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DIA volunteers, members, and staff
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of conferences, workshops, training
courses, scientific publications, and
educational materials, throughout the
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8th DIA Cardiac Safety Workshop
in Japan

Current challenges and future perspectives of cardiovascular
safety assessment

January 29, 2021
Virtual(Zoom Webinar)

OVERVIEW

There are ongoing discussions surrounding cardiovascular (CV) safety assessments
of drugs in development. Although the implementation of the ICH E14/S7B
guidelines is considered a success, proarrhythmia risk assessment continues to
be one of the most important and challenging issues in drug development. The
new non-clinical CV risk assessment strategies, such as the use of human induced
pluripotent stem cells (iPS)-derived cardiomyocyte and in silico cardiac models
have been discussed at the ICH E14/S7B. In addition to the well-documented
proarrhythmia risk, other CV risks including those associated with drug-induced
changes in blood pressure, cardiac function and cardiomyocyte (structure),
have been recognized as important issues requiring attention and appropriate
assessment during drug development.

Furthermore, the increasing importance of the emerging field of cardio-oncology
reflects the success of new cancer therapies in improving life expectancy of cancer
patients while recognizing and mitigating the CV risks of innovative anticancer
drugs, including molecular targeted therapies. A wide range of cardiotoxicities
associated with existing and new anticancer therapies have been reported,
including cardiac muscle injury, heart failure, myocarditis, hypertension and
proarrhythmia.

In this workshop, we will invite clinical, industry and regulatory experts to discuss
a range of hot topics, including: Non-clinical proarrhythmia risk assessment and
best practices using iPS-derived cardiomyocyte and in silico models and at ICH
E14/S7B; Regulatory issues of clinical proarrhythmia risk assessment and case
studies using anti-diabetic medicine; A cardio-oncology field including mechanism
of drug-induced cardiotoxicity and strategies for early detection and prevention of
cardiotoxicities.

The 8th Cardiac Safety Workshop in Japan will provide a unique opportunity to
learn and discuss the current status and future perspectives of cardiovascular risk
assessments and how to prepare for a new regulatory paradigm of cardiovascular
safety assessments. We look forward to welcoming you to the virtual workshop.

Please note, simultaneous interpretation will not be provided at this event.

Virtual Exhibit Opportunities Available
For more information, contact DIA Japan
Tel: +81.3.6214.0574 | Fax: +81.3.3278.1313

Email: Japan@DIAglobal.org

n I A DIA Japan
Nihonbashi Life Science Building 6F,
I ’IIA\ 2-3-11 Nihonbashihoncho, Chuo-ku, Tokyo 103-0023 Japan
Tel: +81.3.6214.0574 Fax: +81.3.3278.1313 Email: Japan@DIAglobal.org
Drug Information Association
Global Center: Washington, DC | Americas | Europe, Middle East & Africa | China | Japan | India

PROGRAM CHAIR

Yasunari Kanda, PhD
National Institute of Health Sciences

PROGRAM COMMITTEE

Keita Fujikawa
Takeda Pharmacutical Company Limited.

Yuji Kumagai, MD, PhD
Kitasato University Hospital

Atsushi Sugiyama, MD, PhD
Toho University Faculty of Medicine

Kyosuke Takeshita, MD, PhD, FAHA
Saitama Medical Center, Saitama Medical
Universityl

Satoshi Tsunoda
Pharmaceuticals and Medical Devices
Agency (PMDA)

Takashi Yoshinaga
Eisai Co., Ltd.

PROGRAM ADVISOR

Boaz Mendzelevski, MD
Cardiac Safety Consultants Ltd.

Kaori Shinagawa, MD, PhD
Doi clinic of internal medicine

Ex- Senior Scientist for Clinical Medicine,
Pharmaceuticals and Medical Devices
Agency (PMDA)
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provide a comprehensive catalogue
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courses, scientific publications, and
educational materials, throughout the
year, all around the world.
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8th DIA Cardiac Safety Workshop in Japan Program

WHO SHOULD ATTEND

The program will benefit those with the following interests:

* Drug development and clinical research managers and associates

* Pharmaceutical physicians and medical directors
« Safety pharmacology and non-clinical scientists
* Drug safety and drug surveillance personnel

* Clinical pharmacology scientists

* Pharmacovigilance managers

* Regulatory affairs managers

* Biostatisticians

* Data managers

* |T/technology managers

« Qutsourcing and marketing managers

 Decision makers in drug safety, including toxicology, pharmacology and compliance

