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— Moving Towards Integrated Cardiovascular
Risk Assessment Models —
October 23-24, 2014

KFC Hall | Ryogoku, Tokyo
diahome.org/Japan-5thCSW

O

Simultaneous Translation
will be available
in English and Japanese.

PROGRAMME OVERVIEW

The current cardiac safety paradigm based on S7B and E14
has largely eliminated new drugs with torsadogenic potential
entering the market. However, since the paradigm cannot
necessarily provide enough precise information to predict
proarrhythmic effects of new compounds, pharmaceutical
companies may have inappropriately discontinued the
development of efficacious drugs solely due to their QT-
interval prolonging property.

At a FDA/CSRC/HESI-sponsored Think Tank Meeting held

at FDA Headquarters on July 23, 2013, a new cardiac safety
paradigm was proposed. It involves the Comprehensive In Vitro
Proarrhythmia Assay (multiple ionic current measurement, in
silico proarrhythmia prediction model, and usage of human
ventricular myocytes) and careful Phase 1 ECG assessment.

Can TQT studies be completely removed from the paradigm?
What should an intensive ECG study be? How will the IQ-CRSC
prospective study influence the new paradigm? Will the current
S7B and E14 guidelines be revised or will new guidelines

be drafted?

This is a challenging time. The 5™ Cardiac Safety Workshop
in Japan will deal with the above and other topics. We look
forward to welcoming you to the workshop.
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DAY 1| THURSDAY, OCTOBER 23

8:30-9:00 REGISTRATION
9:00-9:20 WELCOME AND OPENING REMARKS
Ko Sekiguchi

Representative Director, DIA Japan

The Mission of the 5" DIA Cardiac Safety Workshop in Japan
ProGgraM CHAIR
Hiroyuki Fukase, MD, PhD

Director, CPC Clinical Trial Hospital, Medipolice Medical Research
Institute

Overview and Raising Issues

Atsushi Sugiyama, MD, PhD

Professor, Department of Pharmacology, School of Medicine,
Faculty of Medicine, Toho University

11:30-11:50

Exploring Alternative Cardiac Safety Paradigms: A Regulatory
Perspective

Colette Strnadova, PhD

Senior Scientific Advisor, Health Canada

11:50-12:30

Roundtable Discussion

PANELISTS

All speakers for this session and

Koki Nakamura, MD, PhD

Senior Director, Global Medical Affairs - Japan, Takeda
Development Center Japan, Pharmaceutical Development
Division, Takeda Pharmaceutical Company Limited

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

9:20-10:40 SESSION 1 — PART 1 12:30-14:00 LUNCH BREAK
Integrated Cardiac Safety: Regulatory Update
SESSION Co-CHAIRS 14:00-15:40 SESSION 1- PART 2

Krishna Prasad, MB, BS, MD, FRCP

Clinical Assessor/Consultant Cardiologist, Medicines and Healthcare

Products Regulatory Agency, UK
Kaori Shinagawa, MD, PhD

Senior Scientist for Clinical Medicine, Pharmaceuticals and Medical

Devices Agency

9:20-9:40
Comprehensive in vitro Proarrhythmia Assay
REMOTE PRESENTATION VIA INTERNET

Norman Stockbridge, MD, PhD

Director, Division of Cardiovascular and Renal Products, OND,

CDER, FDA, USA

9:40-10:00

Current Status and Future Perspectives on ICH S7B including

CiPA
REMOTE PRESENTATION VIA INTERNET

John E. Koerner, PhD
Senior Pharmacologist, OND, CDER, FDA, USA

10:00-10:20

The 1Q-CSRC Prospective Clinical Study: Can ‘Early QT
Assessment’ Replace the TQT Study?

Borje Darp6, MD, PhD

Global Medical Director, iCardiac Technologies, Sweden

10:20-10:40
Current Status and Future Perspectives on ICH E14
Kana Watanabe

Reviewer, Office of New Drug IV, Pharmaceuticals and Medical

Devices Agency

10:40-11:10 COFFEE BREAK
11:10-12:30 SESSION 1 - PART 1 (CONTINUED)
1:10-11:30

Alternatives to TQT - Early Clinical QT or CiPA? Do we know?

