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OVERVIEW

Clinical data collection and process management have recently undergone
a great transformation with the rapid advancement of technology. As
digitalization progresses, data quality is improving, utilization needs are
increasing, and clinical development is being promoted faster and more
effectively. On the other hand, the nature of CDM, which is responsible for
data handling and data quality in clinical development, remains unchanged.
This 28th CDM Workshop will explore how we can create value from data
while being aware of data governance, even in a diversifying environment.

Through this workshop, participants will deepen their understanding of CDM
methodology while touching on the latest technologies and various related
experiences, to gain specific knowledge and tips on how to apply a new vision
for data utilization in healthcare and research institutions and pharmaceutical
companies. We also expect to create new “chemical reactions” by fostering
creative networking and collaboration opportunities with people across
different industries. We hope you will bring new perspectives and useful tips
that create value from your data back from this Workshop.

TARGET AUDIENCE

¢ Clinical data managers

* Clinical research coordinators

* Biostatisticians

* Clinical development professionals

*Information technology
professionals

*QC/QA professionals
*Regulatory affairs professionals

e Post-marketing surveillance
professionals

Simultaneous interpretation by Al system

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
Drug Information Association
Global Center: Washington, DC | Americas | Europe, Middle East & Africa | China | Japan | India

10100101010
9101DATA010!

#11010010101fs0r

PROGRAM CO-CHAIRS

Yukikazu Hayashi
A2 Healthcare Corporation

Yukiko Nagata
ICON Clinical research

PROGRAM COMMITTEE
Yumiko Asami
Nippon Boehringer Ingelheim Co., Ltd.

Michiko Ishida
Pharmaceuticals and Medical Devices Agency

Kazumi ltayama

Pfizer R&D Japan

Yu Jincho

GlaxoSmithKline K.K.

Megumi Kitayama

Wakayama Medical University Hospital
Noriyuki Shibayama

Janssen Pharmaceutical K.K.
Fumiharu Tanaka

Shionogi & Co., Ltd

PROGRAM ADVISOR
Misato Kuwagaki
Eli Lilly Japan K.K.

CDM COMMUNITY
Yoko Hattori
Chiba University Hospital

Akiko Kumagai
Japan Tobacco Inc.

OPERATION TEAM

Shoko Minagawa
Chugai Pharmaceutical Co., Ltd.

Hideto Minohara
Tsukuba University

SH DIA JAPAN
Mistuhiro Niimi, PhD

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


http://www.DIAHome.org
mailto:Japan%40DIAglobal.org?subject=

“The 28" DIA Japan Annual Workshopfor Clinical Data Management

Day,1 | February 17, 2025 T

Day1: Monday, February 17t", 2025

9:00-9:30 CHATTING SESSION REGISTERATION

13:30-13:45 OPENING REMARKS

9:30-12:00

Session will be conducted in Japanese language only..

12:00-13:30 LUNCH BREAK / LUNCHEON SEMINAR

B ssanovys

12:30-13:10 Rozetta Corp.

Mitsuhiro Niimi
DIA Japan

Yukiko Nagata
Program committee chair /ICON Clinical research

13:45-14:30 KEYNOTE ADDRESS

Current status and challenge for data use around acute care
hospital

In the current landscape of clinical data management, the integration of
various cutting-edge technologies is essential, requiring a shift in thinking
and application skills. This keynote speech

will showcase examples of innovation achieved by digitizing and

datafying information from the previously analog acute care medical

field. By introducing concepts such as intervention in clinical operations,
standardization of electronic health record data, and the utilization of
generative Al, we hope to provide significant insights to all attendees.

SESSION CHAIR:
Yukikazu Hayashi

A2 Healthcare Corporation
Misato Kuwagaki, MSc
Eli Lilly Japan K.K.

Tomohiro Sonoo
TXP Medical Co. Ltd.

14:30-15:00 COFFEE BREAK

15:00-17:00

GCP Renovation ~Will CDM be renovated as well?

The revision of ICH E6 (R3) had been proceeded and it has reached STEP 4

in January 2025. This revision is expected to have a significant impact on the
role of CDM, as it includes changes related to data management such as a new
chapter, Data Governance. In this session, speakers from various positions,
including an author of ICH E6, will give presentations on this revision. We aim
to enhance our understanding of ICH E6 and its revision, as well as discuss
how actual clinical trial operations and procedures should be changed in
sponsors and medical institutions.

