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PURPOSE

* |CH reform and the resultant new ICH organization will better equip
ICH to face the challenges of global pharmaceutical development and
regulation.

* DIA serves as a global forum to help ICH increase its global reach, and
future ICH activities align with future DIA activities.

* Timing between the ICH Meeting in Osaka (November 5-10) and DIA
Japan Annual Meeting in Tokyo (November 13-15) presents a great op-
portunity for the ICH/DIA Joint Tokyo Workshop After ICH Japan Meet-
ing (November 12) to share major outcomes and implications from the
ICH Osaka Meeting.

9:30-11:00 SESSION 1:ICH REFORM AND DIA CONTRIBUTION

Overview of ICH Reform and Its Vision
Impact of ICH Reform on Asia and Japan Contribution

DIA’s Contribution to ICH - Role of a Platform

11:30-13:00,14:00-15:30 SESSION 2:UPDATE ON ICH GUIDELINES (3 TRACKS)

In this session, each track will cover not only update on the ICH Osaka Meeting
but also follow-up discussions with Key members from major ICH regions.

Track 1 E17 - Impact on Development Strategy
Track 2 E6 - Impact on Clinical Operations

Track 3 E2 - Global safety Monitoring

Each track will have morning (11:30 - 13:00: mainly update on ICH Osaka Meeting)
and afternoon (14:00 - 15:30: focus on advanced discussions) sessions.

16:00-18:00 SESSION 3: PANEL DISCUSSION - THE FUTURE ACTIVITIES

In this session, the future activities of ICH(including new topics of ICH guideline)
and contribution of DIA will be discussed among key members in ICH
Management Committee.

Simultaneous Translation
Available
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SATURDAY, NOVEMBER 12, 2016

8:50-9:20 REGISTRATION

9:20-9:30 WELCOME AND OPENING REMARKS
Ko Sekiguchi

Director
DIA Japan

9:30-11:00 SESSION 1: ICH REFORM AND DIA CONTRIBUTION

SESSION CHAIRS

Kazumichi Kobayashi

Chair

DIA Advisory Council of Japan

Junko Sato, PhD

International Coordination Officer
Pharmaceuticals and Medical Devices Agency(PMDA)

ICH activity has 25 years’ history and published 60 and more
harmonized guidelines for new drug registrations based on the
consensus of EU/Japan/US regulators with industries supports.
Those guidelines give the development stakeholders the
opportunities of global efficient strategy and operation to improve
patient’s access to better human medicines across the globe. The
GCP (E6), Common Technical Documents (M4) and MedDRA (M1)
are the typical examples of ICH successes.

ICH initiated discussions on organizational reform from 4 years

ago and now more involvement in ICH activities from regulators
around the world and other international industry organizations are
welcomed and expected.

In this session, an overview of ICH reform and its vision will

be presented, then the Asian impact of this ICH reform, and
expectations for collaboration between ICH and DIA activities will
be explained.

Overview of ICH Reform and Its Vision
Lenita Lindstrom-Gommers

Directorate General for Health and Food Safety
European Commission(EC)

Impact of ICH Reform to Asia and Japan Contribution
Toshiyoshi Tominaga, PhD

Associate Executive Director for International Programs
Pharmaceuticals and Medical Devices Agency (PMDA)

DIA’s Contribution for ICH - Role of a Platform

Tatsuo Kurokawa, PhD
President

DIA

President

Japan Self-Medication Industry
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SESSION 2:UPDATE on ICH GUIDELINES (3 Tracks)

In this session, each track will cover not only update on the ICH Osaka Meeting but also follow-up discussions with Key members from major

|ICH regions.
11:30-13:00 MORNING SESSION

Track 1
E17 - Impact on Development Strategy

SESSION CHAIR
Yoshiaki Uyama, PhD

Director, Office of Medical Informatics and Epidemiology
Pharmaceuticals and Medical Devices
Agency(PMDA)

E17 guideline which describes general
principles for the planning and design of multi-:
regional clinical trials (MRCTs) reached Step
2 in this June, and its public consultation has
been initiated in each region.

