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Council Directive 90/385/EEC (3) and Council Directive 93/42/EEC (4) constitute the Union regulatory
framework for medical devices, other than in vitro diagnostic medical devices. However, a fundamental

revision of those Directives is needed to establish a robust, transparent, predictable and sustainable
regulatory framework for medical devices which ensures a high level of safety and health whilst supporting

innovation.
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This Regulation aims to ensure the smooth functioning of the internal market as regards medical devices,
taking as a base a high level of protection of health for patients and users, and taking into account the small-

and medium-sized enterprises that are active in this sector. At the same time, this Regulation sets high
standards of quality and safety for medical devices in order to meet common safety concerns as regards

such products. Both objectives are being pursued simultaneously and are inseparably linked whilst one not

being secondary to the other. As regards Article 114 of the Treaty on the Functioning of the European Union
(TFEU), this Regulation harmonises the rules for the placing on the market and putting into service of medical

devices and their accessories on the Union market thus allowing them to benefit from the principle of free
movement of goods. As regards Article 168(4)(c) TFEU, this Regulation sets high standards of quality and
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safety for medical devices by ensuring, among other things, that data generated in clinical investigations are
reliable and robust and that the safety of the subjects participating in a clinical investigation is protected.
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This Regulation does not seek to harmonise rules relating to the further making available on the market of medical
devices after they have already been put into service such as in the context of second-hand sales.
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Key elements of the existing regulatory approach, such as the supervision of notified bodies, conformity
assessment procedures, clinical investigations and clinical evaluation, vigilance and market surveillance
should be significantly reinforced, whilst provisions ensuring transparency and traceability regarding medical
devices should be introduced, to improve health and safety.
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To the extent possible, guidance developed for medical devices at international level, in particular in the

context of the Global Harmonization Task Force (GHTF) and its follow-up initiative, the International Medical
Devices Regulators Forum (IMDRF), should be taken into account to promote the global convergence of
regulations which contributes to a high level of safety protection worldwide, and to facilitate trade, in particular

in the provisions on Unique Device ldentification, general safety and performance requirements, technical
documentation, classification rules, conformity assessment procedures and clinical investigations.
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For historical reasons, active implantable medical devices, covered by Directive 90/385/EEC, and other
medical devices, covered by Directive 93/42/EEC, were regulated in two separate legal instruments. In the
interest of simplification, both directives, which have been amended several times, should be replaced by a
single legislative act applicable to all medical devices other than in vitro diagnostic medical devices.
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The scope of application of this Regulation should be clearly delimited from other Union harmonisation
legislation concerning products, such as in vitro diagnostic medical devices, medicinal products, cosmetics

and food. Therefore, Regulation (EC) No 178/2002 of the European Parliament and of the Council (5) should
be amended to exclude medical devices from its scope.
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It should be the responsibility of the Member States to decide on a case-by-case basis whether or not a
product falls within the scope of this Regulation. In order to ensure consistent qualification decisions in that

regard across all Member States, particularly with regard to borderline cases, the Commission should be
allowed to, on its own initiative or at the duly substantiated request of a Member State, having consulted the

Medical Device Coordination Group ( * MDCG ), decide on a casky-case basis whether or not a specific
product, category or group of products falls within the scope of this Regulation. When deliberating on the
regulatory status of products in borderline cases involving medicinal products, human tissues and cells,

biocidal products or food products, the Commission should ensure an appropriate level of consultation of the
European Medicines Agency (EMA), the European Chemicals Agency and the European Food Safety

Authority, as relevant.
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Since in some cases it is difficult to distinguish between medical devices and cosmetic products, the
possibility of taking a Union-wide decision regarding the regulatory status of a product should also be
introduced in Regulation (EC) No 1223/2009 of the European Parliament and of the Council (6).
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Products which combine a medicinal product or substance and a medical device are regulated either under
this Regulation or under Directive 2001/83/EC of the European Parliament and of the Council. (7) The two

legislative acts should ensure appropriate interaction in terms of consultations during pre-market assessment,
and of exchange of information in the context of vigilance activities involving such combination products. For
medicinal products that integrate a medical device part, compliance with the general safety and performance
requirements laid down in this Regulation for the device part should be adequately assessed in the context of
the marketing authorisation for such medicinal products. Directive 2001/83/EC should therefore be amended.
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Union legislation, in particular Regulation (EC) No 1394/2007 of the European Parliament and of the
Council (8) and Directive 2004/23/EC of the European Parliament and of the Council (9), is incomplete in
respect of certain products manufactured utilising derivatives of tissues or cells of human origin that are
non-viable or are rendered non-viable. Such products should come under the scope of this Regulation,
provided they comply with the definition of a medical device or are covered by this Regulation.
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Certain groups of products for which a manufacturer claims only an aesthetic or another non-medical
purpose but which are similar to medical devices in terms of functioning and risks profile should be covered by

this Regulation. In order for manufacturers to be able to demonstrate the conformity of such products, the
Commission should adopt common specifications at least with regard to application of risk management and,
where necessary, clinical evaluation regarding safety. Such common specifications should be developed

