1st DIA Risk Management and
Safety Communication Strategies
Training Course in Japan

May 21-22, 2015
Urban Net Kanda Conference | Tokyo

This Program is imported from US and modified for Japanese people, and conducted only in
English language.

OVERVIEW

Risk Communication is increasingly important to everyone involved in the health care system,
especially the patients whose lives we strive to improve. This intermediate class will look

at current initiatives and new strategies to advance the safe use of drugs through better
communications in an attempt to maximize patient benefits while minimizing the risks of
medicine use.

FACULTY

Nancy D. Smith, PhD

Adjunct Professor

Temple University, FDA Alumni
United States

LEARNING OBJECTIVES

. Describe current risk communication strategies in the US

. Compare and contrast the US Risk Evaluation and Mitigation Strategies (REMS) and the
European Union Risk Management Plan (EU-RMP)

. Explain new methods to improve the proper use of medicines to maximize patient benefit
and minimize risk

FACILITATORS

Rie Matsui, RPh
Pfizer Japan Inc.

Rei Maeda
Eli Lilly Japan K.K.

Junko Sato, PhD
Pharmaceuticals and Medical Devices

. Identify strategies in communication during a crisis situation

WHO SHOULD ATTEND

Professionals who work in:

. Clinical Safety and Pharmacovigilance

«  Regulatory Affairs (including Labeling) Agency (PMDA)
. Medical Affairs & Medical Information

. Drug Safety Surveillance

PROGRAM OUTLINE (The orogram outline may change due to modifications for Japanese attendees)

«  Part® Introductions and Overview of Course

. Part 2: Risk Perception

. Part 3: Drug Safety - A Balance of Benefit and Risk

. Part 4: Communication to Promote the Safe Use of Drugs

. Part 5: Drug Safety Information

. Part 6: Risk Evaluation and Mitigation Strategies (REMS)

. Part 7: Risk Communication Activity and a discussion of a REMS Example

. Part 8: Risk Management Plans in the EU and Japan

. Part 9: Health Literacy

+  Part10: Communication in a Crisis Situation

. Part 11 Standardizing REMS DEVELOP.

+  Part 12: Future Direction of Drug Safety/Risk Communication

INNOVATE. ADVANCE.

DIA volunteers, members, and staff
provide a comprehensive catalogue
of conferences, workshops, training
courses, scientific publications, and
educational materials, throughout the
year, all around the world.

DIAGIlobal.org

Nisso 22 Bldg. 7F, 1-11-10 Azabudai, Minato-ku
lDNENVOEVLAC.';. Z Tokyo 106-0041 Japan
A +81.3.5575.2130

ADVANCE DIAJapan@diajapan.org

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



DAY 1| THURSDAY, MAY 21 y

8:30-9:00 REGISTRATION

9:00-10:30

Part 1: Introductions and Overview of Course

After introductions and housekeeping items we will discuss the
agenda and objectives of the course and the general meaning of
risk will be introduced.

Part 2: Risk Perception

How do patients, caregivers and health care professionals think
about risk? What factors contribute to dread.

10:30-10:45 COFFEE BREAK

10:45-12:15

Part 3: Drug Safety - A Balance of Benefit and Risk
What do we mean when we say a drug is safe? What do we mean
when we say the benefit of a drug outweighs the risk? How can
safety and benefit be maximized at the same time?

e History of Drug Safety
* International Conference on Harmonisation (ICH)
* Theory of Managing Risks

12:15-13:15 LUNCH BREAK

13:15-15:15

Part 4: Communication to Promote the Safe Use

of Drugs

In this session we will talk about the roles of Regulatory Authorities
and of the Industry to provide appropriate information about the
benefits and the risks of Medical Products.

* Role and Responsibilities
¢ Maximizing Benefit while Minimizing Risks
¢ Product Labels

Part 5: Drug Safety Information

¢ Who needs it?
* Where do they get it?
¢ Drug Advertising in the US

15:15-15:30 COFFEE BREAK

15:30-17:30

Part 6: Risk Evaluation and Mitigation
Strategies (REMS)

The U.D. experience with Risk Evaluation and Mitigation Strategies
(REMS)

¢ Development
e Current Status
* Assessment of REMS

Wrap-Up for Day 1

17:30-19:00 NETWORKING RECEPTION

Join the
Global
Community

* Discount pricing on 200+
conferences and training
events/resources

» Access to 1 FREE archived webinar

» Subscription to Therapeutic
Innovation & Regulatory Science
and Global Forum

* Network globally through 30+
DIA Communities

Network worldwide
and develop your career
with DIA membership.

DIA

Visit DIAGlobal.org/Benefits
to find out more.




DAY 2 | FRIDAY, MAY 22 3

9:30-10:30

Part 7: Risk Communication Activity and a
discussion of a REMS Example

After completing a Risk Communication Activity, we will discuss an
interesting REMS Example with current updates.

