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4t DIA Regulatory Affairs

Tralining Course In Japan

From Wednesday, June 1, 2011 to
Wednesday, March 21, 2012 (Total of 10 Sessions)
Keio University Faculty of Pharmacy, Shiba-Kyoritsu Campus, Tokyo, Japan

This is a training course for the development and fostering of people from pharmaceutical
companies and regulatory authorities engaged in drug development. The course is aimed at
providing basic knowledge necessary for a regulatory scientist. It facilitates understanding the
process and principle of a drug development in line with a series of events from developmental
planning to application and review, thus making it possible to apply shared learning to cases in
the past. The course consists of ten separate sessions and each session consists of a lecture,
small group discussion and mock exercise. So it is also expected that skills for negotiation and
debate will be improved.

Session Date Theme
1 2011/06/01 1 Introduction
2)  Object Disease
3)  Portfolio Management and Project
2011/07/13 4)  Planning of development strategy
2011/08/03 5) Planning for patient enrollment into clinical trial
6)  Making clinical trial plan
4 2011/08/31 7)  Face-to-face advice (preparation for clinical
trial consultation)
5 2011/10/19 8)  Face-to-face advice (mock clinical trial consultation)
2011/11/30 9)  Action after face-to-face advice
2011/12/21 10) Co-write a CTD (Mainly labeling and clinical part
in M2)
8 2012/01/18 1) NDA review
9 2012/02/29 12)  Mock interview
10 2012/03/21 13)  Actions after interview

14) Review of the course
Closing ceremony

OUTLINE OF THE COURSE SESSIONS
* Number of Sessions: 10 sessions
 Time: 2.5 hours per session (18:30 - 21:00)
» Date: Wednesdays as per the course schedule
* Venue: Keio University Faculty of Pharmacy, Shiba-Kyoritsu Campus
e [anguage: Japanese
e Main purpose: Training & Education: “Education and fostering of regulatory scientists”

 Steering manner: Based on full-participation principle, the course implements
discussion sessions and mock face-to-face advice as well as the review interview.

e Eligible participant: A DIA member having been engaged in drug development for
less than 2 to 5 years, reviewer and so on.

e Acceptable no. of participants: Approximately 50
* Registration: Send the application form to DIA Japan office by fax.

* Tuition: ¥75,000/person (except consumer tax) for participants from Industry,
¥38,000/person(except consumer tax) for participants from the government,
nonprofit organization or universities

This course was developed by the Regulatory Affairs Special Interest Area Community in Japan.

DIA, 800 Enterprise Road, Suite 200, Horsham, PA 19044, USA ¢ Phone:
Basel, Switzerland ¢ Tokyo, Japan * Mumbai, Indi

PROGRAM COMMITTEE CHAIRPERSON

Keiko Ebihara
MSD K.K., Japan

PROGRAM COMMITTEE VICE-CHAIRPERSON

Yoshihiko Ono
Pfizer Japan Inc., Japan

PROGRAM COMMITTEE

Yoshikata Furuya
MSD K.K., Japan

Mio Harada
Daiichi Sankyo Co., Ltd., Japan

Yoshihiro Higashiuchi
Eli Lilly Japan K.K., Japan

Akiko lkeda

Janssen Pharmaceutical K.K., Japan

Miyuki Kaneko
Pfizer Japan Inc., Japan

Fumiaki Kobayashi, PhD
CTD Inc., Japan

Yomei Matsuoka
Daiichi Sankyo Co., Ltd., Japan

Junichi Nishino
Novartis Pharma K.K., Japan

Yuko Owada
Novartis Pharma K.K., Japan

Mitsuo Saito, PhD

Teikyo Heisei University, Japan

Junko Sato, PhD

Pharmaceuticals and Medical Devices Agency, Japan

Hiroko Sugiyama
MSD K.K., Japan

Satoko Utsunomiya
Kyowa Hakko Kirin Co., Ltd., Japan

Yoshiaki Uyamua, PhD
Pharmaceuticals and Medical Devices Agency, Japan

Jun Yamakami, PhD
sanofi-aventis K.K., Japan

Manabu Yanagisawa, PhD
Eisai Co., Ltd., Japan

TARGET AUDIENCE

Eligible participants: DIA members who have less than
four or five years experience in jobs relating to pharma-
ceutical regulatory affairs, reviewers and so on.

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 training material in
any type of media, is prohibited without prior written consent from DIA.

42.6100 * Fax: +1.215.442.6199
g, China

www.diahome.org



The 4th DIA Regulatory Affairs

Training Course in Japan

FAX OR MAIL THE REGISTRATION FORM

Registration Forms should be forwarded to the Drug Information Association, LLC (Japan) Office:

DIA Japan, Nisso 22 Bldg. 7F, 1-11-10, Azabudai, Minato-ku, Tokyo 106-0041 Japan
* tel +81.3.5575.2130 » fax +81.3.3583.1200

Please note: The registration form must be received by mail, or faxed to
Drug Information Association, LLC (Japan) office.

PLEASE CONSIDER THIS FORM AN INVOICE

DIA will send participants a confirmation letter within 3 to 5 business days after receipt of their registration.
4th DA Regulatory Affairs Training Course in Japan

Event #11350 ® June 1, 2011 to March 21, 2012 (Total of 10 sessions)

Keio University Faculty of Pharmacy, Shiba-Kyoritsu Campus, Tokyo, Japan

Registration Fees Please check all applicable fees. Registration will be accepted by mail, fax or email.

All fees listed below include the 5% consumption tax.

Industry Fee ¥ 78,750 Q4
Join DIA now to save on future meetings! MEMBERSHIP
www.diahome.org/Membership ¥ 15750 O

Discount Fees
Government (Full-time) ¥ 39,900 4
Charitable Nonprofit/Academia (Full-time) ¥ 39900 O

PAYMENT OPTIONS
U BANK TRANSFER TO:

CITIBANK, N.A. Akasaka Branch, Prudential Plaza, Nagatacho 2-13-10, Chiyoda-ku, Tokyo 100-0014, Japan

Drug Information Association Ordinary Account Number: 7585284, SWIFT CODE # CITIJPJT

Your name and company, as well as the above event I.D. number, must be included on the transfer document

to ensure payment to your account.
All local and overseas charges incurred for the bank transfer must be borne by payer.

Please include BANK TRANSFER REFERENCE #

PAYMENT BY CREDIT CARD IS NOT AVAILABLE

Meeting ID # 11350

Sessions begin 18:30
Sessions conclude 21:00

CANCELLATION POLICY:

On or before MAY 2, 2011
Administrative fee that will be
withheld from refund amount:

o Industry Members = ¥21,400

o Government/Academia/Nonprofit
Members = ¥10,700

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 noti-
fy 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.

CONTACT INFORMATION
For further information, contact the
Drug Information Association, LLC
office in Tokyo

by telephone +81.3.5575.2130

by fax +81.3.3583.1200

by email diajapan@diajapan.org

Please check the applicable category: U Academia [ Government O Industry [ CSO (Contract research/service organization) [ Student (Call for registration information)
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