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OCTOBER 8 | #DIAAsia2022
Digital Transformation in Clinical

Development and Product Information

October 8, 2022 9:40-19:00 (JST, UTC+9)
Hybrid | Tokyo Big Sight & Virtual

Japanese follows English

Overview
Since 2007, the DIA Asia Meeting has provided a platform for industry, regulators,
and academics to solve research challenges in Asia. Countries sharing their
knowledge of regulatory application packages through this platform, including
inclusion of data from global clinical trials and local Asian populations, have driven
successful regulatory applications throughout Asia.

DIA Asia Meeting 2022 will be presented on October 8 in Tokyo on the theme

of Digital Transformation. As in every previous DIA Asia Meeting, our program
committee consists of colleagues from Japan, South Korea, China, and Singapore.
Participating Asian countries will review recent innovative approaches to clinical
trial conduct and other advancements in drug development, including the

digital transformation of clinical operations, data management and analytics,

and pharmacovigilance. Regulatory innovation in product labelling and safety
information management, as well as future directions for global and Asian clinical
trials, will also be discussed.

Session 1: Dr. Theresa Mullin of US FDA and PMDA Chairperson Dr. Yasuhiro
Fujiwara will be joined by senior officials from Singapore HSA and China’s health
authority to share information and discuss how each country (including the US and
European Union) can advance Digital Transformation in the future.

Session 2: Speakers will discuss the practical aspects of digital transformation and
innovation in clinical and academic research operations, including challenges
encountered with data sourcing from medical records, and how decentralized
operations can provide a comprehensive, interoperable solution for clinical trial
conduct and oversight.

Session 3: Speakers will share information on pharmacovigilance initiatives in Asia,
including collecting post-market safety data and implementing digital product
information, and how a planned international product information standard could
be used in the EU, Japan, and US to provide patient-centric benefits now and in the
future.

Integration between sessions 2 and 3 will allow overall discussion of product
information across the entire spectrum of development through post-marketing.

We are all hopeful that the pandemic will end soon. We are confident that the
lessons we learned from the pandemic, combined with the acceleration of on
going Digital Transformation, will enhance the efficiency of clinical and academic
research and regulatory operations. We sincerely hope that D/IA Asia Meeting 2022
provides the discussion forum that makes a positive impact on society by making
new drugs available earlier, and more accessible, to Asian and global patients.

October 8 is also the day before our 19th DIA Japan Annual Meeting 2022. \We
hope this gives you the opportunity to participate in both meetings.

Japanese/English simultaneous interpretation available
Please Click here for COVID-19 Measures

Sponsored Seminar Opportunities Available
For information, contact DIA Japan

The Drug Information Association, Inc.

DIA Global Center: Washington, DC, USA | Basel, Switzerland | Beijing, China Horsham, PA, USA | Mumbai, India | Tokyo, Japan

Nihonbashi Life Science Building 6F,

2-3-11 Nihonbashihoncho, Chuo-ku, Tokyo 103-0023 Japan
Tel +81.3.6214.0574

Japan@DIAglobal.org
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PARTICIPANTS:

Those involved in
-Clinical trials, data management, and big data
-Product information, Package inserts, safety management
work, post-marketing surveillance
-Clinical trials and product information in medical field
-The development of electronic medical records and electronic
receipt systems
-System development in pharmaceuticals and medical care
-Regulatory authorities

9:00-9:40 REGISTRATION

9:40-10:00 WELCOME AND OPENING REMARKS

Digital Transformation in New Drug Development
NMPA Perspective and Practice

Shi Le, MD

Department of Drug Registration,

National Medical Products Administration

Korea’s Perspective on Innovative medicine to
Patients

Mee Ryung Ahn, PhD

Director, Clinical Research Division,

National Institute of Food and Drug Safety Evaluation,
Ministry of Food and Drug Safety

Panel Discussion
All Session 1 Speakers

Hajime Saijo, PhD
Director, DIA Japan

Hironobu Saito, PhD

Program Chair

Corporate Officer /Head of Medical Affairs Div.,
Daiichi Sankyo Co., Ltd.

10:00-12:00 SESSION 1

LUNCH BREAK/
12:00-13:00 INTRODUCTION OF EXHIBITORS
13:00-14:30 SESSION 2

Regenerative Movements in New Drug
Development to Provide Innovative Medicine to

Patients in Asia and Worldwide

SESSION CHAIR

Junko Sato, PhD
Director, Office of International Programs,
Pharmaceuticals and Medical Devices Agency (PMDA)

Masafumi Yokota, DVM, PhD
Senior Director, R&D Strategy & Coordination,
Daiichi Sankyo Co.,Ltd.

While the COVID-19 pandemic had a major impact on the
medical stakeholders, it also significantly accelerated the digital
transformation of our society. Based on the “emergent” actions to
develop the COVID-19 vaccines and therapeutics, there is growing
momentum to create a more evolved “normal” status toward the
post-covid.

In this session, representatives from the regulator in Japan, US, and
Asia will introduce and discuss their efforts toward the post-covid
and the outlook for future new drug development, including the
current status of the respective digital transformation initiatives.