specifically for a group of products without an intended medical purpose and should not be used for
conformity assessment of the analogous devices with a medical purpose. Devices with both a medical and a

non-medical intended purpose should fulfil both the requirements applicable to devices with, and to devices
without, an intended medical purpose.
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As is the case for products that contain viable tissues or cells of human or animal origin, that are explicitly
excluded from Directives 90/385/EEC and 93/42/EEC and hence from this Regulation, it should be clarified
that products that contain or consist of viable biological materials or viable organisms of another origin in

order to achieve or support the intended purpose of those products are not covered by this Regulation either.
O0D0D0D00000 2002/98/EC 0000 0000000000000

The requirements laid down in Directive 2002/98/EC of the European Parliament and of the Council (10) should
continue to apply.
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There is scientific uncertainty about the risks and benefits of nanomaterials used for devices. In order to
ensure a high level of health protection, free movement of goods and legal certainty for manufacturers, it is
necessary to introduce a uniform definition for nanomaterials based on Commission

Recommendation 2011/696/EU (11), with the necessary flexibility to adapt that definition to scientific and
technical progress and subsequent regulatory development at Union and international level. In the design and
manufacture of devices, manufacturers should take special care when using nanoparticles for which there is a
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high or medium potential for internal exposure. Such devices should be subject to the most stringent
conformity assessment procedures. In preparation of implementing acts regulating the practical and uniform
application of the corresponding requirements laid down in this Regulation, the relevant scientific opinions of
the relevant scientific committees should be taken into account.
Jile0d0o0dooodon 2014/30/EU OO OO S500000000O00O00O00O0O00O0O0OO0OO0OO0OO0
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Safety aspects addressed by Directive 2014/30/EU of the European Parliament and of the Council (12) are
an integral part of the general safety and performance requirements laid down in this Regulation for devices.
Consequently, this Regulation should be considered a lex specialis in relation to that Directive.
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This Regulation should include requirements regarding the design and manufacture of devices emitting
ionizing radiation without affecting the application of Council Directive 2013/59/Euratom (13) which pursues

other objectives.
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This Regulation should include requirements for devices' design, safety and performance characteristics which are
developed in such a way as to prevent occupational injuries, including protection from radiation.
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It is necessary to clarify that software in its own right, when specifically intended by the manufacturer to be
used for one or more of the medical purposes set out in the definition of a medical device, qualifies as a

medical device, while software for general purposes, even when used in a healthcare setting, or software

intended for life-style and well-being purposes is not a medical device. The qualification of software, either as
a device or an accessory, is independent of the software's location or the type of interconnection between the

software and a device.
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The definitions in this Regulation, regarding devices themselves, the making available of devices, economic

operators, users and specific processes, the conformity assessment, clinical investigations and clinical
evaluations, post-market surveillance, vigilance and market surveillance, standards and other technical
specifications, should be aligned with well-established practice in the field at Union and international level in

order to enhance legal certainty.
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It should be made clear that it is essential that devices offered to persons in the Union by means of
information society services within the meaning of Directive (EU) 2015/1535 of the European Parliament and
of the Council (14) and devices used in the context of a commercial activity to provide a diagnostic or
therapeutic service to persons within the Union comply with the requirements of this Regulation, where the
product in question is placed on the market or the service is provided in the Union.
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To recognise the important role of standardisation in the field of medical devices, compliance with
harmonised standards as defined in Regulation (EU) No 1025/2012 of the European Parliament and of the
Council (15) should be a means for manufacturers to demonstrate conformity with the general safety and
performance requirements and other legal requirements, such as those relating to quality and risk
management, laid down in this Regulation.
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Directive 98/79/EC of the European Parliament and of the Council (16) allows the Commission to adopt
common technical specifications for specific categories of in vitro diagnostic medical devices. In areas where
no harmonised standards exist or where they are insufficient, the Commission should be empowered to lay
down common specifications which provide a means of complying with the general safety and performance
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requirements, and the requirements for clinical investigations and clinical evaluation and/or post-market

clinical follow-up, laid down in this Regulation.
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Common specifications ( * CS ) should be developed after consulting the relevant stakeholders and taking

account of European and international standards.
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The rules applicable to devices should be aligned, where appropriate, with the New Legislative Framework

for the Marketing of Products, which consists of Regulation (EC) No 765/2008 of the European Parliament
and of the Council (17) and Decision No 768/2008/EC of the European Parliament and of the Council (18).
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The rules on Union market surveillance and control of products entering the Union market laid down in
Regulation (EC) No 765/2008 apply to devices covered by this Regulation which does not prevent
Member States from choosing the competent authorities to carry out those tasks.
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It is appropriate to set out clearly the general obligations of the different economic operators, including
importers and distributors, building on the New Legislative Framework for the Marketing of Products, without
prejudice to the specific obligations laid down in the various parts of this Regulation, to enhance
understanding of the requirements laid down in this Regulation and thus to improve regulatory compliance by

