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OVERVIEW - PROGRAM CHAIR

Clinical Data Management (CDM) is entering an era of unprecedented transformation. With , . Yukiko Nagata

the advancement of digital transformation (DX) and artificial intelligence (Al), the methods « ICON Clinical research

of data collection, processing, and analysis are rapidly evolving, and the use of real-world : PROGRAM COMMITTEE
data (RWD) is also expanding. In parallel, post-marketing surveillance (PMS) is increasingly , Yusuke Inoue
demanding new approaches and responsibilities from CDM professionals, requiring more « Novartis Pharma K.K.

flexible and strategic responses than ever before. At the same time, regulatory frameworks °© Kazumi Itayama

such as the ICH-GCP are continuously evolving. : Pfizer R&D Japan

« Megumi Kitayama

» Wakayama Medical University Hospital
These changes bring both new opportunities and complex challenges. Yet, no matter « Hiromi Nihei

how technologies advance, the fundamental mission of CDM—ensuring the reliability and ® Johnson & Johnson
[ ]
integrity of clinical data—remains unchanged. In fact, it is precisely in times of change that | Miho Tabata
this core value becomes even more critical. » Pharmaceuticals and Medical Devices Agency

* Fumiharu Tanaka

) . , ® Shionogi & Co., Ltd
This workshop will explore the future of CDM through the central question: “What core *

) ) N . Hiroko Yaegashi
values must we preserve while embracing change? « A2 Healthcare Corporation

[ ]

. CDM COMMUNITY
This workshop will address topics such as DX and Al, RWD, regulatory adaptation, PMS, , Yoko Hattori
quality management, and workforce development from both practical and strategic ® chipa University Hospital
perspectives. Sessions will incorporate diverse perspectives from industry, government, and . Akiko Kumagai
academia, with discussions expected to reflect both real-world experience and forward- , Shionogi & Co. Ltd.
looking insights. The workshop will also emphasize interactive engagement, including Q&A ¢ Sakura Yoshimasu
and panel discussions, to co-create practical knowledge that can be applied in daily practice. : CMIC Co.,Ltd.

How should we respond to the waves of change, and how can we enhance the value of CDM? OPERATION TEAM
We invite professionals, leaders, educators, regulators, and researchers from all sectors to °©

o ) ) * Masahisa Kamikura
fi -look | . - .
Join our forward-looking dialogue ® National Cancer Center Hospital

: Hideto Minohara

TARGET AUDIENCE . Uni.versity of Tsukuba
« Clinical data managers * QC/QA professionals : g:;“nya W?_talnabg Medical Devices A
- Clinical research coordinators « Regulatory affairs professionals . ~harmaceuticals and Medical Levices Agency
. Biostatisticians * Post-marketing surveillance ° SH DIA JAPAN
- Clinical development professionals professionals o ) o
« Information technology professionals * Mistuhiro Niimi
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Opportunities Available
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9:00-9:30 CHATTING SESSION REGISTERATION

9:30-12:00

Session will be conducted in Japanese language only.

12:00-13:30 LUNCH BREAK / LUNCHEON SEMINAR
13:30-13:45 OPENING REMARKS

Mitsuhiro Niimi

DIA Japan

Yukiko Nagata

Program committee chair /ICON Clinical research

13:45-14:30 KEYNOTE ADDRESS

Strategic Database Initiatives Driving the Next Generation of
Healthcare Innovation

The Cancer Institute is developing an integrated oncology clinical database
(Integrated DB), independently designed to significantly shorten the time
required for feasibility assessments and eligible patient identification in
global clinical trials. The database is being constructed in collaboration
with several core cancer centers, with potential applications extending to
real world data utilization and post marketing surveillance. Enhancing the
efficiency of the clinical trial environment and strengthening the foundation
for drug development are essential responsibilities of institutions conducting
clinical rials, to meet the expectations of patients awaiting new treatment
options. In this lecture, the speaker will introduce the latest initiatives in the
social implementation of this Integrated DB.

SESSION CHAIR:
Yukiko Nagata
ICON Clinical research
Atsuko Hata

Eli Lilly Japan K.K.

Hidenobu Ishizaki, PhD.MD
Cancer Institute Hospital of JFCR

14:30-15:10 COFFEE BREAK

15:10-17:10

Integration of Al/ML and Applications in Data Science

This session discusses the transformative impact of advances in Al/ML
technologies on the field of clinical data science, as well as their practical and
educational implications. The introduction of Al/ML is expected to accelerate
quality management, process efficiency, standardization, and automation in
clinical trials, while also contributing to solving challenges at the operational
level and enhancing decision-making. On the other hand, these developments
highlight the importance of fostering a culture of Al utilization and human
resource development across organizations. Through this session, we will
comprehensively examine the multifaceted value that Al/ML brings to
clinical research and consider future challenges and prospects for further
advancement.

SESSION CHAIR:
Yusuke Inoue
Novartis Pharma K.K.
Misato Kuwagaki
Eli Lilly Japan K.K.