E17 guideline refers to advanced concepts
in the context of global drug development,
such as “pooled region” and “pooled
subpopulation,” to facilitate global drug
development with MRCTs, in addition to
general recommendations to increase

the acceptability of MRCTs in regulatory
submissions worldwide.

In this session, we will invite speakers from

: multiple areas; Japan members in E6 expert
working group, Dr. Mullin from FDA in ICH

: executive committee, Mr. Hirose (Office
director) from PMDA in Office of Non-clinical
- and Clinical Compliance, a global member
from Clinical Quality Management System

: initiative in TransCelerate and Dr. Fujiwara

In this session, speakers from regulatory and
industry members from the three regions in
E17 Expert Working Group will be invited to
show their expectations for E17 guideline, and
discuss challenges to implement E17 guideline
and its impact to the future global drug
development strategy.

i Track 2
E6 - Impact on Clinical Operations

SESSION CHAIR

: Satoshi Saeki, MS

+ Associate Director

: Business Process Improvement & Innovation

* Quality, Innovation, and Learning Services (QuILS)
Astellas Pharma Development Inc.

: ICH E6 revision 2 (R2) is expected to

approximately 20 years since the revision

: 1was published in 1996 and a total of new
: 26 sections will be added as an addendum
in the main body. These sessions can be

* mainly categorized as 5 fields with Quality
management, Clinical trial monitoring,

: Electronic records, Essential documents

: and oversite responsibilities. Especially, :
s introduction of risk-based approach to quality
management appears to be one of the big
topics in the ICH E6 (R2).

Track 3
E2 - Global Safety Monitoring

: SESSION CHAIRS
: Gerald Dal Pan, M.D., M.H.S.

: Director, Office of Surveillance and Epidemiology
: U.S. Food and Drug Administration(FDA)

Rie Matsui, RPh

- Director, Regional Labeling Head for Asia, International

* Labeling Group
* Pfizer Japan Inc.

reach step 4 in this November. It has been

from National Cancer Center. They will presentg
: their perspectives on implement ICH E6 new

Overview of E17 Guideline and Update
from ICH Osaka Meeting

Yoshiaki Uyama, PhD

E17 EWG Rapporteur

Director, Office of Medical Informatics and
Epidemiology

Pharmaceuticals and Medical Devices
Agency(PMDA)

Regulator’s Expectations for £77 GL

-From PMDA'’s Perspectives
Yoko Aoi, PhD

Reviewer, Office of New Drug IV
Pharmaceuticals and Medical Devices
Agency(PMDA)

-From FDA’s Perspectives
Lisa LaVange, PhD

Director,Office of Biostatistics
Center for Drug Evaluation and Research
(CDER)

U.S. Food and Drug Administration(FDA)

-From EMA’s Perspectives
Armin Koch, PhD

Director of the Institute for Biostatistics
Hannover Medical School

guideline and its impact on clinical operations
and in the panel, they will also discuss some

: challenges and future expectation on the ICH
JE6 (R2). :

Overview and status update of E6 GL
Ryosuke Sakai

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

Regulator’s Expectations and Future
Impacts on E6 GL

-From PMDA’s Perspectives

Makoto Hirose

Office Director, Office of Non-clinical and Clinical
Compliance

Pharmaceuticals and Medical Devices
Agency(PMDA)

-From FDA’s Perspectives
Theresa M. Mullin, PhD

Director, Office of Strategic Programs
U.S. Food and Drug Administration(FDA)

All guidelines for ICH-E2 (Clinical Safety) have
: reached Step 5 and have been implemented in
: each region/country.

This session will provide an overview of the
current status of the ICH E2 guidelines on

. benefit-risk evaluation, risk management
planning after implementation of E2E and

: labeling.