the relevant operators.
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For the purpose of this Regulation, the activities of distributors should be deemed to include acquisition,
holding and supplying of devices.
0290 0OO0O0OO00Oooodoouodoooooooonod 90/385/EC O 93/42/EEC OO UOODOOUOOOn
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Several of the obligations on manufacturers, such as clinical evaluation or vigilance reporting, that were set

out only in the Annexes to Directives 90/385/EEC and 93/42/EEC, should be incorporated into the enacting
provisions of this Regulation to facilitate its application.
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Health institutions should have the possibility of manufacturing, modifying and using devices in-house and
thereby address, on a non-industrial scale, the specific needs of target patient groups which cannot be met at
the appropriate level of performance by an equivalent device available on the market. In that context, it is
appropriate to provide that certain rules of this Regulation, as regards medical devices manufactured and
used only within health institutions, including hospitals as well as institutions, such as laboratories and public
health institutes that support the healthcare system and/or address patient needs, but which do not treat or
care for patients directly, should not apply, since the aims of this Regulation would still be met in a

proportionate manner. It should be noted that the concept of health institution does not cover estab
primarily claiming to pursue health interests or healthy lifestyles, such as gyms, spas, wellness and fithess

centres. As a result, the exemption applicable to health institutions does not apply to such establishments.
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In view of the fact that natural or legal persons can claim compensation for damage caused by a defective device in
accordance with applicable Union and national law, it is appropriate to require manufacturers to have measures in place
to provide sufficient financial coverage in respect of their potential liability under Council Directive 85/374/EEC (19).
Such measures should be proportionate to the risk class, type of device and the size of the enterprise. In this context, it
Is also appropriate to lay down rules concerning the facilitation, by a competent authority, of the provision of

information to persons who may have been injured by a defective device.
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To ensure that devices manufactured in series production continue to be in conformity with the requirements of this

Regulation and that experience from the use of the devices they manufacture is taken into account for the production
process, all manufacturers should have a quality management system and a post-market surveillance system in place

which should be proportionate to the risk class and the type of the device in question. In addition, in order to minimize
risks or prevent incidents related to devices, manufacturers should establish a system for risk management and a system

for reporting of incidents and field safety corrective actions.
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The risk management system should be carefully aligned with and reflected in the clinical evaluation for the device,
including the clinical risks to be addressed as part of clinical investigations, clinical evaluation and post-market clinical

follow up. The risk management and clinical evaluation processes should be inter-dependent and should be regularly
updated.
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It should be ensured that supervision and control of the manufacture of devices, and the post-market
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surveillance and vigilance activities concerning them, are carried out within the manufacturer's organisation

by a person responsible for regulatory compliance who fulfils minimum conditions of qualification.
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For manufacturers who are not established in the Union, the authorised representative plays a pivotal role in
ensuring the compliance of the devices produced by those manufacturers and in serving as their contact
person established in the Union. Given that pivotal role, for the purposes of enforcement it is appropriate to
make the authorised representative legally liable for defective devices in the event that a manufacturer
established outside the Union has not complied with its general obligations. The liability of the authorised
representative provided for in this Regulation is without prejudice to the provisions of Directive 85/374/EEC,
and accordingly the authorised representative should be jointly and severally liable with the importer and the
manufacturer. The tasks of an authorised representative should be defined in a written mandate. Considering
the role of authorised representatives, the minimum requirements they should meet should be clearly defined,
including the requirement of having available a person who fulfils minimum conditions of qualification which
should be similar to those for a manufacturer's person responsible for regulatory compliance.
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To ensure legal certainty in respect of the obligations incumbent on economic operators, it is necessary to clarify when
a distributor, importer or other person is to be considered the manufacturer of a device.

(37) 00" ODUOoUOooono TFEUD O 3d40J0000U0O0OOUOO TREU O 36 000000O0O0O0OOOOOOOO
Jobobtuobgoboobobobuobgobobobobbobuobtubobobobobtuobuobd
bbb obuoboboobobuobuobuboboo
Joooogoooobobougobood '‘0D00o0O00O00oO00oO0oon

Parallel trade in products already placed on the market is a lawful form of trade within the internal market on
the basis of Article 34 TFEU subject to the limitations arising from the need for protection of health and safety
and from the need for protection of intellectual property rights provided for under Article 36 TFEU. Application
of the principle of parallel trade is, however, subject to different interpretations in the Member States. The
conditions, in particular the requirements for relabelling and repackaging, should therefore be specified in this
Regulation, taking into account the case-law of the Court of Justice (20) in other relevant sectors and existing
good practice in the field of medical devices.
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The reprocessing and further use of single-use devices should only take place where permitted by national
law and while complying with the requirements laid down in this Regulation. The reprocessor of a single-use
device should be considered to be the manufacturer of the reprocessed device and should assume the
obligations incumbent on manufacturers under this Regulation. Nevertheless, Member States should have the

possibility of deciding that the obligations relating to reprocessing and re-use of single-use devices within a
health institution or by an external reprocessor acting on its behalf may differ from the obligations on a

manufacturer described in this Regulation. In principle, such divergence should only be permitted where

reprocessing and reuse of single-use devices within a health institution or by an external reprocessor are
compliant with CS that have been adopted, or, in the absence of such CS, with relevant harmonised

standards and national provisions. The reprocessing of such devices should ensure an equivalent level of
safety and performance to that of the corresponding initial single-use device.