Krishna Prasad, MB, BS, MD, FRCP

Group Manager & Lead, CV-Diabetes Unit, Consultant Cardiolo-

gist, Medicines and Healthcare Products Regulatory Agency,
UK

Integrated Cardiac Safety: Scientific Update
SessioN Co-CHAIRS

Boaz Mendzelevski, MD

Vice President of Cardiology, BioClinica Inc, UK

Atsushi Sugiyama, MD, PhD

Professor, Department of Pharmacology, School of Medicine,
Faculty of Medicine, Toho University

14:00-14:20

The Current Trends and Issues on Integrated Cardiac Safety
Atsushi Sugiyama, MD, PhD

Professor, Department of Pharmacology, School of Medicine,
Faculty of Medicine, Toho University

14:20-14:40

Impacts of CiPA on Cost-benefit Performance in a

Drug Development

Kentaro Ando, PhD

Department of Pharmacology, School of Medicine, Faculty of
Medicine, Toho University

14:40-15:00

In vitro Assay: iPS-cell Derived Cardiomyocytes (tentative)
Yuko Sekino, PhD

Head, Division of Pharmacology, National Institute of Health
Sciences and

Yasunari Kanda, PhD

Division of Pharmacology, National Institute of Health Sciences

*To be presented by Dr. Kanda

15:00-15:20

Potential Applications of Heart Simulation to the Safety
Pharmacology Study in the Future

Takashi Ashihara, MD, PhD

Associate Professor, Department of Cardiovascular Medicine,
Shiga University of Medical Science

15:20-15:40

In Silico Cardiac Safety Assessment of Drug Effects on Multiple
lonic Currents Using the Heart Simulator

Jun-ichi Okada, PhD

Graduate School of Frontier Sciences, The University of Tokyo
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Network with Professional Colleagues

15:40-16:10 COFFEE BREAK
16:10-17:55 SESSION 1 - PART 2 (CONTINUED)
16:10-16:30

Genetic and Clinical Characteristics of Infants, Children and

Adolescents with Long QT Syndrome in Japan
Masao Yoshinaga, MD, PhD

Chief Director, Department of Pediatrics, National Hospital

Organization Kagoshima Medical Center

16:30-16:50

The Thorough QT/QTc Studies - Current Status in Japan

Yuji Kumagai, MD, PhD

Professor and Director, Clinical Trial Center, Kitasato Academic

Research Organization

16:50-17:10

The Utility of Phase 1 QT Data to Replace the Thorough

QT Study
Hiroyuki Fukase, MD, PhD

Director, CPC Clinical Trial Hospital, Medipolice Medical

Research Institute

17:10-17:55

Roundtable Discussion

PANELISTS

All speakers for this session

18:00-19:30 NETWORKING RECEPTION

» Anywhere Anytime! a &

DIA ConneX You__

DIA’s members-only social netWorking—- — !
style website is a vital resource for profes- .
sionals like you looking to connect with others ’ ™

a’m

in your field and improve your job performance.

m

Thousands of your colleagues
will be part of DIA ConneX, so
don’t get left behind. .

How Can-BHACGnneX Help You?
* Get answers to on-the-job
questions =~
Cacth
* Access shared resources such as ;,!;,’
white papers and articles pavediabionsiord
» Network with thousands of your
colleagues worldwide

—

Get connected at Wwwdiqlv—qme.ongﬁml"b'ﬁf');(.

Exchange Knowledge,
Make Connections,
Foster Relationships

DIA Membership

DIA member benefits offer exclusive access to DIA’s
scientific journal and magazine; educational materials
and resources; special member pricing and discounts;
as well as enhanced access to a global community of
more than 30,000 stakeholders in the life sciences
product development arena.

Exchange knowledge, increase your connections, and
foster relationships faster by taking advantage of DIA
membership. DIA member benefits help professionals
develop, innovate, and advance their careers, as well as
the industry.

DIA Communities

DIA members stay connected even after the
meeting ends! DIA Communities allow members
to exchange information, explore industry hot
topics, and grow their professional network.

With more than 30 interest-specific areas
to choose from, DIA Communities keep
you connected.