10:30-10:45 COFFEE BREAK

10:45-12:15

Part 8: Risk Management Plans in the EU and Japan
In this section we will discuss Risk Management Plans in the
European Union and Japan.

Yusuke Matsunaga, PhD
Reviewer, Office of Safety I
Pharmaceuticals and Medical Devices Agency (PMDA)

12:15-13:15 LUNCH BREAK

13:15-14:45

Part 9: Health Literacy

* Can patients understand the instructions they are given?
« Difficulties in providing good communication to patients and
caregivers

Part 10: Communication in a Crisis Situation

This session will concentrate on how we can quickly get a message
to health care providers and patients when concerns are found
during the post-market period. Frequently we do not yet have
enough information to fully understand the situation.

¢ How to handle Emerging issues
e Crisis Communication - Working with the media
e Activity about communication of an emerging issue

14:45-15:00 COFFEE BREAK

15:00-17:00

Part 11: Standardizing REMS
PDUFA V requested that, with public input, FDA will explore
strategies and initiate products to standardize REMS by 2017.

* PDUFA V - REMS Integration Initiative

Part 12: Future Direction of Drug Safety/Risk
Communication

In this session we will discuss the FDA’s efforts to improve
understanding of the risks and benefits of regulated products, and
good examples from Industry and other sources.

* New FDA Communication Guidance documents
» Dear Healthcare Professional Letters
* Where do we go from here?

17:00-17:30

Wrap-up and Evaluations

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 DIA.

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.

SAVE THE DATE!

12" Annual Meeting
DIA JAPAN 2015

A New Horizon of Innovation
in Medicine Development

November 15-17, 2015
Tokyo Big Sight | Ariake

Visit DIAGlobal.org/Japan2015
for more details.




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

1+t DIA Risk Management and Safety Communication Strategies Training Course

Event #15356 ¢ May 21-22 | Urban Net Kanda Conference | Tokyo
Address: Urban Net Kanda Building, 3-6-2 Uchikanda, Chiyoda-ku,
Tokyo 101-0047

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 applicable), and will be
accepted 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.DIAGIlobal.org/Membership

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

WITHOUT TAX 8% TAX

REGISTRATION FEES

TRAVEL INFORMATION

Attendees should make their own airline and hotel reservations as
early as possible.

Urban Net Kanda Conference (MEETING VENUE)

Address: Urban Net Kanda Building, 3-6-2 Uchikanda, Chiyoda-ku,
Tokyo 101-0047, Japan

Nearest Airport: Tokyo Haneda Airport

CANCELLATION POLICY: On or before May 14, 2015
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.

Photography Policy

By attending the 1** DIA Risk Management and Safety Communica-
tion Strategies Training Course, you give permission for images of you
(captured during the conference through video, photo, and/or digital
camera) to be used in DIA promotional materials, publications, and/
or website and waive any and all rights including, but not limited to
compensation or ownership.

PAYMENT OPTIONS
Register online at www.DIAGIlobal.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)

Early Bird (until Apr. 30)* ¥80,00000 ¥86,40001
MEMBER Industry ¥86,00001 ¥92,88001
Government, Non Profit,
Academia, Medicals ¥40,0000 ¥43,2000
Industry ¥103,5000 ¥111,7800
WUVASl Government ¥57,5000 ¥62,1000
Non Profit, Academia, Medicals ¥40,0000 ¥43,2000
* Early Bird Deadline: On or before April 30
MEMBERSHIP FEES
Membership ¥15,0000 ¥16,20000
Membership ¥17,5000 ¥18,9000
2-year Membership ¥31,5000 ¥34,0200
Please check the applicable category:
O Academia O Government Q Industry
Last Name
First Name M.l
Degrees Q D QM. 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 0 Mc Exp. (mm/yy)
Card No.
Cardholder Name
Signature
CONTACT INFORMATION

Contact the DIA Japan office in Tokyo
for further information.
tel: +81.3.5575.2130 | fax: +81.3.3583.1200
email: DIAJapan@diajapan.org

DEVELOP
A INNOVATE
ADVANCE
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DEVELOP.
INNOVATE. ADVANCE.

DIA volunteers, members, and staff
provide a comprehensive catalogue
of conferences, workshops, training
courses, scientific publications, and
educational materials, throughout the
year, all around the world.

DIAGIlobal.org
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The U.D. experience with Risk Evaluation and Mitigation Strategies
(REMS)
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Global
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* Discount pricing on 200+
conferences and training
events/resources

» Access to 1 FREE archived webinar

» Subscription to Therapeutic
Innovation & Regulatory Science
and Global Forum

* Network globally through 30+
DIA Communities

Network worldwide
and develop your career
with DIA membership.

DIA

Visit DIAGlobal.org/Benefits
to find out more.
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12" Annual Meeting
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A New Horizon of Innovation
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November 15-17, 2015
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