0390 Oiudoodododoooodoododooooooouododoooooooouogod
oo oddooooouodoodoootdoooooudoooooodoouodood
O0oon

Patients who are implanted with a device should be given clear and easily accessible essential information
allowing the implanted device to be identified and other relevant information about the device, including any

necessary health risk warnings or precautions to be taken, for example indications as to whether or not it is
compatible with certain diagnostic devices or with scanners used for security controls.

0400 O0OO0O0OOooOooood ceodotboooouotuodoiouoobodododoooooooogo
oo oddooooouodoodoootdoooooudoooooodoouodood
Oooodooubooodooobooodod
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Devices should, as a general rule, bear the CE marking to indicate their conformity with this Regulation so
that they can move freely within the Union and be put into service in accordance with their intended purpose.

Member States should not create obstacles to the placing on the market or putting into service of devices that
comply with the requirements laid down in this Regulation. However, Member States should be allowed to

decide whether to restrict the use of any specific type of device in relation to aspects that are not covered by
this Regulation.

0410 O0oooooobobotugbgoboooboobuobtuobobobobuobobobobbobuobd
Joooodd ublobodoodobobtuobtuoboob bbb uobbobouoon

Jouoogoboooboobuoooon ubl bbb oboboobuobouoboobougood
Jobgbdobooobobtuoboboobobobuobooobobuoobogon

The traceability of devices by means of a Unique Device Identification system (UDI system) based on
international guidance should significantly enhance the effectiveness of the post-market safety-related
activities for devices, which is owing to improved incident reporting, targeted field safety corrective actions and
better monitoring by competent authorities. It should also help to reduce medical errors and to fight against
falsified devices. Use of the UDI system should also improve purchasing and waste disposal policies and
stock-management by health institutions and other economic operators and, where possible, be compatible
with other authentication systems already in place in those settings.

0420 uUDIl U0 obuobooboobobobuobuoboobobobouood
oottt ubl gobotdbobobbgobtuobotoobobobobtuoboooboon

The UDI system should apply to all devices placed on the market except custom-made devices, and be based
on internationally recognised principles including definitions that are compatible with those used by major trade
partners. In order for the UDI system to become functional in time for the application of this Regulation,

detailed rules should be laid down in this Regulation.
0430 0000000000000 0O0D0D000000000000000000000O00oO0o0o0o0o0ooOon
O0D0o0000ooooooooooboooooooobooooooobooooooon

Transparency and adequate access to information, appropriately presented for the intended user, are
essential in the public interest, to protect public health, to empower patients and healthcare professionals and

to enable them to make informed decisions, to provide a sound basis for regulatory decision-making and to
build confidence in the regulatory system.

010 20110 70 280000 Orifarm O Paranovall OO 0O C-400/09 0 C-207/10, ECLI:EU:C:2011:519 O OO



L117/12[EN JOOO0OO0O 5.5.2017

0440 0OQO0OOU0OOO0 OUO0LOUOO0boOobobobuobouood O EBEudamedlO0 00000000 O0oooog
Joouobdgoobggobobuoobobuooobonouoooboobbuoobbuooobod
bbb oobobouobgobob bbb ob bbb obuobuoom
oottt oo obuobuob bbb obuobouonod

oo obobobouobuoboob bbb bbb obuoobouonod
Jobobouobooboooboouoobuobouood 2010/227/EU OO0ODO 'D0D0O0O00OD0DOO0O

One key aspect in fulfilling the objectives of this Regulation is the creation of a European database on medical devices
(Eudamed) that should integrate different electronic systems to collate and process information regarding devices on
the market and the relevant economic operators, certain aspects of conformity assessment, notified bodies, certificates,
clinical investigations, vigilance and market surveillance. The objectives of the database are to enhance overall
transparency, including through better access to information for the public and healthcare professionals, to avoid
multiple reporting requirements, to enhance coordination between Member States and to streamline and facilitate the

flow of information between economic operators, notified bodies or sponsors and Member States as well as between
Member States among themselves and with the Commission. Within the internal market, this can be ensured

effectively only at Union level and the Commission should therefore further develop and manage the European
databank on medical devices set up by Commission Decision 2010/227/EU (21).

0450 OO0O0D0O0O0O0OO0OO0OOO0O0O0O EudamedO O OO OO0OO00O0OO0DODOOO0OOOODODOOOOOODOODOOOO
OO000000ooobOoooooooooooooooooooooooOooooooooooooon
OOooo0ad
To facilitate the functioning of Eudamed, an internationally recognised medical device nomenclature should
be available free of charge to manufacturers and other natural or legal persons required by this Regulation to
use that nomenclature. Furthermore, that nomenclature should be available, where reasonably practicable,
free of charge also to other stakeholders.