SESSION CHAIR:

Fumiharu Tanaka

Shionogi & Co., Ltd.

Michiko Ishida

Pharmaceuticals and Medical Devices Agency (PMDA)

Update on ICH E6(R3)

Hiromi Takizawa

Pharmaceuticals and Medical Devices Agency (PMDA)
ICH E6 (R3) with a focus on data governance
Lisbeth Bregnhgj, PhD

The Danish Medicines Agency

Let’s read E6(R3) from the CDM perspective

Osamu Komiyama, BS

Pfizer R&D Japan

Data Governance: Academic Insights and Practices

Jun Sakurai, MD, PhD
Center for Innovative Clinical Medicine, Okayama University Hospital

17:00-18:00 NETWORKING
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Day2: Tuesday, February 18", 2025

9:30-10:30 SESSION 2

14:00-15:30 SESSION 4

Can CDM emerge as a Next-Generation Data Integration Hub?
While regulators have shared their perspective through issuing guidance
related to eSource use in clinical trials, and powerful data-exchange
standards are coming in place, diverse of data handling are required, we

still see external data including eSource, EHR data utilized and expanding

in clinical trials, standardized data flow, 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 in order to be a Next-Generation Data
Integration Hub as CDM.

SESSION CHAIR:

Noriyuki Shibayama
Janssen Pharmaceutical K.K.
Yukiko Nagata

ICON Clinical research

Digital Data Flow: Achieving Protocol Digitalization through Multi-
Stakeholder Collaboration

Azusa Oda, BA

TransCelerate

Integrating Electronic Health Records with EDC Systems: Challenges and
Insights from Pilot evaluation of the process

Yuichi Nagata

Janssen Pharmaceutical K.K.

HL7 Vulcan Updates: An International HL7 FHIR Accelerator Program for
Bridging Healthcare and Clinical Research

Mika Ogasawara

Pfizer R&D Japan

10:30-11:00 COFFEE BREAK

11:00-12:30

How will the Use of Al/ML, or More Generally Use of DX
Change CDM Operations? Or the Change Has already
Started?

With the advancement of digital transformation (DX) in clinical trial
operations, the use of artificial intelligence (Al) and machine learning (ML)
is becoming increasingly active. Leveraging these technologies in CDM
operations is a crucial factor in achieving more efficient and higher-quality
operations. This session will explore the impact of DX on operations through
considerations and practical examples of using Al/ML.

SESSION CHAIR:
Yu Jincho
GlaxoSmithKline K.K.
Noriyuki Shibayama
Janssen Pharmaceutical K.K.
Test Automation & Al Solution for Clinical Data System Development
Ji Yuting, MS
MSD
Al-Powered Evolution: Enhancing Clinical Data Quality and Efficiency
Prasanna Rao
Saama
Considerations for Intelligent Automation Value & its Validation in
Pharmacovigilance
Yusuke Miyama
Pfizer Japan Inc.

12:30-14:00

13:00-13:40 Planet Pharma Solutions, Inc. pi

Planet Pharma Solutions

LUNCH BREAK / LUNCHEON SEMINAR

Embrace the Challenges of eCOA Implementation to Drive
Innovation and Deliver Exceptional Value

The implementation cases of eCOA are rapidly increasing, driven by the
consideration of DCT introduction. While specific measures to address
operational challenges in clinical settings and companies are progressing,
the knowledge gained is not being sufficiently shared. Through the active
utilization cases of eCOA, which symbolizes the use of technology in data
collection, we will discuss and reaffirm the value of its introduction.

SESSION CHAIR:
Megumi Kitayama, MSc
Wakayama Medical University Hospital

Yu Jincho
GlaxoSmithKline K.K.

The Current InDustry Consensus on eCOA implementation in Clinical
Trials: Where are We, and Where should We be?