Join today!

diahome.org/Membership
diahome.org/Communities

@ 19it-2014

www.diahome.org
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8:30-9:00 REGISTRATION

9:00-10:20 SESSION 2

Blood Pressure Changes Associated With New
Drug Development: Regulatory and Scientific
Updates

SessioN Co-CHAIRS

Kentaro Ando, PhD

Department of Pharmacology, School of Medicine, Faculty of
Medicine, Toho University

Yuji Kumagai, MD, PhD

Professor and Director, Clinical Trial Center, Kitasato Academic
Research Organization

9:00-9:20

Off-target Drug-induced Blood Pressure Changes: A Case
Study

REMOTE PRESENTATION VIA INTERNET

Rajnikanth Madabushi, PhD

Team Leader, Division of Clinical Pharmacology |, OCP, OTS,
CDER, FDA, USA

9:20-9:40

Non-clinical Assessment of Blood Pressure Changes:
Challenges, New Technologies and Translation to Human
Andrea Greiter-Wilke, PhD, DVM

Head, Safety Pharmacology, F. Hoffmann-La Roche AG,
Switzerland

9:40-10:00

Off Target Blood Pressure Changes and Evaluation in
Drug Development

Boaz Mendzelevski, MD

Vice President of Cardiology, BioClinica Inc, UK

10:00-10:20

Roundtable Discussion

PANELISTS

All speakers for this session

10:20-10:50 COFFEE BREAK

10:50-11:30 SESSION 3

Abstract Session

SessioN Co-CHAIRS

Hiroyuki Fukase, MD, PhD

Director, CPC Clinical Trial Hospital, Medipolice Medical Research
Institute

Yuji Kumagai, MD, PhD

Professor and Director, Clinical Trial Center, Kitasato Academic
Research Organization

10:50-11:10
Quantitative T Wave Morphology Analysis as an Adjunct to QT
Assessment of New Drugs

Robert Kleiman, MD
Chief Medical Officer and Vice President, Global Cardiology,
ERT, USA

11:10-11:30

Investigating the Ethnic Differences between the Effects
of Moxifloxacin on Cardiac Conduction in Japanese and
Caucasians

Joerg Taubel, MD, FFPM
Chief Executive Officer, Richmond Pharmacology Ltd., UK

11:30-13:00 LUNCH BREAK

13:00-14:40 SESSION 4

Cardio-Oncology: Regulatory and Scientific
Updates

SessioN Co-CHAIRS

Zhe Jin, MD, PhD

Safety Physician, Manager, Japan Safety & Surveillance Division,
Research and Development, Janssen Pharmaceutical K.K.

Boaz Mendzelevski, MD

Vice President of Cardiology, BioClinica Inc, UK

13:00-13:20

Evaluation of Effects of Drug on QT/QTc Interval in Oncology
Drug Development in Japan

Misaki Naota, DVM, PhD

Reviewer, Office of New Drug V, Pharmaceuticals and Medical
Devices Agency

13:20-13:40

Why is Cardio-oncology Important for the Regulators?
Krishna Prasad, MB, BS, MD, FRCP

Clinical Assessor/Consultant Cardiologist, Medicines and
Healthcare Products Regulatory Agency, UK

13:40-14:00

Detection of Heart Failure and Myocardial Toxicity

Yuichi Ando, MD, PhD

Professor, Department of Clinical Oncology and Chemotherapy,
Nagoya University Hospital

14:00-14:20

Impact on ‘Alternative’ QT Studies in New Oncology
Drug Development

Boaz Mendzelevski, MD

Vice President of Cardiology, BioClinica Inc, UK

14:20-14:40

Roundtable Discussion

PANELISTS

All speakers for this session

Unless otherwise disclosed, DIA acknowledges that the
statements made by speakers are their own opinion and not
necessarily that of the organization they represent, or that of

the Drug Information Association.

Speakers and agenda are subject to change without notice.

Recording of any DIA tutorial/workshop/meeting
information in any type of media, is

prohibited without prior written consent from DIA.
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14:40-15:10 COFFEE BREAK
DIA 2015 ANNUAL MEETINGS
15:10-16:30 SESSION 5
Cardio-Metabolic: Regulatory and Scientific
Updates APRIL 13-15

SessloN Co-CHAIRS

Koki Nakamura, MD, PhD

Senior Director, Global Medical Affairs - Japan, Takeda Develop-
ment Center Japan, Pharmaceutical Development Division, Takeda
Pharmaceutical Company Limited

