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Dieter Boss

RAEHPERLSEIEFRART —FOmHE

BE&

VAT SABERA R

=H F=a

MITBOE N ERMEREESRR A
fax TEF

T—RAIZI AV MBET BREDRegulation®, InspectionTHEEET BRA > D
BEOWPHBRZFERCET BRART —2OREPT —2IRxIAVIDOTOER
TEELEZREEZDEONFELIEV, oo KRR MOOF/WithaOFIcH5
Inspection®d U HITDWNTEME TERLIEL,
GCPEMAERCESHERAZDT v T7—
TTITBUE N ERGE RIS SIS
Hik shE
China Specific DM Requirements

Pfizer (China) Research & Development Co., Ltd.
Yali Han

Inspection of FDA, EMA and MHRA: Points and Trends

related to Clinical Data Management
Astellas Pharma Global Development, Inc.
Priya Annamalai

11:30-11:40 FAR DK

TOVSLEER/BAA—S1 - ) —HAaHt
&5 XB

11:40-13:30 SVFTL—7%

13:30-15:00 CDMF+v 7 J1vra> (CCS)
Ay avIEBAREOHFTITVET,
KI—72av T TEF vy T4 -2y aryEFVET, SEIE, H16HTCOMT—
723y TDETDE Y 3V HHRT LIcIcCCSHBEE NS, IRYIERYCCSERY F
T, T BHDH By 30 EEATLEEE, Chatting SessionTlEZ Dt > 3
VEIRVERY, SEEEEY TP TOWERWEEZTHVET, £ 8P TYIL—TE
ZETV, EHOFEEILOVTTARAY Y3V THFETT,
TZ7INT—52—

(—E—I &M

FIER T

TSV RZ R4 VAR

#l 87

PR Rt

mH ®iT

FERFE

BRER T

BAIETEEMASAHT

BEn ®HEF

FRRMEG R

BA B&F

ENHARE 2 —

B REF

EHARE L2 —

NR =

BHRMUESEART

H BEE

MSD#R= &4t

EH BT




00 ‘

PROGRAM CO-CHAIRS

Misato Kuwagaki, MS
Eli Lilly Japan K.K.

Keisuke Utsumi
GlaxoSmithKline K.K.

PROGRAM COMMITTEE

Yumiko Asami
CSL Behring Co., Ltd.

Yukikazu Hayashi
A2 Healthcare Corporation

Tempei Miyaji, MSc
The University of Tokyo

Koji Miyata
Astellas Pharma Inc.

Motohide Nishi, MBA
Medidata Solutions K.K.

Mika Ogasawara
Pfizer R&D Japan

Kotaro Sato
IQVIA Services Japan K.K.

Yoko Tokunaga
Pharmaceuticals and Medical Devices
Agency (PMDA)

Yuko Yamahara
Osaka University Hospital

CDM COMMUNITY

Yoko Hattori
Chiba University Hospital

Kyoko Minamoto
National Cancer Center
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24th DIA Japan Annual Workshop
for Clinical Data Management

Towards the New Normal

Key enablers to accelerate innovation

February 17-19, 2021
Virtual Meeting (Zoom Webinar)

OVERVIEW

The COVID-19 Pandemic has impacted the field of clinical data management (CDM) in
many ways.

An increased burden on medical institutions, restrictions on movement, and voluntary
restraint have meant CDM professionals have been unable to conduct clinical studies,
research, and post-marketing surveys as planned. CDM professionals have had to be
flexible as the evolving situation has brought about many challenges including restrictions
on observations due to patients being unable to visit hospitals, restrictions on monitoring
activities (including verifying source documents), and the rise of new methods of
communication through remote working. This situation has meant that CDM professionals
have been required to adjust quickly to the rapid rise of remote ways of operating. We
have also seen the demand for IT infrastructure and data utilization (visualization) increase
rapidly.

In July 2019, some 6 months or so before the COVID-19 Pandemic, a notification of a
revision to the Good Clinical Practice Guidance (hereinafter referred to as “GCP Guidance”)
was issued which made reference to the smooth implementation of clinical trials. The GCP
Guidance highlighted the necessity of establishing and executing quality management
specifically to deal with computerization in the rapidly growing clinical trial implementation
system and to secure the reliability of subject protections and study results. Following this,
in April 2020 electronic data submission for applications was fully introduced in Japan. In
the future, this will lead to end-to-end data automation and expansion of data utilization.
The application of cutting-edge technologies such as regenerative medicine has also
boosted collaboration between industry and academia.

With this background, this Workshop will ask, how can clinical data professionals bring
about real change and how should we demonstrate leadership in developing new ways
of working?

