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Background

With the implementation of the EU directives 90/385/EEC and

93/42/EC regarding active implantable medical devices and (non-

active) medical devices the idea of ,new approach” was imple-

mented in Europe. The objective was:,Less state control with the

same amount of security”. The EU has thought about a revision of

the regulations dating from the nineties already for some time

now. The PIP scandal in France has further spurred these consider-

ations. What reasons has the EU for a revision?

B There have been many technological and scientific innova-
tions in the area of medical devices in the past 20 years.

B EU Member States interpret the current rules in different ways.

B [tis not always possible to trace medical devices back to their
supplier.

B A greater transparency as concerns safety and effectiveness of
medical products is desirable.

In order to further address these points the EU has published two

proposals for regulations at the end of September 2012 which will

become directly applicable EU law when finalised.

Educational Objectives

Although the new proposals will only be finalised in 2014 they
nevertheless show the actual way of thinking of the EU. Insofar it
is important for manufacturers of medical devices to catch up on
the current way of thinking of the EU in order not to lag behind
and to eventually be able to take countermeasures with the help
of special interest groups. The webinar’s objective is to give a
compact overview of the proposal for a new regulation on medi-
cal devices and to venture a look into the future.

B What is to be understood by the planned increased competen-
cies of the notified bodies, also with regard to unannounced
audits and stronger supervision?

B Which qualifications and functions could a qualified person
have in the future?

B Which functions could the Medical Device Coordination Group
have?

B Which measures are planned for a better traceability?

B What could stricter requirements for clinical evidence look
like?

B What could be meant with introduction of classification rules?

The core elements of the proposals are presented in the Webinar
and possible effects are discussed. We do not address the issue of
IVDs.

Target Audience

This Webinar addresses manufacturers of medical devices and
combination products who want to be up-to-date on the new EU
proposals on medical devices and on the possible consequences.

Fee
€ 149.- plus VAT for ECA members
€ 199.- plus VAT for non-ECA Members (This fee does not include

the ECA Membership. You will find more about the ECA Member-
ship at www.gmp-compliance.org/eca_about.html.

Speaker
4 Dr Andrea Weiland-Waibel, Explicat Pharma GmbH,
Hohenbrunn

The pharmacist Dr. Weiland-Waibel has held different

. managerial positions in the area development in the
companies Pfizer, IDEA AG and PQD. She is working on
a self-employed basis in the area CMC (Chemistry-Man-
ufacturing-Controls) - technical project management since 2005.
She is also technical expert at LGA Intercert GmbH (TUV Rheinland
Group) for conformity assessment procedures for medical devices
especially of class lll as well as for combination products.

Participation of a Group

The registration fee only authorises an individual to take partin
the Webinar. Therefore, we do not issue more than one certificate
per registration. With the registration fee being paid only once, it
would infringe the copyright of CONCEPT HEIDELBERG as well as
that of the speaker if the transmission was followed by several
persons.

If you wish to register a group, please send an e-mail to info@con-
cenpt-heidelberg.de or contact us by phone (+49 (0)62 21/ 84 44
51 Mr Strohwald). Prior to the Webinar date, we will help you to
establish and test your Internet and phone connection corre-
spondingly.

Technical Requirements
To be able to take part in a Webinar, you need a computer with
high-speed Internet access (i.e. DSL) and speakers.

Your Internet browser must have following features to use the
GMP Webinar system:

1. Adobe Flash-Player must be installed.

2. Javascript must be allowed.

3. Port 1935 must be released.

Registration

By mail, fax, e-mail or online on the Internet at www.gmp-compli-
ance.com. In order to avoid misunderstandings, please indicate
the exact address and the full name of the participant. You will
receive your access data by e-mail in due time prior to the event.

Presentation/Certificate

The presentation will be made available to you prior to the Webi-
nar as a PDF download. After the Webinar, we will automatically
send you a certificate of participation.

Do you have any questions?

Mr Sven Pommeranz, phone +49 62 21 - 84 44 47,

E-Mail: pommeranz@concept-heidelberg.de, will answer your
questions.
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Title, First Name, Last Name

Compamy Department
Street Postal Code/City
Phone Fax

E-Mail (mandatory for your registration)

General Terms and Conditions

If you cannot attend the conference you have two options:

1. We are happy to welcome a substitute colleague at any time.

2. If you have to cancel entirely we must charge the following processing fees:

Cancellation until 2 weeks prior to the conference 10 %, until 1 week prior to the conference 50 %, within

1 week prior to the conference 100 %.

CONCEPT HEIDELBERG reserves the right to change the materials, instructors, or speakers without notice or
to cancel an event. If the event must be cancelled, registrants will be notified as soon as possible and will

receive a full refund of fees paid.

Terms of payment: Payable without deductions within 10 days after receipt of invoice.

Important: This is a binding registration and above fees are due in case of cancellation or non-appearance.
If you cannot take part, you have to inform us in writing. The cancellation fee will then be calculated ac-
cording to the point of time at which we receive your message. In case you do not appear at the event
without having informed us, you will have to pay the full registration fee, even if you have not made the
payment yet. Only after we have received your payment, you are entitled to participate in the conference
(receipt of payment will not be confirmed)!