Colette Strnadova, PhD

27* Annual EuroMeeting 2015
Paris, France

MAY 24-27

7" DIA China Annual Meeting 2015

Senior Scientific Advisor, Health Canada Beijing, China
15:10-15:30
The Cardiovascular Safety of Diabetes Drugs - The Alogliptin JUNE 14-18
Experience

DIA 2015: 5Tt Annual Meeting

Emiko Koumura, MD, PhD Washington, DC

Senior Director, Clinical Science, Japan Development Center,
Takeda Pharmaceutical Company Limited

SEPTEMBER

DETAILS
COMING
SOON

15:30-15:50
Japan’s Participation in a Global Cardiovascular Outcome
Study

Masako Nakano, MD, PhD

12t Latin American Conference of Clinical
Research | TBA

Medical Fellow, Eli Lilly Japan K.K. OCTOBER

15:50-16:10 ] ) DIA India 2015: 10t Annual Meeting
The CSRC Diabetes CV Expert Perspective Paper - Overview TBA

and Recommendations

Mary Jane Geiger, MD, PhD, FACP NOVEMBER 15-17

Senior Director, Cardiovascular & Metabolism Therapeutics,
Regeneron Pharmaceuticals Inc., USA

DETAILS
COMING

SOON DIA Japan 2015: 12t Annual Meeting

16:10-16:30 Tokyo Big Sight

Roundtable Discussion

PANELISTS \ /

All speakers for this session

16:30-16:40 CLOSING REMARKS

ProGrAM Vice-CHAIR
Boaz Mendzelevski, MD
Vice President of Cardiology, BioClinica Inc, UK

Private Social Function Policy

DIA does not allow hospitality functions to be held during
any DIA meeting sessions, scheduled exhibit hours, or social
events. Therefore, the hours noted below are the only hours
that are acceptable for hospitality functions.

Wednesday, October 22 ............ All time are acceptable
Thursday, October 23 ....... Before 8:00 and after 20:30
Friday, October 24............... Before 8:00 and after 17:30




REGISTRATION FORM: Register online or forward to
DIA Japan, Nisso 22 Building, 7F, 1-11-10 Azabudai, Minato-ku, Tokyo

106-0041 Japan
tel +81-3-5575-2130 « fax +81-3-3583-1200

5% DIA Cardiac Safety Workshop in Japan

Event #14305 « October 23-24, 2014 | KFC Hall | Ryogoku, Tokyo

Address: 1-6-1 Yokoami, Sumida-ku, Tokyo 130-0015

DIA will send participants a confirmation letter within 10 business days after receipt of

their registration.

Registration Fees [f DIA cannot verify your membership, you will be charged the nonmember
fee. Registration fee includes refreshment breaks and reception (if applicable), and will be ac-

cepted 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.diahome.org/Membership
O DO want to be a DIA member
O DO NOT want to be a DIA member

ALL FEES LISTED BELOW

INCLUDE THE 8%
CONSUMPTION TAX

MEMBER

NONMEMBER

WITH

MEMBERSHIP *

NONMEMBER

Early Bird (until Oct. 10) ¥63,720
Industry ¥69,12001
Government, Non Profit, Academia,

Medicals ¥27,00001
Early Bird (until Oct. 10) ¥79,9201
Industry ¥85,32001
Government, Non Profit, Academia,

Medicals ¥43,2004
Industry ¥85,32001
Government (Full-time) ¥27,00001
Non Profit, Academia, Medicals ¥43,200

* ** Please note that the consumption tax rate will change from 5% to 8% from April Tst.
*If paying a nonmember fee, please check one box above, indicating whether you want membership.

Please check the applicable category:

O Academia O Government O Industry

0 CSO (Contract research/service organization)

0 Student (Call for registration information)

Last Name

First Name

M.l

Degrees

Q Dr

QMr QO Ms

Job Title

Company

TRAVEL AND HOTEL
Dai-ichi Hotel Ryogoku is convenient accommodation adjacent to
the venue. To reserve, please contact the Dai-ichi Hotel Ryogoku
below.
Address:  1-6-1 Yokoami, Sumida-ku, Tokyo 130-0015, Japan
Telephone: +81-(0)3-5611-5211 / Fax: +81-(0)3-5611-5212
email: daiichi-hotel@dh-ryogoku.com
URL: http://www.dh-ryogoku.com/english/index.html

CANCELLATION POLICY: On or before October 16, 2014
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
reservations. You may transfer your registration to a colleague at any
time but membership is not transferable. Please notify DIA of any
such substitutions as soon as possible. Substitute registrants will be
responsible for nonmember fee, if applicable.

