D DEKRA

SCI‘V€® the practical approach
On the safe side.

Invitation
EU-MDR Workshop Qserve Group & DEKRA

Tel Aviv:

4 & 5 September 2017

Qserve Group & DEKRA
From MDD to MDR? Learn more in our EU-MDR Training

Hello,

Did you know that the EU MDR is effective since the 25th of May and needs to be implemented by spring
2020, which means that the Medical Device sector needs to increase its compliance level? Scope & Plan,
GAP assessment, Partfolio analysis, Global Impact Assessment are just some of the steps on the road to
EU MDR implementation that must be addressed to ensure compliance.

Qserve & DEKRA have designed a 2-day high profile warkshop program to assist in determining the
crucial steps needed for your organization. For the attendees of the workshop we offer the opportunity
to join @ Roundtable session with Gert Bos, where you have approx. 30 minutes for questions about the
European MDR.

4 &5 September 2017
6 September 2017
Cinema-City in Glilot junction, Ramat haSharon (Tel Aviv Area)
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D DEKRA

On the safe side.

SCI‘V€® the practical approach

*  Steps to implement EU MDR compliance program
e Clinical Evaluation Meddev 2.7.1 Rev. 4

*  Pre-Market requirements

e (QMS Alignment

*  Supply Chain

e Technical file set up

e Clinical PMCF

e Combination products

e |VD

e Notified Bodies

Gert Bos, Executive Director and Partner at Qserve

€ 900.- (Qserve does not allow entrance to conferences unless payment has been received.
Delegates will be asked to pay by credit card on arrival should an invoice be outstanding.)

Limited seats
mail to: jafiet.grau@dekra.com
Qserve is a global medical device regulatory consulting firm. Qserve has experts in regulatory, quality,
clinical affairs, and market access. Qserve specializes in European regulatory issues, including the EU-

MDR compliance and MEDDEV 2.7.1 rev 4.

Dekra, one of the top 5 Notified bodies with a local branch in Israel ever since 12 years.
Currently, 9 employees work in this office. Dekra worldwide has 39.000 employees.

Warm regards,

Iris Verboven
Business Development Manager at Qserve Group
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