0460 Eudamed DD O OO0OO0ODODODOOOOOODOODOOOOOODODOOOOOODODOOOOOOODOOOO
DO00OD000d0obDobOo0o00dooooo00ooobOo0o0d0ooDobOoOo0o0oooDoODoOo0oOooon
OO000000ooobOoooooooooooooooooooooooOooooooooooooon
OO0D0D00000D0ODOO0000oooOoO00o0ooDobOoOo0o00ooDooOo0oooooDoOobOo0oOoon
00
Eudamed's electronic systems regarding devices on the market, the relevant economic operators and
certificates should enable the public to be adequately informed about devices on the Union market. The
electronic system on clinical investigations should serve as a tool for the cooperation between
Member States and for enabling sponsors to submit, on a voluntary basis, a single application for several

Member States and to report serious adverse events, device deficiencies and related updates. The electronic
system on vigilance should enable manufacturers to report serious incidents and other reportable events and

to support the coordination of the evaluation of such incidents and events by competent authorities. The
electronic system regarding market surveillance should be a tool for the exchange of information between
competent authorities.
0470 0O000 EBudamed DO OOOOOU0OOU0OOOOOOO0OOOOOOO 95/46/EC O0DDD 000000000
Ddddddoooooooddooooouuoooddooooooouoddooooooodn
45/2001 0000 0000000000000 000000O00000O0O0O0OOOO0O0O00O0O0O0000
0 45/2001 DO0OOO0O0OOOOOOO Eudamed O0OO0OOOOOOOMO
In respect of data collated and processed through the electronic systems of Eudamed, Directive 95/46/EC of
the European Parliament and of the Council (22) applies to the processing of personal data carried out in the
Member States, under the supervision of the Member States' competent authorities, in particular the public

independent authorities designated by the Member States. Regulation (EC) No 45/2001 of the European
Parliament and of the Council (23) applies to the processing of personal data carried out by the Commission

within the framework of this Regulation, under the supervision of the European Data Protection Supervisor. In
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accordance with Regulation (EC) No 45/2001, the Commission should be designated as the controller of
Eudamed and its electronic systems.

OO0ddddodo moodooooooooooooboboboboioooooodd0d00oo0oooooooao
000

For implantable devices and for class Ill devices, manufacturers should summarise the main safety and

performance aspects of the device and the outcome of the clinical evaluation in a document that should be
publicly available.
DO00OD000d0obDobOo0o00dooooo00ooobOo0o0d0ooDobOoOo0o0oooDoODoOo0oOooon

oot oboboobuobuobooonbn

The summary of safety and clinical performance for a device should include in particular the place of the
device in the context of diagnostic or therapeutic options taking into account the clinical evaluation of that
device when compared to the diagnostic or therapeutic alternatives and the specific conditions under which
that device and its alternatives can be considered.
OO000000ooobOoooooooooooooooooooooooOooooooooooooon
DO00D00000D00ODOO00000DooOOo000ooDoDo0oooon

The proper functioning of notified bodies is crucial for ensuring a high level of health and safety protection and
citizens' confidence in the system. Designation and monitoring of notified bodies by the Member States, in accordance
with detailed and strict criteria, should therefore be subject to controls at Union level.
DO00OD000d0obDobOo0o00dooooo00ooobOo0o0d0ooDobOoOo0o0oooDoODoOo0oOooon
O000000oooobo0ooooooooooooooooooooooboooooooooDoon

Notified bodies' assessments of manufacturers' technical documentation, in particular documentation on

clinical evaluation, should be critically evaluated by the authority responsible for notified bodies. That
evaluation should be part of the risk-based approach to the oversight and monitoring activities of notified

bodies and should be based on sampling of the relevant documentation.
OO00Do000o0oooobOoooooooooooooooooooooooOooooooDooDooooono
OO0000000ooooooooon

The position of notified bodies vis- -vis manufacturers should be strengthened, including with regard to their

right and duty to carry out unannounced on-site audits and to conduct physical or laboratory tests on devices
to ensure continuous compliance by manufacturers after receipt of the original certification.

