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25th DIA Japan Annual Workshop for
Clinical Data Management

Creating a Future Vision of the Value of Data

through Collaboration
- At the Crossroad of Clinical Data Management

March 2-4, 2022
Virtual Meeting (Zoom Webinar)

OVERVIEW

This workshop, held as the first DIA Japan event, now celebrates its 25th anniversary.
Throughout this first quarter century, we actively incorporated the expertise of local
and international speakers and patients to address the needs of the current era and the
challenges of the future in response to so much rapid change in the clinical development
environment. We continue to articulate what skill sets the clinical data manager (CDM)
needs and what the CDM should do in our interactions with others in industry, government,
and academia. The impact of COVID-19 on clinical sites, and today’s urgent need for flexible
decision-making and other innovative methods, has given us a new opportunity to realize
the importance of this cross-role, purpose-oriented collaboration and communication.

Innovation continues to accelerate in data management practice: for example, the
diversification of data sources (including real-world data [RWD], patient health records
[PHRs], etc.), utilization of the advanced digital technologies, digital therapeutics (DTx),
and decentralized clinical trials, and increased the importance of clinical data management
in academic research and registry utilization.

Regulatory innovations and other trends also remain active. The August 2020 Revision
of the Ministerial Ordinance on Good Clinical Practice for Medical Products provides a
reference guide to ensure smooth clinical trial implementation. The New Ethical Guidelines
on Life Science and Medical Research for Human Beings were issued in March 2021 to
ensure that patient protection and reliable science remain paramount. PMDA also issued
Basic Concepts on Use of Registries in Approval Application, which is expected to promote
utilization of RWD acquired under actual medical conditions, in March 2021. The June 2021
ICH Reflection paper Proposed ICH Guideline Work to Advance Patient-Focused Drug
Development is driving discussions about implementation around the world.

In this 25th anniversary 2022 workshop, we hope to improve the quality of both CDM
and clinical research through shared discussions among industry, government, academia,
patients, and related stakeholders on the value and future of clinical development data,
with people in need of new treatment as our common goal.

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

Sponsored Seminar 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 | Fax: +81.3.3278.1313

Simultaneous Translation Available

DIA

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

DIA Japan

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




Wednesday, March 2/ Thursday, March 3

Day 1 Wednesday, March 2 10:00 - 16:50

10:00-10:15  WELCOME AND OPENING REMARKS

Hajime Saijo, MBA, PhD
Director, DIA Japan

Misato Kuwagaki
Program Co-Chairs/Consultant - Japan Data Sciences Scientific Data Solutions and
Communications, Japan Drug Development and Medical Affairs, Eli Lilly Japan K.K.

10:15-11:45
SESSION CHAIR

KEYNOTE SPEECH

Yukikazu Hayashi
Division Manager, Business Development Division, A2 Healthcare Corporation

Space Phantom “Shimarisu” Learn Data Management

Tosiya Sato, PhD
Professor, Department of Biostatistics, Kyoto University School of Public Health

11:45-13:30  LUNCH / LUNCHEON SEMINARS

This session will be conducted in Japanese only.

11:50-12:10 Luncheon Seminar 1 : Oracle Corporation Japan

13:05-13:25 Luncheon Seminar 2 : Clarivate Japan

13:30-15:00  Session 1
Let’s Learn Registries and Expand CDM’s Horizons
Beyond

SESSION CHAIR

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

Registries are collections of patient data that focus on a specific diagnosis, condition, or
procedure for a certain purpose. In clinical trials, they are often used in protocol design
and patient enrollment planning. Examples of further use of registries include providing
an external control group to support market approval application. In this collaborative
session with DIA's Medical Affairs Community, we will learn the challenges and potential
of registries to explore CDM’s future and further contributions to research.

Utilization of RWD and Compliance Inspection in Application
for Marketing Approval of Drugs, Etc.

Mitsune Yamaguchi, PhD

Inspector Director, Office of Non-Clinical and Clinical Compliance,
Pharmaceuticals and Medical Devices Agency (PMDA)

Registry Challenges and Digital Transformation for
Healthcare Organizations

Hideki Ninomiya, MD

CEO, Datack, Inc.

