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Commission Implementing Regulation (EU) 2020/666 of 18 May 2020 amending
Implementing Regulation (EU) No 920/2013 as regards the renewal of designations
and the surveillance and monitoring of notified bodies (Text with EEA relevance)

COMMISSION IMPLEMENTING REGULATION (EU) 2020/666
of 18 May 2020

amending Implementing Regulation (EU) No 920/2013 as regards the renewal

of designations and the surveillance and monitoring of notified bodies

(Text with EEA relevance)

THE EUROPEAN COMMISSION,

Having regard to the Treaty on the Functioning of the European Union,

Having regard to Council Directive 90/385/EEC of 20 June 1990 on the approximation of the
laws of the Member States relating to active implantable medical devices”, and in particular
Article 11(2) thereof,

Having regard to Council Directive 93/42/EEC of 14 June 1993 concerning medical devices®,

)

and in particular Article 16(2) thereof,

Whereas:

(1

2)

3)

4)

Commission Implementing Regulation (EU) No 920/2013® sets out a common
interpretation of the main elements of the criteria for designation of notified bodies laid
down in Directives 90/385/EEC and 93/42/EEC.

The COVID-19 pandemic and the associated public health crisis presents an
unprecedented challenge to Member States and other actors active in the field of medical
devices. The public health crisis has created extraordinary circumstances that have a
significant impact on various areas covered by the Union regulatory framework for
medical devices, such as the designation and work of notified bodies, as well as the
availability of vitally important medical devices in the Union.

In the context of the COVID-19 pandemic, Regulation (EU) 2020/561 of the European
Parliament and of the Council® was adopted in order to defer by one year the application
of those provisions of Regulation (EU) 2017/745 of the European Parliament and of the
Council® that would otherwise start to apply from 26 May 2020, including the provision
repealing Directives 90/385/EEC and 93/42/EEC.

As aresult, notified bodies designated under those Directives are able to certify medical
devices for one additional year, until 25 May 2021. However, for a significant number
of those notified bodies the designations will expire between 26 May 2020 and 25 May
2021. Without valid designation, those notified bodies would no longer be able to issue
certificates, and ensure their continuous validity, which is a necessary requirement for
the lawful placing on the market or putting into service of medical devices.
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(6)

(7

(®)

)

To avoid shortages of vitally important medical devices, it is therefore essential that
notified bodies currently designated under Directives 90/385/EEC and 93/42/EEC are
able to continue to operate until the new regulatory framework for medical devices
under Regulation (EU) 2017/745 becomes applicable.

Implementing Regulation (EU) No 920/2013 sets out procedural rules and obligations
for the renewal of the designation as notified body to be complied with by the
designating authorities of Member States under Directives 90/385/EEC and 93/42/EEC.

The extraordinary circumstances created by the COVID-19 pandemic have a significant
impact on the work of notified bodies, Member States and the Commission, regarding
the renewal of the designation process. In particular, travel restrictions and public health
measures, such as social distancing requirements, imposed by Member States, as well as
the increased demand for resources to fight the COVID-19 pandemic and the associated
public health crisis, prevent the relevant actors from carrying out the designation
process in accordance with the procedural rules and obligations set out in Implementing
Regulation (EU) No 920/2013. The deferral of the application of Regulation (EU)
2017/745 and the deferral of the repeal of Directives 90/385/EEC and 93/42/EEC make
it necessary to renew designations of notified bodies that would otherwise expire before
the new regulatory framework for medical devices under Regulation (EU) 2017/745
becomes applicable. The adoption of those renewals of designations has to take place
under considerable time constraints. Those constraints could not reasonably have been
anticipated at the time of adoption of Implementing Regulation (EU) No 920/2013.

Taking into account the unprecedented challenges caused by the COVID-19 pandemic,
the complexity of the tasks regarding the renewal of the designation of notified bodies,
as well as the need to prevent potential shortages of vitally important medical devices
in the Union, it is appropriate to amend Implementing Regulation (EU) No 920/2013 as
regards the renewal of designations as notified bodies. This should allow designating
authorities, in the context of the COVID-19 pandemic and the associated public health
crisis, to derogate from the procedures laid down in Article 3 of that Regulation in order
to guarantee the smooth and timely renewal of a designation before its expiry.