000000000000 000000oooooo 2010/227/EU O OO
0’0000000000 19950 100 240000000000000000000000000O000O 95/46/EC22 0 0 O (OJ L281,

23.11.1995, p. 31) 0
00000000000 20000 120 18000000000000000000000000000O000000O0 45/2001 0 0O

24(0J L8, 12.1.2001, p. 1) O
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Jooobgoobbgoobbuoooboooobbuooboboobbuooobuoooobn
oottt ooboobo

Oo0o0o0oooooooo
To increase transparency with regard to the oversight of notified bodies by national authorities, the authorities

responsible for notified bodies should publish information on the national measures governing the

assessment, designation and monitoring of notified bodies. In accordance with good administrative practice,
this information should be kept up to date by those authorities in particular to reflect relevant, significant or

substantive changes to the procedures in question.
O00d00000000000O0O0O0O0oO0o0o0o0o0o0ooooDO

The Member State in which a notified body is established should be responsible for enforcing the

requirements of this Regulation with regard to that notified body.
Ddddddooooooooddoooooouoooddiboooooouoddooooooodn
ODodddddoooooootoddoooooootodddooooooooddooooooddn
Ddddddoooooouodddoooooodn

In view, in particular, of the responsibility of Member States for the organisation and delivery of health
services and medical care, they should be allowed to lay down additional requirements on notified bodies

designated for the conformity assessment of devices and established on their territory as far as issues that

are not regulated in this Regulation are concerned. Any such additional requirements laid down should not

affect more specific horizontal Union legislation on notified bodies and equal treatment of notified bodies.

Ooooood /O0ooooooooo N ooododo b ododod odooooooooood
Oooodddooooood Ooddddooon ddddoooooootoddoooooooddn
oddddooond oobbtotbodddubooooooudddoooooououooddon cstongn
Ooboddddoooooooodddoooooooodd

For class Ill implantable devices and class Ilb active devices intended to administer and/or remove a
medicinal product, notified bodies should, except in certain cases, be obliged to request expert panels to
scrutinise their clinical evaluation assessment report. Competent authorities should be informed about
devices that have been granted a certificate following a conformity assessment procedure involving an expert
panel. The consultation of expert panels in relation to the clinical evaluation should lead to a harmonised
evaluation of high-risk medical devices by sharing expertise on clinical aspects and developing CS on
categories of devices that have undergone that consultation process.

OO mooog b oobobobooooooboon Oo000000boboboooooobooooon
ougogon

For class Il devices and for certain class Ilb devices, a manufacturer should be able to consult voluntarily an
expert panel, prior to that manufacturer's clinical evaluation and/or investigation, on its clinical development
strategy and on proposals for clinical investigations.

Jobgbodgbodobooboboobuoboob bbb ob bbb obuobuobubn
Jobgbtugbgoboooboboudgbgoogn OO00O0O0 90/385/EEC U DODDOOOOOOODOO
oo obdoooon

It is necessary, in particular for the purpose of the conformity assessment procedures, to maintain the
division of devices into four product classes in line with international practice. The classification rules, which

are based on the vulnerability of the human body, should take into account the potential risks associated with

the technical design and manufacture of the devices. To maintain the same level of safety as provided by
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Directive 90/385/EEC, active implantable devices should be in the highest risk class.

oo oo obuobuobuon
Jobgbogobotooboobbobuobooobobobobuobuob bbb obuobubobuobn
oo oo obuobuobuon

Jobobougbodobooobobouobouobouooboboboobuobouon

Rules under the old regime applied to invasive devices do not sufficiently take account of the level of
invasiveness and potential toxicity of certain devices which are introduced into the human body. In order to
obtain a suitable risk-based classification of devices that are composed of substances or of combinations of
substances that are absorbed by or locally dispersed in the human body, it is necessary to introduce specific
classification rules for such devices. The classification rules should take into account the place where the
device performs its action in or on the human body, where it is introduced or applied, and whether a systemic
absorption of the substances of which the device is composed, or of the products of metabolism in the human
body of those substances occurs.

Oooodooooootdooodoodboododoooooodooooogd oo oodod
OO00O000 Hnatlb O Nooodooobooooobooooooooooon

The conformity assessment procedure for class | devices should be carried out, as a general rule, under the

sole responsibility of manufacturers in view of the low level of vulnerability associated with such devices. For

class lla, class llb and class Il devices, an appropriate level of involvement of a notified body should be

compulsory.
0000000000000 00O0OoOoooooooooobOobooOoOoD oo oDoooOoOoOan
Ooooon

The conformity assessment procedures for devices should be further strengthened and streamlined whilst
the requirements for notified bodies as regards the performance of their assessments should be clearly
specified to ensure a level playing field.

Jouoogoboooboobuoooon Eudamed OO0 0O0O0O0O0OOODOOO0OOOOOOOOOO
Joboobotuoboooooonbon

It is appropriate that certificates of free sale contain information that makes it possible to use Eudamed in

order to obtain information on the device, in particular with regard to whether it is on the market, withdrawn

from the market or recalled, and on any certificate on its conformity.
oooooodbooodgood Ooooodooodoodbboodoooboboodooogoogn
Ooooodoon M dodtdooddootdooddoodooodoooooodoooooodo
Oooddoodbooodoodboooooodnoo