Singapore’s Regulatory Approach Towards Clinical
Genetics and Precision Medicine Services
Raymond CHUA, MD

Deputy Director of Medical Services, Health Regulation
Group (HRG), Ministry of Health, Singapore

Digital Transformation in New Drug Development
Worldwide: A US FDA Perspective
Theresa Mullin, PhD

Associate Director for Strategic Programs, OCD, CDER,
Food and Drug Administration (FDA)

Digital Transformation in New Drug Development in
Japan

Yasuhiro Fujiwara, MD, PhD

Chief Executive,

Pharmaceuticals and Medical Devices Agency (PMDA)

New Clinical Operations with Digital and
Innovation

SESSION CHAIRS

Eri Sekine
Region Head, Trial Monitoring Japan, Global Drug
Development, Novartis Pharma K.K.

Yil-Seob Lee, MD, PhD
Professor, Dept of Clinical Pharmacology,
CHA Bundang Medical Center

Recent technological advances have led to the digitalization of
clinical trial operations. Decentralized Clinical Trial (DCT), which
was a new term a few years ago, is now penetrating clinical
trial settings and changing the environment of clinical study
operation through various ways of clinical data coordination

or secondary use. In this session, we will discuss the current
status, challenges, and future vision of digitization of clinical
study operations including DCTs in Asian countries.

Decentralized Clinical Trials and Patient Centricity -
An Industry Perspective.

Gerard Ong, PhD

Regional Director, Strategy & Business Transformation,

Global Clinical Operations, Janssen Pharmaceutical
Companies of J&J, Singapore

Fostering DCT Environment in Korea.
Kyung-Sang Yu, MD, PhD

Professor, Department of Clinical Pharmacology,
Seoul National University College of Medicine and
Hospital

How Should We Collaborate to Bridge Healthcare
Data from Electronic Medical Record to Clinical
Trials?

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

Future Models of Clinical Operations in New Digital
Environment

Satoshi Umehara, MS

Manager, Public Welfare IT Services Division, Public
Sector 2, NTT DATA Corporation

Current Status and Future of Medical Data
Utilization in NCCHE- Extended-Function Hospital
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in Kashiwanoha

Toshihiko Doi, MD, PhD
Director of Exploratory Oncology Research & Clinical

Trial Center (EPOC), National Cancer Center

16:30-18:00 SESSION 4

COFFEE BREAK /
14:30-14:45 INTRODUCTION OF EXHIBITORS
14:45-16:15 SESSION 3

New Era for Product Information in Digital Health
and Pharmacovigilance

SESSION CHAIR

Rie Matsui, R.Ph

Senior Director, Regional Labeling Head for APAC,

Pfizer R&D Japan

Jin Shun, MBA

Head, Regulatory Affairs, APMA,
Sandoz Asia Pacific Pharmaceutical Pte., Ltd.

Fueled largely by the COVID-19 pandemic, the enhancement
of digitalization and pharmacovigilance initiatives such as risk
communication have been promoted unprecedentedly. In order to
accelerate and consider the future digital health, interoperability
should be essential for health data/product information. In this
session, HL7 FHIR, which is an international common standard
for interoperability and emerging area in Asia, and how planned
international product information standard could be used in the
EU, Japan, and U.S. to provide patient-centric benefit now and in
the future will be discussed . Furthermore, one of the hot topics,
new pharmacovigilance initiatives in China will be shared.

International Standard for the Exchange of
e-labeling and Adverse Events Using HL7’s Fast
Healthcare Interoperability Resources (FHIR)

Craig Anderson
Director, Information management, Pfizer Inc

IMI Gravitate-Health; ePl on FHIR in EU and beyond

Anne Moen
Professor, University of Oslo, Oslo, Norway

Current and Future e-labeling in Japan ~
Considering Interoperability (HL7 FHIR) from a
Health Care Professional Perspective ~
Yoshihiro Aoyagi

Section Head, Information Technology Management
Section, Research Management Division, Clinical

Research Support Office, National Cancer Center
Hospital East

Digital Health and Product Information in Japan
(Tentative)

Arisa Toyoda

Pharmaceutical Safety Division, Pharmaceutical Safety

and Environmental Health Bureau, Ministry of Health,
Labour and Welfare(MHLW)

Updates for PV Initiatives in China

Yuan Meng, MD
EVP, Head of Medical Office, R&D, I-Mab Biopharma Ltd.

Co.

COFFEE BREAK /
16:15-16:30 INTRODUCTION OF EXHIBITORS

Panel Discussion
SESSION CHAIRS
Eri Sekine

Region Head, Trial Monitoring Japan, Global Drug
Development, Novartis Pharma K.K.

