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27th DIA Japan Annual Workshop
for Clinical Data Management

Cultivation & Evolution in CDM -With
Enjoying the Challenges-

February 19 - 20, 2024

Tower Hall Funabori and Delivery on demand
at a later

OVERVIEW

The 27th next DIA Clinical Data Management Workshop will be convened under the
theme Cultivation & Evolution in CDM -With Enjoying the challenges-. We wish to review
our expected role and the surrounding environment of Clinical Data Management (CDM)
with you in this Workshop.

In recent DIA CDM workshops, the themes have been to catch the waves of change and to
address these changes without hesitation in response to changes in the drug and medical
device development environment. In particular, with regard to clinical data, the methods
of collecting data from its source are diversifying and the associated data management
processes and frequency and timing of capturing data are changing. As always, CDM
has evolved to respond flexibly. On the other hand, the principle of CDM, to ensure
the reliability of data based on its “fit for purpose” for delivering scientifically validated
outcome/information with integrity, has not changed. Furthermore, the principle of CDM
should be cultivated with diversification of the data CDM needs to handle. We would like
to discuss the “true value” of CDM, which deepens its unchanging principle and evolves
to respond to the ever-changing environment, with you. This workshop hopes to provide
everyone with a safe place for such conversations.

We plan to touch on interesting topics from various standpoints in industry, regulatory
agencies, academia, and sites both domestically and internationally. To provide continuity
from last year, there will be a wide variety of topics such as digital data flow, DCTs
(decentralized clinical trials), patient centricity/patient and public involvement, artificial
intelligence / robotic process automation (Al/RPA), data standards, and even post-
market studies, in addition to the collaborative session with DIA Global CDM community.
We hope these planned sessions are as beneficial as possible for everyone.

We would like everyone involved in CDM work to reconfirm the true value of their work,
and for everyone involved in work related to CDM to obtain information and awareness
that will make it easier than ever to get involved with CDM.

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 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 Email: Japan@DIAglobal.org

Simultaneous Translation
Available

DIA Japan
Nihonbashi Life Science Building 6F,

2-3-11 Nihonbashihoncho, Chuo-ku, Tokyo 103-0023 Japan
Tel: +81.3.6214.0574 Email: Japan@DIAglobal.org

DIA

Drug Information Association
Global Center: Washington, DC | Americas | Europe, Middle East & Africa | China | Japan | India
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Day 1 Monday, February 19 9:30 - 18:00
9:30-12:00  Chatting Session

Session will be conducted in Japanese language only.

12:00-13:15  LUNCH BREAK
12:20-13:00 LUNCHEON SEMINARS

ORACLE CORPORATION JAPAN
13:15-13:30  WELCOME AND OPENING REMARKS

Shogo Nakamori, PhD, MBA
Director, DIA Japan

Misato Kuwagaki, MSc

Program Co-Chair/Associate Director, Japan Data Sciences, Scientific Data Solutions
and Communications, Eli Lilly Japan K.K.

13:30-14:30 KEYNOTE SPEECH
SESSION CHAIR

Yukikazu Hayashi
Assistant Head of Clinical Development A2 Healthcare Corporation

Implementation of DCT in Investigator-initiated
Registrational Trials and the Prospects for Future
Digitalization in Clinical Trials

Kenichi Nakamura MD. PhD. MBA

Director, Department of International Clinical Development
National Cancer Center Hospital

14:30-14:45 SHORT BREAK

Juri Kato
Data manager Chugai Pharmaceutical Co., Ltd.

DCT is limited in Japan compared with in other countries, but there are emerging local
reports of its benefits. We introduce examples of DCT implementation, highlight issues
encountered, and propose how CDMs can solve these issues.

Contributions of Clinical Data Managers to Decentralized
Clinical Trials

Tomoko Maegawa
Manager, Data Science, Research and Development, Eli Lilly Japan K.K

Enhancing Decentralized Clinical Trials with Direct Dosing
Acquisition System(DDAS) and eDiary Application

Cong Lyu

Associated Director, Global Data Management and Standards MSD R&D China

What is the role of a data manager in the DCT era?
Learning from implementing eCOA and DCT

Aya Kitao
Development Operation Excellence Dept. Takeda Pharmaceutical Company
Limited

17:45-18:00 SHORT BREAK

18:00-19:30  Information Exchange Meeting.

Day 2 Tuesday, February 20 9:30 - 17:55

9:30-11:30 Session 3

14:45-15:45  Session 1

Challenge of Realizing Clinical Trial Automation:
Thinking about DDF from SoA Digitization

SESSION CHAIR

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

Digital Data Flow (DDF) is an initiative that aims to automate the data flow from study
design to submission data, and has been discussed based on the Schedule of Activities
(SoA) described in a protocol document. TransCelerate is working with relevant
organizations such as CDISC and Vulcan to achieve the goal. In this session, you will learn
the overview of DDF and how to efficiently collect trial data by digitizing SoA, and will
discuss how data managers can contribute and what perspectives are required.

Overview of TransCelerate’s Process Harmonization Portfolio
Azusa Oda
TransCelerate / Novartis Pharma K.K.

HL7 Vulcan Overview and Schedule of Activities Project
Mika Ogasawara
TransCelerate / HL7 Vulcan / Pfizer R&D Japan

Digital Data Flow (DDF) and the Unified Study Definitions
Model| (USDM))

David Iberson-Hurst
CDISC

15:45-16:15  COFFEE BREAK

16:15-17:45  Session 2

DCT Implementation and How Problems can be
Overcome by CDMs

SESSION CO-CHAIRS

Megumi Kitayama
Clinical Data Manager, Clinical Study Support Center Wakayama Medical University
Hospital

Interoperability Supported by Data Standards and
Processing in CDM

SESSION CO-CHAIRS

Mary Banach, PhD. MPH.
Vanderbilt University Medical Center

Yu Jincho, MSc, JD.
Data Management & Strategy Dept., GlaxoSmithKline K.K.

