation abstracts using the online form at
https://www.DIAglobal.org/abstract/meeting-details?product|D=8377116

For inquiries about abstract submission, please contact DIA Japan:

OVERVIEW

If you are a clinical data manager (CDM) or work with
clinical data, do you enjoy the challenges of your daily
work activities and all of the changes?

Advanced technologies such as artificial intelligence
are rapidly spreading. Although adoption of these
technologies has been slow, digitalization and automation
are now impacting clinical development workflow. At
the same time, emerging use of eSource and digital
devices also supports new clinical trial methodologies;
so does the drive toward full implementation of
standardized eData submission by 2020. All of these
changes will ultimately result in complete end-to-end
data automation, from planning to report and regulatory
submission.

In addition to the operational technology changes above,
collaborations between academia and industry are
increasing to address new advanced and translational
medical  technologies. The dynamic regulatory
environment features recent revisions to various ICH
guidelines such ICH E6(R2), E17, E9(R1), E8(R1), E19
and so on. 2019 is also the year we anticipate formal
issuance of Pharmaceuticals and Medical Devices Law
Amendment in Japan.

At our 2019 CDM workshop, we discussed Are CDMs
ready to ensure the data quality by QbD approach and
what action must the CDMs take in order to extend the
Risk-Based Approach?

For 2020, our overall theme is Next Generation Data
Managers- Let’s enjoy changes and adventures. We will
discuss how CDMs can display leadership to manage
sufficient data quality and enhance data reliability,
reflecting the fact that the range of clinical trial data
sources and types keep growing broader, for the next
generation to follow.

This workshop aims to improve the quality of clinical
research and clinical data management activities and
will provide numerous opportunities for networking and
information exchange beyond industry, government, and
academia.

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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CALLING ABSTRACTS

We are calling for abstracts that show a
practical example and/or case study in the
following fields:

» Data Quality Management from Risk-
Based Approach (RBA)

Examples of data quality check from
RBA perspectives or data management
challenges in Risk Based Monitoring
(RBM)

» eSource and Patient technology
Experience of eCOA, Smart Trial,
mHealth trials, or Electronic Health
Record interoperability

* Best practices, challenges and
Education
Examples of efforts related to DM

¢ Investigator-Led Clinical Trial/
Research
Consideration and practices related to
DM work, etc.

* CDISC implementation and e-Data
submission
Examples of e-Data submission and
data standardization challenge

* Real World Data (RWD)

Examples of database research, registry
data management, and data usage

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

Simultaneous Translation Available

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
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