Preliminary Exploration of Al Applications in Quality Management for
Clinical Trials

Yukari Kitta

EA Pharma Co.,Ltd.

Real-Time eCOA Surveillance with Predictive Analytics and Query
Automation in Clinical Trials

Bikash Swain
Eli Lilly and Company

CDISC Al Challenge - Protocol Intelligence: Automate Study Building
with CDISC Standards

Akira Soma

Oracle

Initiatives to Enhance Al Literacy in Pharmaceutical Company

Kazumasa Yoshida
Nippon Boehringer Ingelheim Co., Ltd

17:10-18:40 NETWORKING

Day2: Tuesday, March 39, 2026

SESSION 2

9:15-10:45

Knowledge and Skills for CDM in the Era of Multidisciplinary
Collaboration

As clinical trials evolve through technological innovation and diversification,
the role of Clinical Data Management (CDM) is expanding, making
collaboration across disciplines essential. This session will share expectations
for CDM from various perspectives and outline the knowledge and
capabilities needed to enable effective collaboration. Rather than aiming

for conclusions, the session seeks to spark discussion on which areas CDM
should prioritize when restructuring education. By exploring directions for
education that address the changing clinical trial environment alongside
traditional skills, the session aims to serve as a starting point for redefining
CDM'’s expertise and value.

SESSION CHAIR:

Kazumi Iltayama

Pfizer R&D Japan.

Hiroko Yaegashi, PhD

A2 Healthcare Corporation
The Evolving profession of clinical data science: Mapping content to
expectations
Richard Ittenbach, PhD
University of Cincinnati College of Medicine
Christine Alvarez, PhD
Cincinnati Children’s Hospital Medical Center

From the Frontline of Providing Lab Data: Working with CDM and
Innovative Solutions to Challenges

Keien Takui

Mediford Corporation

The Reality of Patient Data Collection: From the Perspective of a CRC
Nao Moriyama

Teikyo University Hospital

COFFEE BREAK

10:45-11:25

11:25-12:55

The Evolution of Data Management in Post-Marketing
Surveillance and Clinical Research

Recent advances in real-world data (RWD) and technologies such as artificial
intelligence are reshaping the design and execution of post-marketing
surveillance (PMS) and clinical research. These changes are expanding the
role of data managers, who are now expected to take on more strategic and
flexible responsibilities.

This session will showcase practical examples of data management in

PMS and clinical research using RWD and emerging technologies. It will
also highlight key challenges and the approaches taken to address them.

By sharing these experiences, we aim to explore how data managers are
adapting to evolving regulatory and technological landscapes while striving
to maintain both data quality and operational efficiency.

SESSION CHAIR:
Yukiko Nagata
ICON Clinical research

Kazumi Itayama
Pfizer R&D Japan
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A new challenge: Post-marketing database study with additional data
collection

Kasumi Daidoji

Eisai Co., Ltd.

Utilization of Registry Data for Regulatory Application

-Focusing on Post-Marketing Pharmacovigilance-

Hideki Oi

Kyorin University Hospital

Capability Shift Accelerating Data Management for Real-World Data
Utilization

Atsuko Hata

Eli Lilly Japan K.K.

12:55-14:05 LUNCH BREAK / LUNCHEON SEMINAR

14:05-15:35

Digitalization of protocols for clinical trials and Data flow
The digitalization of clinical trial protocols, which are at the core of

clinical trials, is reaching its final stage of consideration in the ICH M11.

In parallel, initiatives such as Digital Data Flow and Digital Protocol by
CDISC, TransCelerate, and HL7 Vulcan are also progressing. Combined with
advancements in Al technologies, these efforts are accelerating discussions
on improving the efficiency of clinical trials. We will explore the relationship
between efficiency of data flow and the digitalization of clinical trial
protocols through the presentations in this lecture, which are the overview
of ICH MT1, integration of protocol information with EDC and healthcare
database, the trial of data transfer of electronic health record data to EDC,
and related regulatory perspectives.

SESSION CHAIR:

Fumiharu Tanaka

Shionogi & Co., Ltd.

Miho Tabata

Pharmaceuticals and Medical Devices Agency
Collaboration to Unlock Innovation: How Digitized Protocols Can
Transform Data Flow Automation in Clinical Trial (Tentative)

Mika Ogasawara
TrasnCelerate (Pfizer R&D Japan)

TBD

Keiko Ota

Osaka Metropolitan University Hospital, Ehime University
Optimization of Clinical Trial Operations Through Electronic Medical
Record Data Utilization [{{Current Status and Future Outlook

Rie Taniguchi
National Cancer Center Hospital East

Data Transfer of Electronic Health Record to EDC -Insights under Global
Regulations -

Eri Sekine
Forum on EHR Data Integration to Clinical DB (CMIC Co., Ltd)

15:35-16:05 COFFEE BREAK

SESSION CHAIR:

Hiromi Nihei

Johnson & Johnson.