Scottie Kern
Critical Path Institute

Enhancing Patient Compliance in Clinical Trials: Automating eCOA
Monitoring and Communication

Sudhansu Sekhar Mishra

Eli Lilly and Company

Challenges and Measures Identified from Extensive Experience in eCOA
(ePRO) Implementation and Operation: A CRO’s Perspective

Mitsuo Yoshimatsu

PPD-SNBL K.K.
15:30-15:45 COFFEE BREAK
15:45-16:45 SESSION 5

Key Skill Sets and Career Journey for Clinical Data
Scientists and Data Managers

After summarizing the two-day workshop, a panel discussion will be held.
The main theme will be the evolving roles in the field of data science within
clinical development. We will discuss how the roles of data managers,
biostatisticians, and programmers are changing. Additionally, we will
address the skill sets required in data science and the development of
human resources, emphasizing the importance of analytical techniques and
programming skills. The discussion will also cover how these skills and role
changes differ across industry, government, and academia. Finally, we will
explore the importance of cross-sector personnel exchanges to promote
the sharing of knowledge and experience, ultimately aiming to enhance the
quality of clinical development.

SESSION CHAIR:
Yukikazu Hayashi
A2 Healthcare Corporation

Yumiko Asami, PhD
Nippon Boehringer Ingelheim Co., Ltd.

Panel Discussion

Yuki Ando, Ph.D

Pharmaceuticals and Medical Devices Agency
Yohei Takanami

Takeda Pharmaceutical Company Limited
Hidetoshi Misawa

Pfizer R&D Japan

Tomomi Yamada, Ph.D
Osaka University Hospital

16:45-17:00 CLOSING REMARKS

Yukikazu Hayashi
Program committee chair /A2 Healthcare Corporation



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 28th DIA Annual Workshop for Clinical Data Management

Event #25301 ¢ February 17-18, 2025
Nihonbashi Life Science HUB and Delivery on demand at a later

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 January 27, 2025) O ¥49,500
Industry
After January 28, 2025 O ¥56,100
Early Bird (until January 27, 2025) O ¥26,400
V14Y]:15:0| Government
After January 28, 2025 0O ¥29,700
Academia, | Early Bird (until January 27, 2025) Q ¥19,800
Medicals,
Non Profit After January 28, 2025 O ¥22,000
Industry 0O ¥77,000
A Government O ¥48,400
MEMBER 2 2
Academia, Medicals, Non Profit O ¥36,300
Membership O ¥29,150
2-Year Membership O ¥52,470
) cademia Membership (Academia, Medical
SHIPS cademia Members ip (Academia, Medicals, O ¥21,450
Non Profit)*
Academia 2-Year Membership O ¥38,610

Consumption tax will not be added to participants from outside Japan
Early Bird Deadline: January 27, 2025
* To register for Academia Membership, please send this form to DIA Japan office

by e-mail.
PLEASE CHECK THE APPLICABLE CATEGORY:

O Academia Q@ Government 0O Industry [ Medicals
O CSO (Contract research/service organization)

DIA Terms and Conditions

CANCELLATION POLICY: On or before January 20, 2025

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 or MasterCard only):

O VISA [ MasterCard

Card No.

Exp. (mm/yy)

Last Name

First Name M.L.
Degrees Oor OMr OMs.
Job Title

Company

Cardholder Name

Address (As required for postal delivery to your location)

City State Zip/Postal Country

Signature

Email Required for confirmation

Phone Number Required
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DIA volunteers, members, and staff
DIA Japan provide a comprehensive catalogue
Nihonbashi Life Science Building 6F, of conferences, workshops, training
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The Danish Medicines Agency
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Test Automation & Al solution for Clinical Data System Development
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Ji Yuting
Al-Powered Evolution: Enhancing Clinical Data Quality and Efficiency
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Pharmacovigilance
T EHt
=i #h

12:30-14:00 SUFITLAY I 5Favesit—

13:00-13:40 Ty hT77—XVYai—3 X
Hatt

o

Planet Pharma Solutions

eCOARERA = TR, EDMEERRELLS

eCOADREEHIE. DCTOFAICHERL TN 2BLTWE T, ERRIRSG®
PETOERAREICN T HEANTHROEATOETHESNHR
FTRCHBENTOWE B T —2NEICHITHT77/ 0T —ERDRE
THBeCOADERENZRBLC. ZTOEAMEZBHERL. RRTSHHD
FEmaiTVET,
EER:
LRI ER K F B T
el =
T2V RZRAT A VRS
R
The Current Industry Consensus on eCOA implementation in Clinical
Trials: Where are We, and Where should We be?
Critical Path Institute
Scottie Kern
Enhancing Patient Compliance in Clinical Trials: Automating eCOA
Monitoring and Communication
Eli Lilly and Company
Sudhansu Sekhar Mishra
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