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

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

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, February 17/ Thursday, February 18 p

Day 1 Wednesday, February 17

10:00-10:15 WELCOME AND OPENING REMARKS

Hajime Saijo, MBA, PhD
Director, DIA Japan

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

10:15-11:45 KEYNOTE SPEECH
SESSION CHAIR

Yukikazu Hayashi
Executive director, Datascience Division, A2 Healthcare Corporation

The use of RWD is increasing. On the other hand, the COVID-19 pandemic places
epidemiology in the spotlight. We hope this keynote speech gives you an opportunity
to think about epidemiology, how epidemiological data should be handled and how
CDM can contribute to it, once again.

Modelling COVID-19 Interventions in Japan
Hiroshi Nishiura, MD, PhD
Professor, Kyoto University School of Public Health & Graduate School of Medicine

11:45-13:30 LUNCH/ INTRODUCTION OF EXHIBITORS

This session will be conducted in Japanese Language only.

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

13:05-13:25 Luncheon Seminar 2 :
The Society for Clinical Data Management (SCDM)

Introduction of Introduction to SCDM Reflection papers “The
Evolution of Clinical Data Management to Clinical Data Science”
Session Chair: Satoru Fukimbara
SCDM Japan Steering Committee, Ono Pharmaceutical Co., Ltd.
Presenter: Yuichi Nagata
Japan Pharmaceutical Manufacturers Association Drug Evaluation Committee,
Janssen Pharmaceutical K.K.

13:30-15:00 Session 1
Utilization of Real World Data

SESSION CHAIR

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

The opportunities to utilize big data and interact with RWD continue to increase in the
medical field. During the COVID-19 pandemic, big data has played an important role
in our daily routines such as analyzing and visualizing collected information to help
prevent the spread of infection. Thls session will introduce recent use cases useful even
for data managers who do not specialize in RWD to re-realize the potential/importance
and explore future business in big data.

Social Media: New RWD for the New Normal Era

Eiji Aramaki, PhD

Professor, Social Computing Lab., Graduate School of Science and Technology,
Division of Information Science, Nara Institute of Science and Technology
Predictive Model Development by RWD and Social
Implementation

Nobutomo Matsui

Senior Principal, Real World Evidence Solutions, IQVIA Solutions Japan K.K.
Next Generation Medical Infrastructure Act Creates New
Value of Real World Evidence

Yosuke Nishida

Manufacturing IT Innovation Sector, NTT Data Corporation

15:00-15:30 COFFEE BREAK
15:30-17:00 Educational Session

Topics You Need to Know to Expand your CDM
Specialty
SESSION CHAIR

Tempei Miyaji, MSc

Project Assistant Professor, Graduate School of Medicine, The University of Tokyo
Considering the diversification of clinical research data sources and expansion of the
scope and tasks of CDM, “Patient-Reported Outcome (PRO),” “Medical Information
Database” and “Implementation and Dissemination Science” were chosen for this
year’s educational session topics. For successful implementation of eSource and use of
Real World Data, you MUST know these essential topics!

Introduction to Patient-reported Outcomes and
Implementation of ePRO in Clinical Research

Takashi Kawaguchi, PhD

Lecturer, Tokyo University of Pharmacy and Life Sciences

OHDSI style RWD Analysis Network for an EHR-Phenotyping
Study in Japan

Tatsuo Hiramatsu, MD, PhD

Professor, Department of Medical Informatics, International University of Health
and Welfare

An Introduction to Implementation Science

Taichi Shimazu, MD, PhD

Center for Public Health Science, National Cancer Center

Day 2 Thursday, February 18

10:00-11:30 Special Session
Do We Understand What Patient Engagement is?

SESSION CO-CHAIRS

Mika Ogasawara
Manager, Biometrics & Data Management, Pfizer R&D Japan G.K./ CDM Community

Koji Uesugi
Regulatory Affairs, Pfizer R&D Japan G.K./ PE Community

This session is presented by the collaboration with Patient Engagement
community to understand the patient engagement further; 1) Clinical trials from
patient perspective, 2) Patient experience activities in Japan, 3) Patient- focused
drug development initiative in the US. We will also discuss not only the input of
clinical studies from patients but also data directly collected from patients. We
would like to consider the contribution of DMs through the discussion.

Clinical Trial from a Patient’s Perspective
Keisuke Shimizu
Lung Cancer HER2 “HER HER”

How to Incorporate Patient Insights into Clinical Trials and
its Prospects

Shintaro Omuro

Senior Manager, Clinical Operation and Innovation Group, Japan/Asia Clinical
Development 2, Astellas Pharma Inc.