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.

PAYMENT OPTIONS
Register online at www.diahome.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)

Address (As required for postal delivery to your location)

City State

Zip/Postal

Country

email Required for confirmation

Phone Number Required Fax Number

O VIsA O Mc Exp. (mm/yy)
Card No.
Cardholder Name
Signature
CONTACT INFORMATION

Contact the DIA Japan office in Tokyo
for further information.

1964-2014
tel: +81.3.5575.2130 | fax: +81.3.3583.1200 M T

= 1 M
email: DIAJapan@diajapan.org = <2 u. li

www.dlahame.org
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Simultaneous Translation
will be available
in English and Japanese.

S

WL . BRRBAFICH B0 R 2 M EHE (KICH E14A MRSV ICE DAL ERQTE RETFT JATILRRE
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%, 201347 A23HIZFDAKRER TR S417= CSRC/ HESI Thinktank Meeting: Rechanneling the wH L=

Current Cardiac Risk Paradigm: Arrhythmia Risk Assessment During Drug Development without

the Thorough QT Study T. FDADRE—H—&YICH E14E A%, QTICEEL-EHKI D5 TRYSLEIRER

NODEERBIFIFHEELTELT . REDDBRLMTMICHE TH/ X1 LITEL-REEZSE
LTWEEEZONANREEDHANSEHEOLENHDILEDERAT, INTFILOER
MIREINT=, CORETIRESNI=FH/V54 4 L. nonclinical proarrhythmia assessments (the
Comprehensive In vitro Proarrhythmia Assay (CiPA))[ZHUNTIL, in vitro DI ILFAF 2 F v

BioClinica, Inc.
Boaz Mendzelevski

R ILT7 vt A (Voltage Clamp) . in silico M #ARE S 2 2L —33> (Proarrhythmic Liability) . E b IR LEER
D AR R (PSHERE7E & ) B #E RS B 3R 0 AR flAE) % A U712 58 B& (Confirmatory Electrophysiology HHKE
Data) D f& R & #E & L. Proarrhythmia Score EL THEREAR RVEEEILT HEMRIESH TH BHAKER
TW5, BELNFRD DR S MmO #4HA M D Thorough QT RERFSTELITHERRTESHIZD
WTOAL LY RIE, RE/LNTUEL, BLESNBE O E LS ABEIBELAD, Yoy I7—RRASH
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International Consortium for Innovation and Quality in Pharmaceutical Development) & CSRC o o N
(the Cardiac Safety Research Consortium) D B T2014F ) HMSLEAIESN TLVS, ICH Etﬁﬂa?euu:iﬁﬁiitzﬁ
STBICE DKL MEEHBOBREEER T, MHARKKARICH T 55D EREHE P S
(Intensive QT) TEHEZE T NEEMAHIGIEE . Thorough QT RERZRIFTELEMHEFDOTILTY I TEGEA EERER RS S
ALERELT DDLENH D EMEOQTRIRER . BELHMTEIRUSMNCE, EMHARRE LS Q) &
TEIEFRISNABRFEZT I ZHEELTEY. MHBRKRHARICEVWTENLZAET . KU
BEMDLEREEETMDENE. Integrated Cardiovascular Risk Assessment Models DFEIL A HIKEFE
KON TS, 2Zlh B
AID—92avTTlEDBREMHEEHICE T2ERNNDETEDE—ABEERE—H—LLT
$AEEL . ICH S7B. ICH E14 &< %&)E. Cardiac Safety Paradigm DIRIREBLEFTHBNUL =12
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Tel: 03-5575-2130

Fax: 03-3583-1200

E-mail: diajapan@diajapan.org
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8:30-9:00 =47
9:00-9:20 BEDRE
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9:20-10:40 tyav1 -E188

Integrated Cardiac Safety: Regulatory Update
ER:

Medicines and Healthcare products Regulatory Agency
Krishna Prasad

WITBUAAN ERMERBBRGHE
wmll &

9:20-9:40

Comprehensive in vitro Proarrhythmia Assay
=Ry MCLBEE

FDA

Norman Stockbridge

9:40-10:00

Current Status and Future Perspectives on ICH S7B including
CiPA (tentative)

TR —Fy ML BFEE

FDA

John E. Koerner

10:00-10:20
The IQ-CSRC Prospective Clinical Study: Can ‘Early QT
Assessment’ Replace the TQT Study?

iCardiac Technologies
Borje Darpo

10:20-10:40
Current Status and Future Perspectives on ICH E14 (tentative)

WITBUAAN ERMERBBRAHE
Ee #R

10:40-11:10 dA—k—JL41%
11:10-12:30 tyiar1 - 18 &S
11:10-11:30

Alternatives to TQT - Early Clinical QT or CiPA? Do we know?