Changing the Future of Drug Development in Japan with
Real-World Data

Toshifumi Sugitani, PhD, MBA

Real-World Evidence Lead, Oncology Medical Science, Bristol-Myers Squibb K.K.

15:00-15:30  COFFEE BREAK

Our Observations from Implementing Digital Solutions for
Enhancing Participant / Stakeholder Experience in Clinical
Research

Arvind Sri Krishna Mani, MS

Principal Consultant, Zifo RnD Solutions K.K.

Missing Data Identification in Clinical Trials - Insight and
Action From Industry Survey Results -

Akria Soma, MS

Master Principal Solution Consultant, Health Sciences Global Business Unit,
Oracle Corporation Japan

Top 10 Rules for a Successful Patient Centric Decentralized
Clinical Trial

Feiye (Jason) Tian, MD

Senior Data Management Lead, Data Management, Parexel International Inc.
Hello Doctor, Is My Data Healthy Enough?

Paulina Szczepaniak. MS
Assistant Director, Operations Lead - Global Data Operations, MSD K.K.

Day 2 Thursday, March 3 10:00 - 16:00

10:00-11:40  Session 3

15:30-16:50  Session 2

Utilization of New DCT Operational Methods and
Data Integrity

SESSION CO-CHAIRS

Yuko Yamahara
Office of Research Integrity, Osaka University Hospital

Misato Kuwagaki
Consultant - Japan Data Sciences Scientific Data Solutions and Communications,
Japan Drug Development and Medical Affairs, Eli Lilly Japan K.K.

The number of decentralized clinical trials (DCTs) continues to grow, partly due to
the impact of the pandemic. Accordingly, clinical data managers (CDMs) must keep
data management processes in mind during DCTs, especially the risks associated with
digital and other non-conventional data collection methods. This session will discuss
actual cases of efforts to effectively ensure data integrity while utilizing DCTs.

The Value of Patient-Reported Outcomes and How to
Use Them

SESSION CO-CHAIRS

Tempei Miyaji, MSc, CCDM
Project Assistant Professor, Department of Clinical Trial Data Management, Graduate
School of Medicine, The University of Tokyo

Mika Maeda, PhD
Laboratory of Clinical Pharmacoepidemiology, Division of Clinical Pharmacy, School of
Pharmacy, Kitasato University

Creating new medical technologies that patients need has led to debate about
how to identify, assess, and reflect the patients’ perspective on the value of
these technologies in regulatory decision-making. Patient-reported outcomes
(PROs) have emerged as an essential tool for identifying the value that matters
to patients. In this session, various stakeholders will discuss the value of PROs as
clinical outcomes assessments (COAs) and considerations for incorporating PROs
into clinical trials, and discuss how PROs can be used.

COAs in Clinical Trials and the Value of PRO Assessment
Takuhiro Yamaguchi, PhD
Professor, Division of Biostatistics, Tohoku University Graduate School of Medicine

Listen to the Patient's Voice: Experience the Evaluation by
PRO

Akemi Hamashima

Japan Cancer Society

Guidelines for Inclusion of PRO in Clinical Trial Protocols: The
SPIRIT-PRO Extension

Tempei Miyaji, MSc, CCDM

Project Assistant Professor, Department of Clinical Trial Data Management,
Graduate School of Medicine, The University of Tokyo

Current Status and Issues, and Future Expectations, of ePRO
-From the standpoint of Pharmaceutical Companies in
Japan-

Akiko Imai, MSc

Director, Office of Clinical Quality Assurance, Otsuka Pharmaceutical Co., Ltd.

PMDA’s Patient Participation Activities

Daisuke Sato, MSc

Office of Review Management, Pharmaceuticals and Medical Devices
Agency(PMDA)

Panel Discussion
All speakers and

Katsuhiko Yoshimoto
Data Science Dept., Manager, Japan Pharmaceutical Manufacturers Association,
Nippon Shinyaku Co., Ltd.

11:40-14:00  LUNCH / LUNCHEON SEMINARS

This session will be conducted in Japanese only.