To ensure a high level of safety and performance, demonstration of compliance with the general safety and
performance requirements laid down in this Regulation should be based on clinical data that, for

class Il devices and implantable devices should, as a general rule, be sourced from clinical investigations
that have been carried out under the responsibility of a sponsor. It should be possible both for the
manufacturer and for another natural or legal person to be the sponsor taking responsibility for the clinical

investigation.
OO00D0000oooooooooooboooooooooboooooooooooooooooooon
OO0OI1ISO OOO0O0O 141552011 ODO0O0OO0O0O0OO0ODOODOOOOOOODODOOOOOOODODOOOOOOOO
OO00D0000ooooooooooobooooooooboooooooooooooooobooooon
OO0D0D00000ooooOo0ooooooobooooooooboooooooo
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The rules on clinical investigations should be in line with well-established international guidance in this field,
such as the international standard 1SO 14155:2011 on good clinical practice for clinical investigations of
medical devices for human subjects, so as to make it easier for the results of clinical investigations

conducted in the Union to be accepted as documentation outside the Union and to make it easier for the
results of clinical investigations conducted outside the Union in accordance with international guidelines to
be accepted within the Union. In addition, the rules should be in line with the most recent version of the
World Medical Association Declaration of Helsinki on Ethical Principles for Medical Research Involving

Human Subjects.

[J 650 Jobgbougbodoboobobobugbdoboob bbb obobobuobouobouon

Jobgbougbodoboobobobugbdoboob bbb obobobuobouobouon
oot oobobuobouoboon

It should be left to the Member State where a clinical investigation is to be conducted to determine the appropriate
authority to be involved in the assessment of the application to conduct a clinical investigation and to organise the
involvement of ethics committees within the timelines for the authorisation of that clinical investigation as set out in
this Regulation. Such decisions are a matter of internal organisation for each Member State. In that context,
Member States should ensure the involvement of laypersons, in particular patients or patients' organisations. They

should also ensure that the necessary expertise is available.

[ 6601 oot obbuooob oo ooobbouoobn
oo ooobbuooooun

Where, in the course of a clinical investigation, harm caused to a subject leads to the civil or criminal liability of the

investigator or the sponsor being invoked, the conditions for liability in such cases, including issues of causality and
the level of damages and sanctions, should remain governed by national law.

670 ooodoodbooodoooooodoogooodbooodoooboodoooooog® d
Ooooood” 0 8b0000bO0dbbOOob0bOodbDbOOoO0bO0O0bDDbOOoO0bOOoO0ODDbDOoOobDoOoOonDO
OO0000O000O0o0obO0o0ooooDbo0oooobooooooDbOooooooDbOooooooo
00O 0O An electronic system should be set up at Union level to ensure that every clinical investigation is

recorded and reported in a publicly accessible database. To protect the right to the protection of personal
data, recognised by Article 8 of the Charter of Fundamental Rights of the European Union ( * the Charter

no personal data of subjects participating in a clinical investigation should be recorded in the electronic
system. To ensure synergies with the area of clinical trials on medicinal products, the electronic system on

clinical investigations should be interoperable with the EU database to be set up for clinical trials on

medicinal products for human use.

[J 6801 Jobobougbuobooobobuobuoboobobobouobuobobobobuobuoboubon
Jobobtugbtgoboobobobuobuobotobobobtuobuoboobobuoobuobobon
Jobobtugbtgoboobobobuobuobotobobobtuobuoboobobuoobuobobon
oot obbuooob oo ooobbouoobn
oot obbuooob oo ooobbouoobn
oo ouoodoooobo obobobobuobod tobtubobuobuobuobuobd Where a

clinical investigation is to be conducted in more than one Member State, the sponsor should have the
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possibility of submitting a single application in order to reduce administrative burden. In order to allow for
resource-sharing and to ensure consistency regarding the assessment of the health and safety-related
aspects of the investigational device and of the scientific design of that clinical investigation, the procedure

for the assessment of such single application should be coordinated between the Member States under the
direction of a coordinating Member State. Such coordinated assessment should not include the

assessment of intrinsically national, local and ethical aspects of a clinical investigation, including informed
consent. For an initial period of seven years from the date of application of this Regulation, Member States
should be able to participate on a voluntary basis in the coordinated assessment. After that period, all

Member States should be obliged to participate in the coordinated assessment. The Commission, based
on the experience gained from the voluntary coordination between Member States, should draw up a

report on the application of the relevant provisions regarding the coordinated assessment procedure. In the
event that the findings of the report are negative, the Commission should submit a proposal to extend the

period of participation on a voluntary basis in the coordinated assessment procedure.

0 690 O00ddd0d0dooooooooooooooooooooooooooooooooooooon
OO00OD000000oOoO0000ooobOoo0o0o0oooobOo0oooooooOoooooooDobooooon
OJO0000000o0oOd  Sponsors should report certain adverse events and device deficiencies that

occur during clinical investigations to the Member States in which those clinical investigations are being
conducted. Member States should have the possibility of terminating or suspending the investigations or
revoking the authorisation for those investigations, if considered necessary to ensure a high level of

protection of the subjects participating in a clinical investigation. Such information should be communicated
to the other Member States.

