





15:15 Session 7

Stability testing and setting of Specifications
« Stability testing

« Discussion of the relevant guidelines

* Practical examples
« Setting of Specifications

17:00 Session 8

Case Study presentation and start working in groups

17:30 End of Day 2

Day 3

09:00 Session 8 (continued)

Discussion of the case study

10:00 Coffee Break

10:15 Session 9

Marketing Authorisation Procedures
* The European Network
 Centralised Procedure

» Mutual recognition Procedure

* Decentralised Procedure

12:00 Lunch

13:15 Session 10

HOTEL INFORMATION

DIA has blocked a limited number of rooms at the following hotel:

Radisson Blu Hotel, Dubai Deira Creek
P.O. Box: 476

Dubai, United Arab Emirates

Tel: +971 4 222 7171

Fax: +971 4 223 7615
info.deiracreek.dubai@radissonBlu.com

at the special rate of:

AED 650 for a single standard room and night including buffet breakfast and
high speed internet access. This rate is subject to 10 % Municipality tax and
10% Service charge.

To make your reservation please use the hotel booking form available on the
DIA website.

IMPORTANT: Please complete your reservation by 24 October 2012.
Reservations received after this date will be subject to hotel availability and
room rate may vary.

Case Study on planning and organising a meeting with authority
Scientific Advice, Pre-submission meeting, oral hearing during
a procedure

14:15 Session 11

Maintenance of Marketing Authorisations
« Variations / Post approval changes
* New EU legal framework
- Definition of Variations
- Procedural & Classification Guideline
* Post Approval Management Protocol

15:30 Coffee Break

15:45 Question & Answer session

16:45 Closing Remarks

17:00 End of Training Course




REGISTRATION FORM ID #12550

DIA Training Course on CTD Dossier Requirements: Focus on EU Module 1 and Quality Module 3 @ DI n @

25-27 November 2012 | Radisson Blu Dubai Deira Creek, Dubai, United Arab Emirates

www.diahome.org

If DIA cannot verify your membership upon receipt of registration form, you will be charged the non-member fee. Registration fee includes course material. The fee is inclusive of
lunch and coffee breaks of EUR 125.00 per day.

CATEGORY Member Fee Non-Member Fee
Industry € 1785.00 O € 1900.00 O
Government/Charitable/Non-profit/Academia (Full-Time) € 893.00 0 € 1008.00 O
Join DIA now to qualify for the member rate Fee € 15.00 0O
’ TOTAL AMOUNT DUE: € NOTE: PAYMENT DUE 30 DAYS AFTER REGISTRATION AND MUST BE PAID IN FULL BY COMMENCEMENT OF THE EVENT ‘
GROUP DISCOUNT/SME RATES AVAILABLE - PLEASE CONTACT DIA EUROPE FOR MORE INFORMATION 12550DIAWEB

| RESPONSIBILITY/INTEREST AREA | Please select one Primary Interest Area (P) and one Secondary Interest Area (S) by placing a P or S on the appropriate line. |

__CMC __ Medical Writing __Professional Education & Training
__ Clinical Data Management/ __Non-clinical __ Public Policy/Law
eClinical __ Outsourcing __Quality Assurance/Quality Control

__Clinical Research & Development ___Comparative Effectiveness/Health Technology Assess- __Regulatory Affairs

__ Clinical Safety/Pharmacovigilance ment/ __ Statistics

__Document Management/ Evidence-based Medicine __IT/Validation

eSubmissions __ Pricing/Reimbursement

__Medical Communications __ Project Management

ATTENDEE DETAILS PAYMENT METHODS - Credit cards are the preferred payment method.

PLEASE COMPLETE IN BLOCK CAPITAL LETTERS OR MAKE REGISTRATION EVEN

SIMPLER BY ATTACHING THE ATTENDEE’S BUSINESS CARD HERE O Please charge my credit card - Credit card payments by VISA, Mastercard or AMEX can be made
by completing the relevant details below. Please note that other types of credit card cannot be

QProf QDr OMs QMr
accepted.

Last Name QVISA  OMC D AMEX

First Name

Card Number
Compan
Pany Expiry Date

Job Title Cardholder’s Name

Street Address / PO. Box Date Cardholder’s Signature

Postal Code City 0 Cheques should be made payable to DIA and mailed together with a copy of the registration form
for identification to: DIA Europe, Kuechengasse 16, Postfach, 4002 Basel, Switzerland

Country Telephone

0 Bank transfers: When DIA completes your registration, an email will be sent to the address on the
registration form with instructions on how to complete the bank transfer. Payments in EURO should
be addressed to “Account Holder: DIA.” including your name, company, Meeting ID #12550 as well
as the invoice number to ensure correct allocation of your payment.

Fax (Required for confirmation)

Email

Payments must be net of all charges and bank charges must be borne by the payer.
Please indicate your professional category: 0 Academia O Government
O Industry O Contract Service Organisation

CANCELLATION POLICY Cancellations must be made in writing and be received at the DIA Europe office five working days prior to the course start date

Cancellations are subject to an administrative fee:

Full Meeting Cancellation: Industry (Member/Non-member) = € 200.00 - Government/Academia/Non-profit (Member/Non-member) = € 100.00

Regretfully, if you do not cancel five working days prior to the course start date and do not attend, you will be responsible for the full registration fee. DIA Europe
reserves the right to alter the venue and dates if necessary. If an event is cancelled DIA Europe is not responsible for airfare, hotel or other costs incurred by registered
attendees. Registered attendees are responsible for cancelling their own hotel and travel reservations.

Transfer Policy
You may transfer your registration to a colleague prior to the start of the event but membership is not transferable. Substitute attendees will be responsible for the
non-member fee, if applicable. Please notify the DIA Europe office of any such substitutions as soon as possible.

IMPORTANT: Hotel and travel reservations should be made ONLY after receipt of written registration confirmation from DIA Europe.
If you have not received your confirmation within five working days, please contact DIA Europe.

The DIA Europe Customer Services Team will be pleased to assist you with your registration.
HOW TO REGISTER ! ¢

Please call us on +41 61 225 51 51 from Monday to Friday between 08:00 and 17:00 CET.

Mail DIA Europe

Online www.diahome.org Fax +41612255152 Email diaeurope@diaeurope.org Postfach, 4002 Basel, Switzerland

© DIA 2012