Medicines and Healthcare products Regulatory Agency
Krishna Prasad

11:30-11:50
Exploring Alternative Cardiac Safety Paradigms: A Regulatory
Perspective

Health Canada
Colette Strnadova

11:50-12:30
SVVET=IWVT1Rhvay
NRURN:D KEyYavOFRERT

HREESITEKKSH

hi &2

HIPKRE

2l B
12:30-14:00 SUFILAY
14:00-15:40 tyav1 -F258

Integrated Cardiac Safety: Scientific Update
EER:

BioClinica Inc.
Boaz Mendzelevski

RIBKRE
Bl B

14:00-14:20
The Current Trends and Issues on Integrated Cardiac Safety

RIBKRE
Bl B

14:20-14:40

Impacts of CiPA on Cost-benefit Performance in a
Drug Development

BAKE

"R BEXEP

14:40-15:00
In vitro Assay: iPS-cell Derived Cardiomyocytes (tentative)

ENEXERERBERIEH

RE T
EyEERRREHEREHR
HRE R

KBS BALEICTRRVLEET,

15:00-15:20

Potential Applications of Heart Simulation to the Safety
Pharmacology Study in the Future

ERNIREEN BHEERKE

AR &F

15:20-15:40
In Silico Cardiac Safety Assessment of Drug Effects on Multiple
lonic Currents Using the Heart Simulator

RRKZE

FE #—
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15:40-16:10 d—k—JL414
16:10-17:55 tyav1 - F28 (E)
16:10-16:30

Genetic and Clinical Characteristics of Infants, Children and
Adolescents with Long QT Syndrome in Japan

WITBUR AE LRI BEREERE 5 —
5k IEX

16:30-16:50
The Thorough QT/QTc Studies - Current Status in Japan

FEERE
s A

i

16:50-17:10

The Utility of Phase 1 QT Data to Replace the Thorough

QT Study

—REEAEE AN AT A RYREZMRME >—E—L—AERRER
L=

17:10-17:55
SOVRT=TIT1AhYvay
INRKVAR ®EvavnEEE

Network with Professional Colleagues
» Anywhere Anytime! s ®
A

®

8 -

DIA ConneX You__

DIA’'s members-only social netWorking— —
style website is a vital resource for profes-
sionals like you looking to connect with others as)
in your field and improve your job performance. i
ﬂh Thousands of your colleagues
will be part of DIA ConneX, so
don’t get left behind.

How Can-BtA ConneX Help You?

* Get answers to on-the-job
questions
* Access shared resources such as
white papers and articles
* Network with thousands of your
colleagues worldwide

)& b
E‘ﬂg
P22

www.diahome.org

Get connected at WWW.diqh_gme.orngfAfb'F/ﬁ;(.

18:00-19:30 BN E
Exchange Knowledge, DIA Communities

Make Connections,
Foster Relationships

DIA Membership

DIA member benefits offer exclusive access to DIA’s
scientific journal and magazine; educational materials
and resources; special member pricing and discounts;
as well as enhanced access to a global community of
more than 30,000 stakeholders in the life sciences
product development arena.

Exchange knowledge, increase your connections, and
foster relationships faster by taking advantage of DIA
membership. DIA member benefits help professionals

DIA members stay connected even after the
meeting ends! DIA Communities allow members
to exchange information, explore industry hot
topics, and grow their professional network.