To ensure patient safety and health, those derogation measures should be limited to the
renewal of already granted designations as notified bodies for which the designation
process has previously been carried out, including a completed assessment of the
notified body and the associated surveillance and monitoring activities. Those renewals
of designations should be of temporary nature and adopted before the end of the validity
period of the respective preceding designation. They should automatically become
void at the latest on the date of repeal of Directives 90/385/EEC and 93/42/EEC. In
deciding on a renewal of a designation, the designating authority should carry out
an assessment of the notified body in order to verify its continuous competence and
ability to accomplish the tasks for which it has been designated. That assessment should
include a review of documents and activities related to the notified body, which enable
the designating authority to verify the criteria for designation as set out in Directives
90/385/EEC and 93/42/EEC and Implementing Regulation (EU) No 920/2013.
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(10)
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(12)
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(14)

(15)

The extraordinary circumstances created by the COVID-19 pandemic also have an
impact on the surveillance and monitoring activities related to notified bodies. In
particular, those circumstances may, for a certain period of time, prevent the designating
authority of a Member State from carrying out surveillance on-site assessments or
observed audits. To ensure a minimum level of control and monitoring of notified
bodies, during that period of time, designating authorities should still carry out any
measures to ensure an adequate level of surveillance that remain possible under those
circumstances in addition to the assessment of an appropriate number of the notified
body’s reviews of the manufacturer’s clinical evaluations and an appropriate number of
file reviews. Designating authorities should examine changes to the organisational and
general requirements set out in Annex II to Implementing Regulation (EU) No 920/2013
that have occurred since the last on-site assessment and the activities the notified body
has performed thereafter within the scope of its designation.

In order to ensure transparency and increase mutual trust, designating authorities should
also be required to notify the Commission and each other, by means of the ‘New
Approach Notified and Designated Organisations’ Information System (NANDO), of
any decision on the renewal of a designation as notified body that was carried out
without having recourse to the procedures laid down in Article 3 of Implementing
Regulation (EU) No 920/2013. Those notifications should include the reasons for
decisions on the renewal taken by a designating authority. The Commission should be
able to require a designating authority to provide it with the results of the assessment
supporting the decision to renew the designation of a notified body, as well as the
outcome of related surveillance and monitoring activities, including those referred to in
Article 5 of that Implementing Regulation. Where there is doubt about the competence
of the notified body, the Commission should have the possibility to investigate the
individual case.

In accordance with Directives 90/385/EEC and 93/42/EEC, Member States are
responsible for a decision on designation as notified body. This responsibility also
extends to a decision on the renewal of designation, including such that a Member State
might carry out in accordance with this amending Implementing Regulation.

Implementing Regulation (EU) No 920/2013 should therefore be amended accordingly.

The measures provided for in this Regulation are in accordance with the opinion of the
Medical Devices Committee set up by Article 6(2) of Directive 90/385/EEC.

In light of the overriding need to immediately address the public health crisis associated
with the COVID-19 pandemic, this Implementing Regulation should enter into force as
a matter of urgency on the day of its publication in the Official Journal of the European
Union,

HAS ADOPTED THIS REGULATION:

Article 1

Implementing Regulation (EU) No 920/2013 is amended as follows:

(1)

in Article 4, the following paragraph 6 is added:
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6. By way of derogation from paragraph 2, during the period from 19 May
2020 to 25 May 2021, the designating authority of a Member State, in extraordinary
circumstances resulting from the COVID-19 pandemic and due to the adoption of
Regulation (EU) 2020/561 of the European Parliament and of the Council® deferring
the application of certain provisions of Regulation (EU) 2017/745 of the European
Parliament and of the Council”, may decide to renew a designation as notified body
without having recourse to the procedures laid down in Article 3.

In order to decide on the renewal of a designation as notified body in accordance with
the first subparagraph, the designating authority shall carry out an assessment in order
to verify the continuous competence of the notified body and its ability to perform the
tasks for which it was designated.

The decision on the renewal of a designation as notified body in accordance with
this paragraph shall be adopted before the end of the validity period of the preceding
designation and shall automatically become void at the latest on 26 May 2021.

The designating authority shall notify the Commission of its decision, giving
substantive reasons therefore, on the renewal of a designation as notified body
in accordance with this paragraph by means of the ‘New Approach Notified and
Designated Organisations’ Information System.

The Commission may require a designating authority to provide it with the results
of the assessment supporting the decision on the renewal of a designation as notified
body in accordance with this paragraph, as well as the outcome of related surveillance
and monitoring activities, including those referred to in Article 5.;

2) in Article 5, paragraph 1, the following subparagraph is added:

By way of derogation from the first and second subparagraphs, in exceptional
circumstances relating to the COVID-19 pandemic that temporarily prevent the
designating authority of a Member State from carrying out surveillance on-site
assessments or observed audits, it shall carry out any measures to ensure an
adequate level of surveillance that remain possible under those circumstances in
addition to the assessment of an appropriate number of the notified body’s reviews
of the manufacturer’s technical documentation, including clinical evaluations. That
designating authority shall examine changes to the organisational and general
requirements set out in Annex II that have occurred since the last on-site assessment
and the activities the notified body has performed thereafter..

Article 2

This Regulation shall enter into force on its day of publication in the Official Journal
of the European Union.

This Regulation shall be binding in its entirety and directly applicable in all Member States.
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Done at Brussels, 18 May 2020.

For the Commission
The President
Ursula VON DER LEYEN
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