4th DIA European Medicines Regulations

Training Course

Aug 24-25, 2017
Kanda Conference Room | Tokyo

OVERVIEW

Essentials and Overview of the Regulatory Framework in Europe

This course will give you an overview of the European regulatory system to
provide you with the tools you need to develop a successful regulatory strategy.

You will be given information about the different routes for obtaining a license for
the European market, including centralized or decentralized procedures; mutual
recognition procedures; national procedures; and the specific procedures for
orphan drugs, pediatrics, advanced therapies. The course will cover the different
steps and time lines for each procedure.

You'll also receive a brief introduction to the unique set up of the European
regulatory environment, including the different responsibilities of the European
Commission, the member states, the European Medicines Agency (EMA), the
National Competent Authorities (NCAS), and the Heads of Medicines Agencies
(HMA).

Other key topics covered during the course include:
* Pharmacovigilance

* Scientific Advice

* Clinical Trials

* Variations

« Data Protection/Marketing Exclusivity

* Transparency

Please note: the language of this training course will be English only, but Japanese
speaking will be welcomed during group discussions.
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DAY1 | THURSDAY , AUGUST 24,2017

9:00 REGISTRATION 13:50-14:50 SESSION 3
EU LICENSING PROCEDURES - PART |
« Legal basis for marketing authorisation procedure

9:30-9:40 WELCOME AND INTRODUCTION

9:40-10:40 SESSION 1 National procedure
EUROPEAN UNION
. Role and responsibilities of European Institutions
- A comprehensive overview 15:10-16:10 SESSIONS 3 CONTINUED
EU LICENSING PROCEDURES - PART |
*  Mutual recognition procedure

14:50-15:10 COFFEE BREAK

10:40-11:40 SESSION 2
LIFECYCLE OF A MEDICINAL PRODUCT

*  Short overview of the lifecycle of a medicinal product
and the relevant procedures 16:10-17:10 SESSION 4

- Scientific Advice

*  Decentralised procedure

EU LICENSING PROCEDURES - PART Il

= Clinical Trials ,
*  Centralised procedure
11:40-11:50 SHORT BREAK
17:10-17:20 SHORT BREAK
11:50-12:50 SESSION 2 CONTINUED
LIFECYCLE OF A MEDICINAL PRODUCT 17:20-18:00 SESSION 4 CONTINUED
*  Short overview of the lifecycle of a medicinal product
and the relevant procedures EU LICENSING PROCEDURES - PART I
- Market Authorisation * Specific procedures
—  Pharmacovigilance - Accelerated assessment
- Variations - Conditional authorisation
- Renewal - Exceptional circumstances
- PRIME
12:50-13:50 LUNCH BREAK
18:00-19:30 NETWORKING RECEPTION
(END OF DAY 1)
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DAY2 | FRIDAY, AUGUST 25, 2017

8:30-9:30 SESSION 5

16:15-16:45 SESSION 9 CONTINUED

VARIATIONS / POST APPROVAL CHANGES
+  Definition of variations
+  Classification of a variation
*  Procedural guidance
*  Renewals

9:30-10:30 SESSION 6

REGULATORY STRATEGY
* What is Regulatory Strategy?
*  Company Core Data Sheet (CCDS)
«  HTA

16:45-17:00 CLOSING REMARKS

HANDS-ON WORKSHOP AND PRACTICAL EXAMPLES

10:30-10:45 COFFEE BREAK

10:45-11:15 SESSION 7

HARMONISATION & DEFINED MEDICINAL PRODUCTS
*  Referrals
«  Paediatric regulation
*  Orphan medicinal products
« Advanced therapies

»  Specific possibilities for Small & Medium size
Enterprises (SME’s)

11:15-12:45 SESSION 8

PHARMACOVIGILANCE
*  Pharmacovigilance legislation

*  Pharmacovigilance Risk Assessment Committee
(PRAC)

* Risk management plan (RMP)
*  Post-authorisation safety study (PASS)
*  Periodic safety update report (PSUR)

12:45-13:45 LUNCH BREAK

13:45-14:45 SESSION 8 CONTINUED

PHARMACOVIGILANCE
«  Safety procedures / referrals
*  Expedited Reporting
«  EUQPPV
*  Pharmacovigilance System Master File (PSMF)

14:45-15:00 COFFEE BREAK

15:00-16:00 SESSION 9

DATA PROTECTION / MARKETING EXCLUSIVITY
BIOLOGICS/BIOSIMILARS
TRANSPARENCY IN DRUG REGULATORY AFFAIRS

16:00-16:15 SHORT BREAK




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

4th DIA European Medicines Regulations Training Course Event #17355

» August 24-25 | Kanda Conference Room | Kanda Nishikicho,Tokyo
Address: Kinsan Building 4F , 3-18-3 Kanda Nishikicho, Chiyoda-ku,
Tokyo, Japan 101-0054

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.DIAGlobal.org/Membership

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

8%

CONSUMPTION
TAX INCLUDED

Early Bird (until Aug. 10,2017) ¥86,400 1
Industry
After Aug.11,2017- ¥92,880 O
MEMBER
Government, | oy Bird cuntil Aug. 10,2017) ¥39,960 O
Non Profit,
Academia,
Medicals After Aug.11,2017- ¥43,2000
Industry ¥m,7so 0
\[e1N[[3%[=1= 8 Government, Non Profit ¥62,100 0
Academia, Medicals ¥56,160 O
Membership ¥18,900 1
IS8T 2-Year Membership ¥34,020 1
Academia Membership(Academia, Medicals)* ¥12,960 O

Early Bird Deadline: Aug 10, 2017

* 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.I.