Representatives from PMDA, USFDA and
: Health Canada will share their experiences
and expectations for the future development
- of ICH E2, while industry representatives will
present considerations on developing risk
* management approaches and labeling during
drug development. In a subsequent panel
: discussion, we will discuss the challenges
and future of the E2 guidelines regarding the
aforementioned topics.

Overview and Status Update of
Benefit Risk Balance Evaluation & Risk
Management Plan

E. Stewart Geary, MD

Senior Vice President, Chief Medical Officer
Eisai, Co., Ltd.

Regulator’s Expectations on Risk
Management and the Future for ICH E2

-From PMDA’s Perspectives
Shinobu Uzu
Chief Safety Officer

Pharmaceuticals and Medical Devices
Agency(PMDA)

-From FDA’s Perspectives
Gerald Dal Pan, M.D., M.H.S.

Director, Office of Surveillance and Epidemiology
U.S. Food and Drug Administration(FDA)

-From Canada’s Perspectives
Rania Mouchantaf, PhD

Manager Marketed Pharmaceuticals and Medical
Devices MHPD

Health Canada
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13:00-14:00 LUNCH BREAK

14:00-15:30 AFTERNOON SESSION
Track 1

Track 2 Track 3

Industry’s Expectations for E17 GL

-From JPMA’s Perspectives

Osamu Komiyama
Senior Manager
Pfizer Japan Inc.

-From PhRMA’s Perspectives

Laurie Letvak, MD

Head, Clinical Policy and Medical Ethics
Chief Medical Office

Novartis Pharmaceuticals Corporation

-From EFPIA’s Perspectives
Vibeke Bjerregaard, MSc

Senior Regulatory Manager,Regulatory Affairs Policy
Novo Nordisk A/S

Panel Discussion
All speakers above

William Wang, PhD
Executive Director
Merck & Company, Inc.

Expectations and Challenges for E6 GL

from Industry and Academia Perspectives

-From TransCelerate’s Perspectives
Ann Meeker-O’Connell

Senior Director / Head

BioResearch Quality and Compliance, Consumer
Johnson & Johnson Consumer Products

-From JPMA’s PerspecDrtives
Satoshi Matsushita

R&D QA/ Director
Janssen Pharmaceutical K.K.

-From Clinical Site’s Perspectives
Yasuhiro Fujiwara, MD, PhD

Director-General, Strategic Planning Bureau National
Cancer Center Department of Breast and Medical
Oncology

National Cancer Center Hospital

Panel Discussion
All speakers above

Tatsuya Murakami
Head

Medical Quality Assurance Japan
Pfizer Japan Inc.

Expectations and Challenges for Label
as Driver and Risk Management Plan
from industry and Drug Development
Perspective

-From US and EU HQ Perspective

Claudia Hey, PhD

Senior Director, Head Europe Global Regulatory and
Scientific Policy (GRASP)

Merck KGaA

-From Japan Perspective

Hiromichi Shirasawa, MD

Vice President and Executive Officer, Head of Japan
Development

MSD K.K.

Panel Discussion
All speakers above
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15:30-16:00 COFFEE BREAK

16:00-18:00 SESSION 3: PANEL DISCUSSION - The Future Activities

In this session, the future activities of ICH (including new topics of ICH guideline) and contribution of DIA will be discussed.

SESSION CO-CHAIRS

Kazuhiko Mori
Director, Councilor for Pharmaceutical Affairs
Ministry of Health, Labour & Welfare (MHLW)

Hironobu Saito, PhD
Chair, JPMA ICH Committee
Pharmaceutical Manufacturers Association (JPMA)

ICH reform has been completed, and now other regulators around
the world and international industry organizations are able to join
the ICH activities. Given these circumstances, we can say that the
new era of ICH activity has been initiated.

In this panel discussion, the contributors of ICH reform will be
invited and the future of ICH will be discussed with audience. The
DIA chairman and the chairman of the regulatory council in DIA will
also be invited and the contribution of DIA and the collaboration
with ICH will be discussed.

