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OVERVIEW

While publication of the Clinical Trial Database is delayed, the endorsement of the Clinical Trial
Regulation is moving forward in other areas. The Clinical Trials Forum will focus on the differences
between, the present and new requirements on managing clinical trials in the face of forthcoming
changes.

This 2-day workshop will provide a forum for information exchange on both conceptual and practical
questions of:

*  How will the new legislation change the processes and the format of the trial application?

*  What are the impacts on how a clinical trial is managed after approval has been granted?

*  What are the critical issues affecting sponsors and Member States as they consider changes
needed to implement the regulation?

*  How will the new provisions for public access to an EU Clinical Trials Database enforce disclosure
of clinical trial data and information?

Attendees will participate in the collaborative discussions through lectures, panel discussions and
interactive sessions.

KEY TOPICS

* Learnings from the first pilots under the new Regulation

* Member States preparedness for the regulation, including plans for co-operation between
agencies and ethics committees and coordinated assessment

* Considerations for the preparation of applications and notifications by sponsors

* Development of the EU clinical trials portal and database

* Impact of new requirements for disclosure and transparency of data from clinical trials

OBJECTIVES

* Understand the new requirements along with the practical and operational considerations for
implementation by authorities and clinical trial sponsors

« l|dentify the key challenges and opportunities of the new requirements and policies

* Leverage insights on how companies and research institutions are fine-tuning and optimising
processes to meet the requirements of the Clinical Trials Regulation

* Exchange views between regulators, clinical trial sponsors, patients, and other stakeholders

This programme is in development. For more information contact: Inka Heikkinen at
Inka.Heikkinen@DIAGlobal.org
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Early-bird discount available for members: Register by 25 October 2016

To qualify for the early-bird discount, registration form and accompanying payment must be received by the date above.

Early-bird fee applies to industry members only.

€71°230.00 U

CATEGORY (AFTER 25 OCTOBER 2016)

Member * Non-Member*

€r430000 €7585.000

.I.ndustr‘y‘ ‘

€ 715000

rnment/Charitable/Non-f

Industry

Upgrade and add a third day of the adjacent "Clinical Trial Disclosure & Data Transparency” Workshop for a special fee:

£985000

Government/Charitable/Non-profit/Academia (Full-Time)

£293000

If DIA cannot verify your membership upon receipt of registration form, you will be charged the

Registration fee includes: refreshments, lunches, reception and meeting materials.

non-member fee . Group discount/SME rates available. Special rates for students and patient representatives
on offer, subject to avaibility. Exhibition hall only passes available. Please contact DIA EMEA for more information.

Payment due 30 days after registration and must be paid in full by
commencement of the event.

TOTAL AMOUNT DUE: €

ATTENDEE DETAILS

PLEASE COMPLETE IN BLOCK CAPITAL LETTERS OR MAKE REGISTRATION EVEN
SIMPLER BY ATTACHING THE ATTENDEE’S BUSINESS CARD HERE
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Please provide your European VAT number |

PAYMENT METHODS

Credit cards: Payments by VISA, Mastercard or AMEX can be made by completing the details
below. Please note that other types of credit card cannot be accepted.

O Please chargemy QO VISA QOMC QO AMEX

o | [ [ [ LTI ]]]

Cardholder’s Name ‘ ‘

O 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.” Please include your name, company,
Course ID#16111 as well as the invoice number to ensure correct allocation of your payment.

Payments must be net of all charges and bank charges must be borne by the payer. If you have
not received your confirmation within five working days, please contact DIA Europe, Middle
East and Africa.

By signing below, | confirm that | agree with DIA’s Terms and Conditions of booking. These
are available from the office or online by clicking here.

Date Signature

DIA MEMBERSHIP

Join DIA now to qualify to save on future events and to receive all the benefits
of membership. Visit www.DIAglobal.org and click on Membership for more
details.

DIA offers one year complimentary membership against event registration at
non-member rate

U | do not want complimentary membership

TERMS AND CONDITIONS

Cancellations

All cancellations must be in writing and received at the DIA EMEA office
four weeks prior to the event start date. Cancellations are subject to an
administrative fee:

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

For cancellations after this date, or if the delegate fails to attend the meeting,
no refund of fees will be given and be responsible for the full registration fee.
DIA EMEA reserves the right to alter the venue and dates if necessary. If an
event is cancelled, DIA EMEA 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 EMEA office of
any such substitutions as soon as possible.

Photography Policy

By attending the event, you give permission for images of you, captured
during the conference through video, photo, and/or digital camera, to be used
by DIA in promotional materials, publications, and website and waive any and

The DIA Europe, Middle East & Africa Contact Center will be pleased to
assist you with your registration from Monday to Friday between 08:00
and 17:00 CET.

Email emea@DIAglobal.org
Tel. +41 61 225 51 51

Fax +41 61225 51 52
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