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TARGET AUDIENCE

Eligible participants: DIA members who
have less than 4 or 5 years experience in
jobs relating to pharmaceutical regula-
tory affairs, as reviewers and so on.

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
information, in any type of media, is prohibited at all
DIA events without prior written consent from DIA.

THIS COURSE WAS DEVELOPED BY THE REGULATORY AFFAIRS SIﬂE
SPECIAL INTEREST AREA COMMUNITY IN JAPAN -

OVERVIEW

This training course is for individuals from pharmaceutical companies and regulatory
authorities who are engaged in drug development. The course is aimed at providing
basic knowledge necessary for regulatory scientists. It explains the processes and princi-
ples of drug development using examples from development planning through applica-
tion and review, thus making it possible to apply lessons learned. The course consists of
8 separate sessions and each session consists of a lecture, small group discussion and
mock exercise to improve negotiation and debate skills.

Session Date Theme
1 2008/07/23 1) Introduction
2) Target indication
3) Portfolio management and project management
2 2008/09/09 4) Targeted labeling
5) CDP planning
3 2008/11/05 6) Planning for patient enrollment into clinical trial
7) Points to consider in protocol development
4 2008/12/03 8) Face-to-face advice (clinical trials consultation):
Preparation for consultation
5 2009/01/14 9) Face-to-face advice (clinical trials consultation):
Mock consultation
6 2009/02/04 10) CTD/M-1, M-2/development
2009/03/04 11) Reviewer’s viewpoint
12) NDA review
8 2009/04/01 13) Query/response: Mock interview
14) Feedback from reviewer and applicant
15) Wrap up

Outline of the course sessions
e Frequency: 8 times
e Time: 2.5 hours per session (18:30 — 21:00)

e Date: First Wednesday of a month in principle (Note: July uses Wednesday in the fourth
week. September and January use Tuesday and Wednesday respectively in the second week.)

e Venue: Keio University Faculty of Pharmacy, Shiba-Kyoritu Campus
e Language: Japanese
e Main purpose: Training and Education — education and fostering of regulatory scientists

e 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 regulatory affairs for less
than 4 or 5 years, reviewer and so on.

o Acceptable number of participants: Approximately 50
e Application method: Fax the application form to DIA Japan office.

e Tuition: ¥50,000/person for participants from industry, ¥25,000/person for participants
from the government, nonprofit organizations or universities.

VISIT WWW.DIAHOME.ORG FOR MORE EVENTS!

DIA, 800 Enterprise Road, Suite 200, Horsham, PA 19044, USA tel: +1-215-442-6100 fax: +1-215-442-6199 email: dia@diahome.org




FAX OR MAIL THE REGISTRATION FORM TO THE ADDRESS BELOW.
Registration Forms should be forwarded to the Drug Information Association, LLC (Japan) Office:
Maruei Building 4F, 2-19-9 lIwamoto-cho, Chiyoda-ku, Tokyo 101-0032 Japan ¢ tel +81-3-5833-8444 e+ fax +81-3-5820-8448

Please note: The registration form must be received by mail, or faxed to, the
Drug Information Association, LLC (Japan) Office before noon on Friday, July 18, 2008.

PLEASE CONSIDER THIS FORM AN INVOICE  DIA will send participants a confirmation letter within 3 to 5 business days after receipt of their registration.
1st DIA Regulatory Affairs Training Course

® Meeting I.D. # 08350

e Wednesday, July 23, 2008 to Wednesday, April 1, 2009 (Total of 8 sessions)

e Keio University Faculty of Pharmacy, Shiba-Kyoritu Campus

REGISTRATION FEES  Please check all applicable fees. Registrations will be accepted by mail, fax, or email.

THIS COURSE IS OPEN ONLY TO DIA MEMBERS.

Meeting Fee Total Amount Due with 5% Consumption Tax
P INDUSTRY FEE ¥ 50,000 ¥ 52,500 O
Join DIA now to save on future meetings!
www.diahome.org/docs/Membership MEMBERSHIP O ¥ 14,000 ¥ 14,700 (includes 5% Consumption Tax)
P DISCOUNT FEES
Government (Full-time) ¥ 25,000 ¥ 26,250 O
Charitable Nonprofit/Academia (Full-Time) ¥ 25,000 ¥ 26,250 Q4

PAYMENT METHODS Please check payment method.

Please check the applicable category below: U BANK TRANSFER TO CITIBANK, N.A., Akasaka Branch, Prudential Plaza, Nagatacho 2-13-10,
O Academia O Government O Industry O €SO 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 meeting I.D.

number, must be included on the transfer document to ensure payment to your account.

CANCELLATION POLICY: On or before JULY 22, 2008 Please include BANK TRANSFER REFERENCE #
Administrative fee that will be withheld from refund amount:
Member/Nonmember = ¥ 21,400

Government/Academia/Nonprofit (Member/Nonmember) = ¥ 10,700

. . . i PAYMENT BY CREDIT CARD IS NOT AVAILABLE.
Cancellations must be in writing and be received by the cancella-

tion date above. Registrants who do not cancel by that date and

do not attend will be responsible for the full registration fee CONTACT INFORMATION
paid. Registrants are responsible for cancelling their own hotel
and airline reservations. You may transfer your registration to a

For further information, contact:

colleague at any time but membership is not transferable. Please The Drug Information Association, LLC office in Tokyo
notify DIA of any such substitutions as soon as possible. Substitute

registrants will be responsible for nonmember fee, if applicable. by telephone  +81-(0)3-5833-8444

DIA reserves the right to alter the venue, if necessary. If an event by fax +81-(0)3-5820-8448

is cancelled, DIA is not responsible for any airfare, hotel or other

by email diajapan@diajapan.org
costs incurred by registrants.

Please complete the information below

Last Name First Name M., Degrees Qor Owmr QO Ms.
Job Title Affiliation (Company)
Address City State Zip/Postal Country (Address as required for delivery in your country)

email (Required for emailed confirmation) Phone Number (Required) Fax Number
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