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Basis for notification

Directive (EU) 2015/1535 of the European Parliament and of the Council of 9 September 2015 laying down
a procedure for the provision of information in the field of technical regulations and of rules on information
society services.

MedTech Europe would like to notify the commission that it endorses the Notification submitted by SNITEM
(Syndicat national de I'industrie des technologies médicales) on 1 September 2020, Notification ref. #:
2020/410/F, in which an exclusion of medical devices (MDs) from the scope of the French draft decree is
requested. In addition, MedTech Europe considers that IVDs (in vitro diagnostic tests) which can be utilised
directly by consumers, such as pregnancy tests or blood glucose monitoring tests, should be as well excluded
from the scope of the draft decree.

The draft decree prepared by the French authorities addresses waste sorting sighage and the information to
be provided to consumers, specifying sorting or disposal methods applicable to waste originating from
products falling under the Extended Producer Responsibility regime. The draft decree raises a potential
technical barrier to trade within the EU of MDs and IVDs.

In the European Union, MDs are governed by Regulation (EU) 2017/745 and IVDs by Regulation (EU)
2017/746. As self-applicable pieces of EU Legislation, they supersede previous and subsequent domestic
law.

In view of the above, MedTech Europe emphasises that MDs and IVDs should be also excluded from the
scope of the Law n°2020-105 relating to anti waste measures and circular economy, adopted in France on
10 February 2020.
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About MedTech Europe
MedTech Europe is the European trade association for the medical technology industry including diagnostics,
medical devices and digital health. Our members are national, European and multinational companies as
well as a network of national medical technology associations who research, develop, manufacture, distribute

and supply health-related technologies, services and solutions.

For more information, visit www.medtecheurope.org.

For more information, please contact:

Oliver Bisazza

Director Regulations and Industrial Policy
MedTech Europe
0.bisazza@medtecheurope.org
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