Megumi Kitayama

Wakayama Medical University Hospital

Risk-based Data Management Initiatives:insights from chatting events of
DIA CDM Community

Yoko Hattori

DIA CDM Community (Chiba University Hospital)

RBDM in Practice in Clinical Trials: Overcoming Challenges, Embedding
Core Values

Shinji Moriwaki

Johnson & Johnson

Risk-based Data Management in Post-Market Surveillance (PMS) - with
Fit-for-purpose in Mind -

Natsuno Yamashita

Pfizer R&D Japan

QMS/RBA from the Perspective of Clinical Data Management in
Academia:An Example and Challenges

Miyuki Ishiguro

Tohoku University Hospital

Panel Discussion
All Session Speakers and

Natsumi Kinoshita
Pharmaceuticals and Medical Devices Agency (PMDA)

18:05-18:15 CLOSING REMARKS

16:05-18:05

Megumi Kitayama
Wakayama Medical University Hospital

[Workshop Venue]

Nihonbashi Life Science Building, 2nd Floor, Room 201

The following activities will take place here:

» Workshop participant registration
» Workshop sessions

+ Chatting session

* Luncheon seminar

Riding the wave of GCP renovation -Transformation of
Quality Management (Risk Based Approach)

ICH E8 recommends an approach that focuses on critical to quality factors
(CTQ factors) based on the philosophy of Quality by Design and prioritizes
and manages the risks linked to them (risk based approach).Now, as the
variety and volume of data and devices are rapidly increasing, and the
complexity of trials is growing, the role required of CDM to ensure reliable
clinical data is more important than ever. However, among organizations
implementing RBA, there are still few examples where CDM has
demonstrated its expertise effectively.

In this session, we will discuss the significance of introducing RBA into CDM
operations and share real-world examples, aiming to explore the mission
that CDM should fulfill within RBA.

[Exhibition, Coffee Break, and Networking Venue]

Nihonbashi Life Science Building, 3rd Floor, Rooms 313 and 314

The following activities will take place here:

¢ Company exhibitions
¢ Coffee breaks
¢ Networking sessions

Both rooms will have beverages and snacks available.

During coffee breaks, there will be presentations by exhibiting
companies—please stop by!

We will also host a stamp rally at each company’s booth. Collect stamps
and win a Starbucks ticket!




REGISTRATION FORM: Register online or forward to
DIA Japan, Nihonbashi Life Science Building 6F, 2-3-11

Nihonbashihoncho, Chuo-ku, Tokyo 103-0023 Japan
Email: Japan@DIAglobal.org

The 29th DIA Annual Workshop for Clinical Data Management

Event #26301 * March 2-3, 2026
Hybrid | Nihonbashi Life Science Building and Online

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, 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 16, 2026) O  ¥49,500
Industry
After February 17, 2026 0  ¥56,100
Early Bird (until February 16, 2026) O ¥26,400
Government
MEMBER After February 17, 2024 O ¥29,700
Early Bird (until February 16, 2026) O ¥19,800
Non Profit,
Academia,
Medicals After February 17, 2024 0  ¥22,000
Industry a ¥77,000
Government O ¥49,500
Non Profit, Academia, Medicals a ¥36,300
Membership a  ¥29,150
2-Year Membership 0 ¥52,470
MEMBER- rcademia Membershi
SHIPS** cademia Membership
(Non Profit, Academia, Medicals)* Q ¥21450
Academia 2-Year Membership O ¥38,610

Consumption tax will not be added to participants from outside Japan
Early Bird Deadline: February 9, 2026

*To register for Academia Membership, please send this form to DIA Japan
office by e-mail.

Last Name

First Name M.L.
Degrees QD0r. QM QO Ms
Job Title

Company

Address (As required for postal delivery to your location)

DIA Terms and Conditions

CANCELLATION POLICY: On or before February 2, 2026

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

CONFIRMATION OF PARTICIPATION METHOD

Please confirm your participation method for the two-day event.
Due to venue limitations, we have set the following capacity::

On-site: 70 participants (first-come, first-served)

Participants attending on-site will receive a “Participation Pass with QR
Codet” in advance. Please print it and bring it with you on the day of the
event.

UOn-site participation (Nihonbashi Life Science Building)

OOnline participation

Please note that starting this year, on-demand streaming after
the workshop will no longer be available.

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.

QO CREDIT CARD (VISA or MasterCard only):

Q VISA O MasterCard

City State Zip/Postal Country

Card No.

Exp. (mm/yy)

Email Required for confirmation

Cardholder Name

Phone Number Required

Signature

DIA
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Real-Time eCOA Surveillance with Predictive Analytics and Query
Automation in Clinical Trials

Eli Lilly and Company

Bikash Swain

CDISC Al Challenge - Protocol Intelligence: Automate Study Building
with CDISC Standards
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The Evolving profession of clinical data science: Mapping content to
expectations

University of Cincinnati College of Medicine

Richard Ittenbach

Cincinnati Children’s Hospital Medical Center
Christine Alvarez
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