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PRESS RELEASE

Surveys on MDR designation process steps
December 18t

Following interest from the sector concerning the designation process in the framework of
the MDR regulations and as an act of transparency, you will find below data concerning the
present stages in which Team-NB member notified bodies are, in the framework of the MDR.

This data collection took place between December 11t and December 17,

The data relates to twenty-two members, who responded to the survey from a present
membership of twenty-four members, out of 57 Notified Bodies currently designated for
MDD and AIMD.

In the following graph, steps are listed in a descending order, digits reflect the number of
notified bodies in each step :

Designation process steps

Joint Audit Team opinion 1
Final Designating Authorities report
Corrective Action Plans submitted to...
On-site Joint Audit

Review application by Joint Audit Team

Appointment of the Joint Audit Team
Preliminary Assessment Report by DA 1
Check by Designating Authorities (DA) 0
Notified Bodies' application 3
No application yet

Not transposed

In the framework of the EU Medical Devices Regulation 2017/745 on the basis of the 22
answers which are representing 92% of the members, we can extrapolate that
= 82% of the Team-NB members submitted their application to be designated
against the MDR.
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In the 22 answers of the Team-NB members
e 2 have not submitted their application yet to be designated against the MDR,
e 1isgoing to merge with another notified body; and
e 2 are notin position to submit their application as the MDR has not been
transposed in the Turkish law.

As you can see, the results of this survey confirm the work done by the Team-NB members
to do their best to allow the designation process to be as quick as possible.

In case of any further clarification needed, please contact secretary@team-nb.org.
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