Data standards development is one of the primary components for the profession
of CDM and data integrity in the 21st century. Today we find ourselves with
multiple complementary, and sometimes competing or overlapping standards.
As we strive for integration of Real-World Data into the medical product
development research arena, it is incumbent upon clinical data managers to
understand the standards and how they contribute and shape quality data
management. In this session, influential leaders in data standards across

the healthcare/clinical research community will explore the state of current
standards, how we got here, and needed future development. Mapping and
interoperability of data standards, coding of the research data and monitoring

of how the standards are used correctly (e.g. with ICH E6/E8 requirements, what
can be standardized and what requires flexibility?), will be the topics our speakers
address, which will be followed by panel discussion. .

Mapping and Interoperability of Data Standards in Clinical
Research

Steven Hirschfeld, MD. PhD.
Uniformed Services University of the Health Sciences,

National Institutes of Health (NIH)

Managing Coding and Data Standard Interoperability
Samina Qureshi, MD. MSc.
MedDRA Maintenance and Support Services Organization (MSSO)

Monitoring of Clinical Research Data Using RBQM
Johann Proeve, PhD.
International Medical Officer Cyntegrity

Panel Discussion
All speakers and

Stephen Wilson, PhD.
Food and Drug Administration (FDA)
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Kaye Fendt, MSPH.
Data Quality Research Institute (DQRI)

11:30-12:45 LUNCH / LUNCHEON SEMINARS
11:50-12:30 LUNCHEON SEMINAR

ROZETTA CORP
12:45-14:15  Session 4

Professor, Graduate school of science and technology, Nara Institute of Science
and Technology (NAIST)

16:25-16:40  SHORT BREAK

16:40-17:40 Educational Session

More Efficient Data Collection in the Diversifying
PMS.

SESSION CO-CHAIRS

Kazumi Itayama

Data Monitoring & Management Pfizer R&D Japan

Megumi Kitayama

Clinical Data Manager, Clinical Study Support Center Wakayama Medical University
Hospital

In the development of pharmaceuticals and medical devices, new modality
products such as cell & gene therapy are also launched more, which may be
required a post-marketing surveillance (PMS). And the cases of RWD utilization
and database research are increasing.

On the other hand, the burden including costs of PMS cannot be ignored.

In this session, we will discuss more efficient data collection with the above
change in PMS and the evolution of IT technology in mind.

Examination of the Use of ePRO in Post-Marketing Usage-
Results Survey ~Case Study Using BYOD~

Natsuno Yamashita
PMS Data Management & Biometrics Pfizer R&D Japan

Sustainable Goals for Post Marketing Surveillance : Efficient
and Effective Data Collection Strategies

Hironobu Tokumasu, MD. MPH
Director, Clinical Research Support Center, Kurashiki Central Hospital

Utilization of Registry Data for Regulatory Application
~Focusing on Post-Marketing Pharmacovigilance~

Hideki Oi

Director, Department of Clinical Data Science, Clinical Research & Education
Promotion Division, National Center Hospital, National Center of Neurology and

Psychiatry
14:15-14:45  COFFEE BREAK
14:45-16:25 Session 5

Future Possibilities of Al in Data Management

SESSION CO-CHAIRS

Yasuhiro Matsumoto
Senior Manager, Data Management Group, Data Science, Development Astellas
Pharma Inc.

Yukikazu Hayashi
Assistant Head of Clinical Development, A2 Healthcare Corporation

Al s trying to be actively utilized throughout the lifecycle of drug development.
For data management, Al is expected to ensure the quality of clinical trial data
efficiently and to bring new insights from real world data. During this session, we
will learn challenges and future prospects to utilize Al from some use cases of not
only data management activities in clinical trials but also more practical activities.

The Basics of LLM : You're Afraid to Ask about
Keisuke Kamata, MS.
Machine Learning Engineer, Weights & Biases

Prototyping for Al Utilization in Data Management

Takumi Tanaka

Drug Evaluation Committee, Data Science Subcommittee, Task Force 1-1, FY2023
Japan Pharmaceutical Manufacturers Association (JPMA)

NLP-DX: 360° Drug Information Research
Eiji Aramaki, PhD.

SESSION CO-CHAIRS

Yumiko Asami, PhD

Chapter Head of Clinical Data Science, Global Biostatistics & Data Sciences Boehringer
Ingelheim

Michiko Ishida, PhD

Inspection Director, Office of Non-clinical and Clinical Compliance I,

Pharmaceuticals and Medical Devices Agency (PMDA)

In recent years, a variety of methods have been adopted to conduct clinical trials.
Itis also essential to obtain the latest information on the related regulations. As
the CDM role diversifies, we will cover topics and knowledge that CDMs should
know: “Agile working model in data science” and “ICH E6(R3)"..

Agile and Principles of Flow Management
Vyasan Balachandran
Principal Agile Coach, Global Biostatistics & Data Sciences Boehringer Ingelheim

Update on ICH E6 (R3)

Izumi Oba
Deputy Director, Office of Non-clinical and Clinical Compliance | Pharmaceuticals

and Medical Devices Agency (PMDA)

17:40-17:55

Yukikazu Hayashi
Program Co-Chair/Assistant Head of Clinical Development A2 Healthcare Corporation

Closing Remarks
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