With more than 30 interest-specific areas
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you connected.
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Join today!
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8:30-9:00 =47

11:30-13:00 SVvFILALY

9:00-10:20 tyav2

13:00-14:40 tvav4

Blood Pressure Changes Associated with New
Drug Development: Regulatory and Scientific
Updates

ER:

RIKRE
TR EXER

TEXE

R Hea
9:00-9:20
Off-Target Drug-induced Blood Pressure Changes: A Case
Study

TR —Fy ML BEE
FDA
Rajnikanth Madabushi

9:20-9:40
Non-clinical Assessment of Blood Pressure Changes:
Challenges, New Technologies and Translation to Human

F. Hoffmann-La Roche AG
Andrea Greiter-Wilke

9:40-10:00
Off Target Blood Pressure Changes and Evaluation in
Drug Development

BioClinica Inc.
Boaz Mendzelevski

10:00-10:20
SOVRT=TIVT1AhYvay
INZVAR: ®EvavnEEE

10:20-10:50 dA—k—JL41%
10:50-11:35 tviav3
Abstract Session

ER:

—REIREAAT AR RELFRME o —E—>—aRHELR
AB LE
LEXZ
RS MR
10:50-11:10

Quantitative T Wave Morphology Analysis as an Adjunct to QT

Assessment of New Drugs

ERT
Robert Kleiman

11:10-11:30

Investigating the Ethnic Differences between the Effects
of Moxifloxacin on Cardiac Conduction in Japanese and
Caucasians

Richmond Pharmacology Ltd.
Joéerg Taubel

Cardio-Oncology: Regulatory and Scientific
Updates

ER:
Yot I7r—I%AEH
& B

BioClinica Inc.
Boaz Mendzelevski

13:00-13:20

BAROmH AFIRFICHSITZQTHIFFERICEI I 25HEIC DL
T

MITBUEAN EEREREFLEHE

EH &#TF

13:20-13:40

Why is Cardio-oncology Important for the Regulators?

Medicines and Healthcare products Regulatory Agency
Krishna Prasad

13:40-14:00
Detection of Heart Failure and Myocardial Toxicity

A BRPELHHERE
REE m—

14:00-14:20
Impact on ‘Alternative’ QT Studies in New Oncology
Drug Development

BioClinica Inc.
Boaz Mendzelevski

14:20-14:40
SOVRT=IVT1RBhYay
INRVARN. ByoavnEEE

14:40-15:10 d—k—JLA47

BIZARLAVRY, KT—923vTITTHRRSNINBERRERAADR
RTHY. ET S, HDLIIDIADEDEERYFEE A
RREBLVEEIMNNLEFEGLKERSNLIENHYFET
EHICETEHEELL DIAMRUEDEREZRE T HLIE, LWHREHET
HoTEEIEINTVET,
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15:10-16:30 ty3av5s

Cardio-Metabolic: Regulatory and Scientific
Updates

ER:

RHEESRIESRARH

i i

Health Canada

Colette Strnadova
15:10-15:30

The Cardiovascular Safety of Diabetes Drugs - The Alogliptin
Experience

KBERGIXHGARH
AR REF

15:30-15:50
Japan’s Participation in a Global Cardiovascular Outcome
Study

BARA—Z4))— A=t
hE HF

15:50-16:10
The CSRC Diabetes CV Expert Perspective Paper - Overview
and Recommendations

Regeneron Pharmaceuticals Inc.
Mary Jane Geiger

16:10-16:30
SOVRT=TIVTF1ABYay
INRUAR KEvarvnEEs

16:30-16:40 IS DR

DIA 2015 ANNUAL MEETINGS

DETAILS
COMING
SOON

DETAILS
COMING
SOON

oS LBIEER
BioClinica Inc.
Boaz Mendzelevski

Private Social Function Policy

AI—vav FESRS. HT0TSLNDRE. BR.
BHREFOAUDORMERFTEREZEL,
TEEMFICOEFELTIE. ChIZRYFEE A

108228 (7k) g =|
108238 (K oo FRISHF LLRT . F-#28hF 4 LIfE
108248 (£) oo FRISHF LLRT . F- #2507 L&

APRIL 13-15

27* Annual EuroMeeting 2015
Paris, France

MAY 24-27

7" DIA China Annual Meeting 2015
Beijing, China

JUNE 14-18

DIA 2015: 5Tt Annual Meeting
Washington, DC

SEPTEMBER

12t Latin American Conference of Clinical
Research | TBA

OCTOBER

DIA India 2015: 10* Annual Meeting
TBA

NOVEMBER 15-17

DIA Japan 2015: 12t Annual Meeting
Tokyo Big Sight
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