Patient Focused Drug Development and the Guidance
Richard Jahn

Senior Director, Approval Liaison, Worldwide Safety & Regulatory, Pfizer Inc. /
PhRMA PFDD WG

Panel Discussion
All speakers and

Saori Watanabe, PhD
Research Fellow of Japan Society for the Promotion of Science (PD), Research
Center for Advanced Science and Technology, The University of Tokyo

11:45-13:30 LUNCH/ INTRODUCTION OF EXHIBITORS

This session will be conducted in Japanese Language only.

11:35-11:55 Luncheon Seminar 3 : Veeva Japan KK
13:05-13:25 Luncheon Seminar 4 : Fujitsu Limited




Thursday, February 18/ Friday, February 19

13:30-15:35 Session 2

Day 3 Friday, February 19

How Clinical Data Managers Can Transformin a
Pandemic and Beyond
SESSION CO-CHAIRS

Motohide Nishi, MBA
Vice President, Japan Professional Services, Medidata, a Dassault Systémes company

Yuko Yamahara
Osaka University Hospital

The COVID-19 pandemic has had a significant impact on planned and ongoing
clinical trials, and this impact continues. However, this pandemic also presents

an opportunity to accelerate Quality by Design (QbD) Risk-Based Quality
Management (RBQM), a critical concept that will be indispensable in the future of
clinical monitoring and data management. This session will discuss what clinical
data management should be and how it should preserve its essence in the “new
normal” by reviewing several examples of new domestic and overseas initiatives.

Best Clinical Data Management Practices in Fast Running
Clinical Trials (Real Life Experience in COVID Era)

Mikhail Samsonov, MD, PhD
Chief Medical Officer, R-Pharm

RBQM in CDMAnN Inquiry into Queries and Quality
Peter Stokman
Bayer AG

- - - Short Break (10 min) - - -

Panel Discussion

Ayame Akimoto
Clinical Data Scientist, Biomedical Data Sciences Dept., GlaxoSmithKline K.K.

Yuko Katayama
Associate Consultant, Data Science, Eli Lilly Japan K.K.

Hidenobu Kondo
Centralized Monitoring Section, A2 Healthcare Corporation

Yuki Sasaki
Site Management Section Manager, Hokkaido University Hospital, Clinical
Research and Medical Innovation Center

Mayumi Shirase
Assistant Chief of Clinical Research Coordinating Section, National Cancer Center
Hospital East

Hideki Suganami, PhD
Executive Officer/ Department Director, Clinical Date Science Department, Kowa
Company, Ltd.

15:35-16:00 COFFEE BREAK

16:00-17:30 Session 3

Quality Management and Data Review from
Statistical and Analysis Perspective
SESSION CO-CHAIRS

Yumiko Asami

Principal Biostatistician, Biostatistics, CSL Behring

Koji Miyata

Manager, Data Management Group, Data Science, Development, Astellas Pharma Inc.
Statistical thinking and methods are indispensable for quality management in every
field. While statistical education has traditionally been provided for professionals
in the quality management of engineering, it has just started to emerge for quality
management professionals in the clinical trial area. Professor Yasushi Nagata of Waseda
University will deliver a special lecture on "Three Perspectives to Look at Data" and will
participate in a question and answer session regarding data use in clinical trials. This
session will also introduce data review activities at a pharmaceutical company.

Special lecture: Three Perspectives to Look at Data
Yasushi Nagata, Dr.

Professor, Department of Industrial and Management Systems Engineering,
School of Creative Science and Engineering, Waseda University

Implementation of Data Review Tools
Dieter Boss
Director, Clinical Data Integration, Standards & Programming, CSL Behring GmbH

10:00-11:30 Session 4

Think about the Data Quality of Clinical Trials by
Learning the Regulation/Inspection

SESSION CO-CHAIRS

Koji Miyata

Manager, Data Management Group, Data Science, Development, Astellas Pharma Inc.
Yoko Tokunaga

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

Consider the quality of clinical trial data and the important processes of data
management by learning shared and differing points of view on the regulation/
inspection of each country/region — and regulation/inspection after the COVID-19
pandemic.

Updates on GCP inspection and Document-based inspection
Hiromichi Isaka

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

China Specific DM Requirements

Yali Han

Senior Manager, China DMM, Pfizer (China) Research & Development Co., Ltd.
Inspection of FDA, EMA and MHRA: Points and Trends
related to Clinical Data Management

Priya Annamalai

Director, Inspection Program Clinical and Research Quality Assurance, Astellas
Pharma Global Development, Inc.

11:30-11:40 CLOSING REMARKS

Misato Kuwagaki
Program Co-Chairs/Consultant, Clinical Development Operation & Innovations, Eli
Lilly Japan K.K.

11:40-13:30 LUNCH BREAK

13:30-15:00 CDM CHATTING SESSION

This session will be conducted in Japanese Language only.