Rie Matsui, R.Ph
Senior Director, Regional Labeling Head for APAC,
Pfizer R&D Japan

Panel Discussion
All Session 2 and 3 Speakers

18:00-18:10 CLOSING REMARKS

Ling Su, PhD
Program Co-Chair
Shenyang Pharmaceutical University

18:10-19:00 NETWORKING

19t DIA Japan
Annual Meeting 2022

New “Quest for the future”
~Moving Creativity and Innovation Forward
in “New Normal”~

October 9-11, 2022
Tokyo Big Sight & Virtual

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

honcho, Chuo-ku, Tokyo 103-0023 Japan
tel +81-3-6214-0574 « fax +81-3-3278-1313

DIA ASIA Meeting 2022
Event #22302 « October 8, 2022 | Hybrid | Tokyo Big Sight & Virtual

How to apply You can apply on DIA website or fill out this application form and
send it to FAX or to e-mail : Japan@DIAglobal.org

DIA will send a confirmation letter to each registered participant within 10 busi-
ness days following receipt of the 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 member-
ship for a full year: www.DIAglobal.org/Membership *Revised from July 1, 2022

QO 1 DO want to be a DIA member
O DO NOT want to be a DIA member

Membership ¥24,860 O
2-Year Membership ¥44,748 O
MEMBERSHIP
Academia Membership (Academia, Medicals)* ¥18,368 U
Academia 2-Year Membership (Academia, Medicals)* | ¥33,054 O
Registration Fees
Early Bird
Industry (until Sep. 22,2022) | ¥36:0000
After Sep. 23, 2022 ¥41,300 0
MEMBER Early Bird
Government, Non arly Blr ¥20.700 O
Profit, Academia, (until Sep. 22, 2022) 0700
Medicals After Sep 23, 2022 ¥26,000 0
Industry ¥52,0000
NONMEMBER
Government, Non Profit, Academia, Medicals ¥31,200 0

Early Bird Deadline: September 22, 2022

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

Those who have registered for the 19th DIA Japan Annual Meeting 2022
are entitled to a 50% discount on the registration fee for the DIA Asia
Meeting 2022.Please apply by fax or e-mail with the application form.

Group Rates:

Register ten individuals from the same organization (including government, non
profit, academia and medicals) and receive complimentary registration for the
eleventh. To take advantage of this offer, please contact Japan@DIAglobal.org
for details.

Please check the applicable category:

O Academia Q Industry

@ CSO (Contract research/service organization)
mation)

O Medicals
O Student (Call for registration infor-

O Government

Last Name

First Name M.l

Degrees

Q Dr. Q Mr. O 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

CANCELLATION POLICY: On or before September 9, 2022
Administrative fee that will be withheld from refund amount:
Member or Nonmember = ¥10,000
Government/Academia/Nonprofit/Medicals

(Member or Nonmember) = ¥5,000

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

The personal information you request will be used for the purpose of sending
conference information from DIA. In addition, in the web conference, we will
use the information with the name of the company or organization and the
name of everyone who participates, and it will be used for networking with
participants, related parties, exhibiting companies for the period and about
two weeks after the event. .. By submitting this application form, it is inter-
preted that you have consented to the above handling of personal 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?productIDs= 7148475)

Signature Date

How to Attend the Meeting:

Please select choice of meeting attendance by checking the applicable
selection box below. If no indication was selected it would be assumed as
on-site attendance.

O Onsite
O Virtual

In case you change your attendance from On-site to Virtual or vice versa,
please do inform us in advance, as you will need a name tag for On-site
and an URL link to WEB access for Virtual attendance respectively.

PAYMENT OPTIONS
Register online at www.DIAglobal.org or check payment method.

QO 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)

d visA OmMc dJce Exp. (mm/yy)

Card No.

Cardholder Name

Signature

CONTACT INFORMATION
Contact the DIA Japan office in Tokyo for further information.
tel: +81.3.6214.0574 | fax: +81.3.3278.1313
email: Japan@DIAglobal.org
www.diajapan.org

DIA
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Korea's Perspective on Innovative medicine to
Patients
Ministry of Food and Drug Safety
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Singapore’s Regulatory Approach Towards Clinical
Genetics and Precision Medicine Services
Ministry of Health, Singapore

Raymond Chua

Digital Transformation in New Drug Development
Worldwide: A US FDA Perspective
FDA

Theresa Mullin

Digital Transformation in New Drug Development in
Japan
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Digital Transformation in New Drug Development
NMPA Perspective and Practice
National Medical Products Administration
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Decentralized Clinical Trials and Patient Centricity -
An Industry Perspective

Janssen Pharmaceutical Companies of J&J, Singapore
Gerard Ong

Fostering DCT Environment in Korea

Seoul National University College of Medicine and
Hospital

Kyung-Sang Yu
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Sandoz Asia Pacific Pharmaceutical Pte., Ltd.

Jin Shun
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International Standard for the Exchange of e-labeling
and Adverse Events Using HL7’s Fast Healthcare
Interoperability Resources (FHIR)

Pfizer Inc

Craig Anderson

IMI Gravitate-Health; ePl on FHIR in EU and beyond
University of Oslo
Anne Moen

H&Te-labelingDIREIFR ~ERUEFE DR AL S5
EEMM (HL7 FHIR) & 25~

EID AR 2 —FmkE

B SiE

Digital Health and Product Information in Japan
(Tentative)

EEH@EE
EH B¥

Updates for PV Initiatives in China
I-Mab Biopharma Ltd. Co.

Shenyang Pharmaceutical University
Ling Su
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~Moving Creativity and Innovation Forward
in “New Normal”~
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