11:45-12:05 Luncheon Seminar 3 : Veeva Japan KK
13:35-13:55 Luncheon Seminar 4 : NTT DATA Corporation



Thursday, Marchi 3/ Friday, March 4 8

14:00-16:00 Session 4

What Data Managers Can Contribute to Digital
Transformation in Drug Development
SESSION CHAIR

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

New technologies are expected to bring paradigm shifts to the exciting and
innovative information flow in drug development. From protocol development
to data collection and creating the table, listings, and figures/clinical study
report (TLF/CSR), the seamless information flow across multiple systems could
lead to a truly digital ecosystem. During this session, we will introduce the

latest TransCelerate initiatives and discuss challenges to implementing and
leveraging eSource, especially medical information and ePRO data, from the data
management perspective.

Transforming the Document Paradigm to Digitize Clinical
Study Start-Up: TransCelerate’s Digital Data Flow Initiative
Michaela Schrodt

Strategic Project Manager, Clinical Operations, Bayer AG (DDF Workstream in
TransCelerate)

Considerations when Collecting and Managing Patient-
reported Outcomes Data

Bill Byrom, PhD

Vice President, Product Intelligence and Positioning, Signant Health
Expectations and Challenges for Data Linkage between
Hospital Information Systems and EDC

Yoshihiro Aoyagi

Section Head, Information Technology Management Section, Research
Management Division, Clinical Support Office, National Cancer Center Hospital
East Section

Panel Discussion

Yoshihiro Aoyagi

Section Head, Information Technology Management Section, Research
Management Division, Clinical Support Office, National Cancer Center Hospital
East Section

Taiki Kitahara

Healthcare Industry Account Team Unit, Microsoft Japan Co., Ltd.

Mika Ogasawara
Data Quality Lead, Biometrics & Data Management, Pfizer R&D Japan

Day 3 Friday, March 4 10:00 - 15:00

Connection, Collaboration and Communication Leading to
Proactive Risk-based Thinking for EDC Management Sheet
Development and Maintenance - Well Prepared for Health
Authority Inspection -

Yumi Sugiura

Associate Director, Centralized Monitoring

Global Data Management & Centralized Monitoring, Bristol-Myers Squibb K.K
Panel Discussion

All speakers and

Yoshio Kato

Senior Director, Global Business Development, DOT WORLD CO.,LTD.

11:30-11:40  Closing Remarks

Keisuke Utsumi
Program Co-Chairs/ Head, Clinical Operations & Platforms, GlaxoSmithKline K.K.

11:40-13:30  LUNCH / LUNCHEON SEMINAR

This session will be conducted in Japanese only.

13:05-13:25 Luncheon Seminar 5 : Fujitsu Limited

13:30-15:00  CDM CHATTING SESSION

10:00-11:30  Session 5

Challenge to Global Communication and Remote
Work

SESSION CO-CHAIRS

Yumiko Asami

Principal Biostatistician, Biostatistics, CSL Behring

Michiko Ishida, PhD

Deputy Director, Office of Non-Clinical and Clinical Compliance,
Pharmaceuticals and Medical Devices Agency (PMDA)

The number of Japanese companies/institutes participating in global clinical
trials are increasing since “Basic Principles on Global Clinical trials” was issued.
Communication around clinical trials, which was already global and complex,
grew even more complicated due to the pandemic. In this session, PMDA and
industry presenters will discuss remote working and PMDA remote inspections.

Current Situation of Remote GCP Inspection
Wataru Shimono

Inspector, Office of Non-Clinical and Clinical Compliance,
Pharmaceuticals and Medical Devices Agency (PMDA)

Communication in Global Drug Development, from Clinical
Trial to PMDA Inspection

Keiichiro Hayashi,PhD

Quality and Compliance Manager, Clinical Development Operations, R&D Japan,
CSL Behring

This session will be conducted in Japanese only.