10:00-10:10 WELCOME AND OPENING RE-
MARKS

Hajime Saijo, PhD, MBA
Senior Vice President & Managing Director, DIA Japan

Yasunari Kanda, PhD
Head of Division of Pharmacology,

National Institute of Health Sciences

10:10-12:10 SESSION 1

12:10-13:10 LUNCH BREAK

12:40-13:00 LUNCHEON SEMINAR
FUJIFLIM Wako Pure Chemical Corporation

FUJIFILM

Value from Innovation

BET/ILLFRMERIST
13:10-15:10 SESSION 2

Announcement of ICH S7B
SESSION CO-CHAIRS

Satoshi Tsunoda, PhD
Deputy Specialist, Office of New Drug 1V,

Pharmaceuticals and Medical Devices Agency (PMDA)

Takashi Yoshinaga, PhD
Executive Director, Advanced Biosignal Safety Assessment,
Eisai Co., Ltd.

ICH S7B Q&A Points to Consider (Step 2) In Vitro
Best Practice

Gary Gintant, PhD

Senior Research Fellow, Integrative Pharm.,
Integrated Science and Technology, AbbVie

ICH S7B Q&A, Point to consider, In vivo Best practice
Katsuyoshi Chiba, PhD

Senior Director, Medicinal Safety, Quantitative Clinical
Pharmacology&Translational Sciences

Daiichi Sankyo, Inc.

ICH S7B Q&A: Points to consider for S7B Integrated
Risk Assessment

Zhihua Li, PhD

Biologist, Division of Applied Regulatory Science, Office
of Clinical Pharmacology, Office of Translational Sciences,
Center for Drug Evaluation and Research, Scientist for
Clinical Medicine,

Food and Drug Administration

Panel Discussion

PANELISTS
All speakers in Session 1

Clinical / ECG
SESSION CO-CHAIRS

Atsushi Sugiyama, MD, PhD
Professor and Chairman, Department of Pharmacology,
School of Medicine, Toho University Faculty of Medicine

Kyosuke Takeshita, MD, PhD, FAHA
Saitama Medical Center, Saitama Medical Universityl

Replacing the Thorough QT study with
Concentration-QTc analysis applied to First-in-
Human studies - recent trends and experience from
interactions with regulators

Borje C. Darp6, MD, PhD

Chief Scientific Officer, Cardiac Safety, ERT

Current status and future perspective of clinical
proarrhythmic risk assessment from a regulatory
point of view

Kaori Shinagawa, MD, PhD

Doi clinic of internal medicine

Ex- Senior Scientist for Clinical Medicine, Pharmaceuticals
and Medical Devices Agency (PMDA)

Reasons why it is difficult to evaluate cardiac safety
for antidiabetic drugs - Findings obtained in a type
1 diabetes study examining the effects of diet on
normal and insulin-deficient subjects

Jorg Taubel, MD, FFPM, FESC.

Chief Executive Officer, Richmond Pharmacology Ltd.

Panel Discussion
PANELISTS

Boaz Mendzelevski, MD
Cardiac Safety Consultants Ltd.
and All speakers in Session 2



8th DIA Cardiac Safety Workshop in Japan Program

15:10-15:40 COFFEE BREAK

15:40-17:40 SESSION 3
Cardiovascular risk assessment of
antitumor drugs

SESSION CO-CHAIRS

Keita Fujikawa, MD, PhD

Head of General Medicine Japan Medical Office,

Takeda Pharmaceutical Company Limited

Yuji Kumagai, MD, PhD

Director of Clinical Trial Center, Kitasato University Hospital

Safety translational research for cardio-oncology
using iPS cells

Tadahiro Shinohara, PhD

Senior Director, Japan Clinical Pharmacology, Clinical
Pharmacology Science,

Takeda Pharmaceutical Company Limited

Development of preventive treatment against
anticancer drug-induced side effects using big data
analysis

Yoshito Zamami, PhD

Department of Clinical Pharmacology and Therapeutics,
Tokushima University Graduate School of Biomedical
Sciences

Department of Pharmacy, Tokushima University Hospital

Cardiovascular risk assessment of antitumor drugs

Hideaki Takahashi, MD, PhD
Reviewer, Office of New Drug V,
Pharmaceuticals and Medical Devices Agency (PMDA)

Panel Discussion
PANELISTS
All speakers in Session 3

17:40-18:20 CLOSING REMARKS.

Yasunari Kanda, PhD
Head of Division of Pharmacology,
National Institute of Health Sciences

71010710 somom 24th DIA Japan Annual Workshop
Akt for Clinical Data Management

Towards the New Normal
Key enablers to accelerate innovation

February 17-19, 2021 DIA
Zoom Webinar
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