Degrees Q Dr. QM. QO Ms.

TRAVEL AND HOTEL

Nearest airport:  Haneda Airport

Attendees should make airline and hotel reservation as early as
possible.

APA HOTEL KANDA JIMBOCHO EKI HIGASHI

Address: 3-1-22, Kanda-Ogawamachi, Chiyoda-ku, Tokyo
Telephone: (+81)03-5283-8311
URL: http://apahotel.com/ja_en/hotels/detail.

CANCELLATION POLICY: On or before Aug 17, 2017
Administrative fee that will be withheld from refund amount:
Industry(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 does NOT allow
registrants to pass name badges to others. DIA may ask attendees to
show identifications, if necessary.

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
Photography Policy

By attending the 4th DIA European Medicines Regulations 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.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 ,MASTERCARD AND JCB ONLY)

O VISA QO MC QO JCB Exp.(mm/yy)

Job Title

Card No.

Company

Cardholder Name

Address (As required for postal delivery to your location)

City State Zip/Postal Country

email Required for confirmation

Phone Number Required Fax Number

Signature

CONTACT INFORMATION
Contact the DIA Japan office in Tokyo
for further information.
tel: +81.3.6214.0574 | fax: +81.3.3278.1313 ‘

email: Japan@DIAglobal.org
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SEED -

Former member of the CHMP, European
Medicines Agency (EMA)

Steffen Thirstrup

Chair, CMDh, Federal Institute For Drugs
and Medical Devices (BfArM)

Peter Bachmann
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of conferences, workshops, training
courses, scientific publications, and
educational materials, throughout the
year, all around the world.

DIAGlobal.org



168 | 2017488248 (K) 2

9:00 REGISTRATION 13:50-14:50 SESSION 3
EU LICENSING PROCEDURES - PART |
9:30-9:40 WELCOME AND INTRODUCTION . . L
* Legal basis for marketing authorisation procedure
9:40-10:40 SESSION 1 * National procedure

EUROPEAN UNION
. Role and responsibilities of European Institutions
- A comprehensive overview

10:40-11:40 SESSION 2

LIFECYCLE OF A MEDICINAL PRODUCT

*  Short overview of the lifecycle of a medicinal product
and the relevant procedures

- Scientific Advice

-~ Clinical Trials
11:40-11:50 SHORT BREAK
11:50-12:50 SESSION 2 CONTINUED

14:50-15:10 COFFEE BREAK

15:10-16:10 SESSIONS 3 CONTINUED

EU LICENSING PROCEDURES - PART |
*  Mutual recognition procedure
*  Decentralised procedure

16:10-17:10 SESSION 4

EU LICENSING PROCEDURES - PART Il

*  Centralised procedure

17:10-17:20 SHORT BREAK

LIFECYCLE OF A MEDICINAL PRODUCT

* Short overview of the lifecycle of a medicinal product
and the relevant procedures

- Market Authorisation
- Pharmacovigilance
- Variations

- Renewal

12:50-13:50 LUNCH BREAK

17:20-18:00 SESSION 4 CONTINUED

EU LICENSING PROCEDURES - PART Il
+  Specific procedures
- Accelerated assessment
- Conditional authorisation
- Exceptional circumstances
- PRIME

18:00-19:30 NETWORKING RECEPTION

(END OF DAY 1)
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2HE | 2017488250 (&) 3

8:30-9:30 SESSION 5 16:15-16:45 SESSION 9 CONTINUED
VARIATIONS / POST APPROVAL CHANGES REGULATORY STRATEGY

- Definition of variations *  Whatis Regulatory Strategy?

+  Classification of a variation + Company Core Data Sheet (CCDS)

*  Procedural guidance * HTA

*  Renewals
16:45-17:00 CLOSING REMARKS

9:30-10:30 SESSION 6
HANDS-ON WORKSHOP AND PRACTICAL EXAMPLES

10:30-10:45 COFFEE BREAK

10:45-11:15 SESSION 7
HARMONISATION & DEFINED MEDICINAL PRODUCTS
. Referrals

«  Paediatric regulation
*  Orphan medicinal products
* Advanced therapies

«  Specific possibilities for Small & Medium size
Enterprises (SME’s)

11:15-12:45 SESSION 8
PHARMACOVIGILANCE
*  Pharmacovigilance legislation

*  Pharmacovigilance Risk Assessment Committee
(PRAC)

* Risk management plan (RMP)
*  Post-authorisation safety study (PASS)
*  Periodic safety update report (PSUR)

12:45-13:45 LUNCH BREAK

13:45-14:45 SESSION 8 CONTINUED
PHARMACOVIGILANCE
«  Safety procedures / referrals

*  Expedited Reporting
«  EUQPPV
*  Pharmacovigilance System Master File (PSMF)

14:45-15:00 COFFEE BREAK

15:00-16:00 SESSION 9

DATA PROTECTION / MARKETING EXCLUSIVITY
BIOLOGICS/BIOSIMILARS

TRANSPARENCY IN DRUG REGULATORY AFFAIRS

16:00-16:15 SHORT BREAK
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