The discussion topics will include 1) new topics of ICH guidelines,
focusing on Efficacy and Multidisciplinary (IT topics) categories; 2)
Industry’s contribution (IEC) and Regulator’s collaboration (ICMRA,
etc.); 3) Transparency and ICH Culture (Patient First and Science
Driven, Consensus based); 4) Collaboration between ICH and DIA
(Public Comments and Training, etc)

PANELISTS

Peter Honig, MD, PhD
Senior Vice President and Head of Worldwide Safety and Regulatory
Pfizer Inc.

Tatsuo Kurokawa, PhD
President

DIA

President

Japan Self-Medication Industry

Lenita Lindstrém-Gommers
Directorate General for Health and Food Safety

European Commission(EC)
Theresa M. Mullin, PhD

Director,Office of Strategic Programs
U.S. Food and Drug Administration(FDA)

Par Tellner
Director, Team Leader, Regulatory Affairs
European Federation of Pharmaceutical Industries and Associations (EFPIA)

Naoyuki Yasuda
Office Director, Office of International Programs
Pharmaceuticals and Medical Devices Agency(PMDA)

Gerald Dal Pan, M.D., M.H.S.
DIA Leader of “Council of Regulatory”

Director, Office of Surveillance and Epidemiology
U.S. Food and Drug Administration(FDA)
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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

ICH/DIA Joint Workshop

Event #16312 « Nov 12| TOC Ariake |Tokyo
Address: 4F East Hall 3-5-7 Ariake Koutou-ku, Tokyo

135-0063

DIA will send participants a confirmation mail 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 appl
accepted by mail, fax, or online.

icable), and will be

Join DIA now to save on future meetings and to enjoy the benefits of membership for a

full year: www.DIAGlobal.org/Membership
QO 1 DO want to be a DIA member
O DO NOT want to be a DIA member

8%

TRAVEL AND HOTEL

Hotel Sunroute Ariake is convenient accomodation adjacent to the
venue. To reserve, please contact Hotel Sunroute Ariake below.

Address:  3-6-6 Ariake, Koutou-ku, Tokyo 135-0063, Japan
Telephone: +81-(0)3-5530-3610 / Fax: +81-(0)3-5530-3611
Email: ariake_otoiawase@sunroute.jp

URL: http://www.hotelsunrouteariake.jp/

CANCELLATION POLICY: On or before Nov 4,2016
Administrative fee that will be withheld from refund amount:
Industry(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
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.

Photography Policy

By attending the ICH/DIA Joint Workshop you give permission for im-
ages of you (captured during the conference through video, photo,
and/or digital camera) to be used in DIA promotional materials, publi-
cations, and/or website and waive any and all rights including, but not
limited to compensation or ownership.

PAYMENT OPTIONS
Register online at 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 OR MASTERCARD ONLY)

CONSUMPTION
TAX INCLUDED
Early Bird
Industry (until Oct. 31, 2016) ¥31,3200
After NOV.1,2016 ¥34,560 U
MEMBER
Government, | Early Bird ¥14580 O
Non Profit, | (until Oct. 31, 2016) ’
Academia,
Medicals After NOV.1,2016 ¥16,200 O
Industry ¥44,010 1
\[e1N\15)=:19:8] Government, Non Profit ¥25,650 11
Academia, Medicals ¥22,680 0
Membership ¥18,900 0
2-Year Membershi
MEMBERSHIP ‘ear Membership ¥34,020 1
Academia Membership ¥12.960 0
(Academia, Medicals)* ?
Early Bird Deadline: Oct 31, 2016
* 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 Q Industry
Last Name
First Name M.l
Degrees Q D QM™Mn 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

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

Contact the DIA Japan office in Tokyo

DEVELOP
for further information. D I A INNOVATE
tel: +81.3.6214.0574 | fax: +81.3.3278.1313 ADVANCE

email: Japan@DIAglobal.org
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