Facilitator

Yoshiko Abe

EPS Corporation

Shoko Akiyama
laxoSmithKline K.K.
Shigeyuki Furuta

Chugai Pharmaceutical Co., Ltd
Yoko Hattori

Chiba University Hospital
Michiko Kuratani

MOCHIDA PHARMACEUTICAL CO., LTD.
Kyoko Minamoto

National Cancer Center
Kazuhiro Sadohara

JAPAN TOBACCO INC.,




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 * Fax +81.3.3278.1313

25th DIA Annual Workshop for Clinical Data Management
Event #22301 ¢ March 2-4, 2022 | Virtual Event (Zoom Webinar)

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, fax, 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 9, 2022) 0 ¥40,700
Industry
After February 10, 2022 O  ¥46,200

MEMBER Government, Early Bird (until February 9, 2022) a  ¥23100
NonProfit | After February 10 2022 O ¥25300
Academia, | Early Bird (until February 9, 2022) Q  ¥18,700
Medicals: | After February 10, 2022 O ¥20,900
Industry O ¥65,450

NON- )

MEMBER Government, Non Profit O ¥44,550
Academia, Medicals 0 ¥34,100
Membership O  ¥22,000

VI3Y1:19:4 2-Year Membership 0 ¥39,600

SHIPS Academia Membership (Academia, Medicals)* a ¥15,180
Academia 2-Year Membership O ¥27.280

Consumption tax will not be added to participants from outside Japan
Early Bird Deadline: February 9, 2022

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

PLEASE CHECK THE APPLICABLE CATEGORY:
O Academia O Government QO Industry QO Medicals
1 CSO (Contract research/service organization)
O Student (Call for registration information)

DIA Terms and Conditions

CANCELLATION POLICY: On or before February 2, 2022

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, MasterCard or JCB only):

Q VISA O MasterCard 0O JCB

Card No

Exp. (mm/yy)

Last Name

First Name M.l
Degrees QDr. OMr Q Ms
Job Title

Company

Cardholder Name

Address (As required for postal delivery to your location)

City State Zip/Postal Country

Email Required for confirmation

Phone Number Required Fax Number

Signature




YOUNG
PROFESSIONAL

To register please complete the registration form below and fax to
+81-3-3218-1313 or email Japan@DIAglobal.org.

NO ONLINE REGISTRATION AVAILABLE.

REGISTRATION FORM

25th DIA Clinical Data Management Workshop
Event #22301 * March 2-4, 2022 | Virtual Event (Zoom Webinar)

DIA will send participants a confirmation mail 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 applicable), and will be
accepted by mail, fax, or online.

Join DIA now to save on future meetings and to enjoy the benefits of membership for a
full year: www.DIAglobal.org/Membership

O DO want to be a DIA member

O DO NOT want to be a DIA member

ELIGIBILITY FOR YOUNG PROFESSIONALS RATE

Professionals working in health product development, regulation and related fields,
under the age of 35.

Please complete the form below.

10% TAX

YOUNG PROFESSIONALS REGISTRATION FEE INCLUDED

Early-bird (till Feb. 9 2022) [m] ¥32,560
Industry
On and after Feb. 10, 2022 a ¥36,960
NON-MEMBER Industry a ¥52,360
Consumption tax will not be added to participants from outside Japan
Date of Birth (mm/dd/yyyy) Required
* Please note that we may ask you to show your Identification.
10% TAX

MEMBERSHIP INCLUDED**

Membership Q ¥22,0000

2-Year Membership Q ¥39,6000
Please compleate the form below in block capital letters:
Last Name
First Name M.l
Department Q D QM Q Ms,
Job Title
Company
Address (As required for postal delivery to your location)
City State Zip/Postal Country
email Required for confirmation
Phone Number Required Fax Number

DIA Terms and Conditions

CANCELLATION POLICY: On or before February 2, 2022

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.

DIA does NOT allow registrants to pass name badges to others. DIA may
ask attendees to show identifications, if necessary.

DIA reserves the right to alter the venue, if necessary. If an event is
cancelled, DIA is not responsible for any airfare, hotel or other costs
incurred by registrants.

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
Please check payment method.
O BANK TRANSFER:

You will recieve an invoce 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, MASTERCARD OR JCB ONLY)
O VISA O MC O JCB Exp.(mmiy)

Card No

Cardholder Name

Signature