O 700 OO00O00O00000ooobOo0ooooooobOoooooooOooooooooOoooooooooooan
OO00D0000oooooooooooboooooooooboooooooooooooooooooon
O0O0O0O0000 The sponsor of a clinical investigation should submit a summary of results of the clinical

investigation that is easily understandable for the intended user together with the clinical investigation
report, where applicable, within the timelines laid down in this Regulation. Where it is not possible to submit
the summary of the results within the defined timelines for scientific reasons, the sponsor should justify this

and specify when the results will be submitted.

0710 ODO00OD000000OOoO0000oobOo000ooDobOo0o0oooDoOoOo00o0oooooOoOOooOoon
Jo0o0oooooooooooooooo This Regulation should cover clinical investigations intended to

gather clinical evidence for the purpose of demonstrating conformity of devices and should also lay down
basic requirements regarding ethical and scientific assessments for other types of clinical investigations of

medical devices.

[ 720 Jobobougbuobooobobuobuoboobobobouobuobobobobuobuoboubon

Jooooooooood ncapacitated subjects, minors, pregnant women and breastfeeding women
require specific protection measures. However, it should be left to Member States to determine the legally
designated representatives of incapacitated subjects and minors.

730 Oooodoodogod 2010/63/EU 0000 '0000000000OOODOODOOOOOOOOO

J0o0oooooooooooooon The principles of replacement, reduction and refinement in the area
of animal experimentation laid down in the Directive 2010/63/EU of the European Parliament and of the

Council (24) should be observed. In particular, the unnecessary duplication of tests and studies should be
avoided.
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[ 7401 ODoddddoooooooodddoooooootoddoooooooooddoooooondn
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JO0O0O000000 Manufacturers should play an active role during the post-market phase by systematically and

actively gathering information from post-market experience with their devices in order to update their technical

documentation and cooperate with the national competent authorities in charge of vigilance and market surveillance
activities. To this end, manufacturers should establish a comprehensive post-market surveillance system, set up

under their quality management system and based on a post-market surveillance plan. Relevant data and information
gathered through post-market surveillance, as well as lessons learned from any implemented preventive and/or
corrective actions, should be used to update any relevant part of technical documentation, such as those relating to
risk assessment and clinical evaluation, and should also serve the purpose of transparency.

O 750 OO0000O000O0o0obO0o0ooooDbo0oooobooooooDbOooooooDbOooooooo
Jdd0obodooooooooooooooooan In order to better protect health and safety regarding devices
on the market, the electronic system on vigilance for devices should be made more effective by creating a central
portal at Union level for reporting serious incidents and field safety corrective actions.

[ 760 ODoddddoooooooodddoooooootoddoooooooooddoooooondn
ODdddddooooooooddiooooooonddoioooooonoddooooooood
Ddddddooooooudddooooouuooddooooooouooddooooooodn

OO0O00000 Member States should take appropriate measures to raise awareness among healthcare

professionals, users and patients about the importance of reporting incidents. Healthcare professionals,
users and patients should be encouraged and enabled to report suspected serious incidents at national

level using harmonised formats. The national competent authorities should inform manufacturers of any
suspected serious incidents and, where a manufacturer confirms that such an incident has occurred, the
authorities concerned should ensure that appropriate follow-up action is taken in order to minimise
recurrence of such incidents.

O 770 OO00OD000000oOoO0000ooobOoo0o0o0oooobOo0oooooooOoooooooDobooooon

Jdo0oboooooooooooooooooooooboooooooooo The evaluation of reported

serious incidents and field safety corrective actions should be conducted at national level but coordination
should be ensured where similar incidents have occurred or field safety corrective actions have to be

carried out in more than one Member State, with the objective of sharing resources and ensuring
consistency regarding the corrective action.

0 780 Jdooddoodbooodoooooodoooooodooodoooboodoooooodoad
000000 Inthe context of the investigation of incidents, the competent authorities should take into account,
where appropriate, the information provided by and views of relevant stakeholders, including patient and healthcare
professionals' organisations and manufacturers' associations.

0 790 Jdooddoodoododoooooodoodoootdooodoooboodoooooodod
[0 O O O The reporting of serious adverse events or device deficiencies during clinical investigations and the
reporting of serious incidents occurring after a device has been placed on the market should be clearly
distinguished to avoid double reporting.

[1 800 oot oodooooodoooooodooodooobooodoouoooudod
00000 Ruleson market surveillance should be included in this Regulation to reinforce the rights and
obligations of the national competent authorities, to ensure effective coordination of their market
surveillance activities and to clarify the applicable procedures.

[J 810 oot obbuooob oo ooobbouoobn
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OJ000000000 D000 ooooooooooooooooo Any statistically significant
increase in the number or severity of incidents that are not serious or in expected side-effects that could

have a significant impact on the benefit-risk analysis and which could lead to unacceptable risks should be
reported to the competent authorities in order to permit their assessment and the adoption of appropriate

measures.

[ 820 Jobobougbuobooobobuobuoboobobobouobuobobobobuobuoboubon
Jooobood buoooooodg oMbeccUbuooooonooooooood 2017/746 000 O °0
ooobgooobggoobuoobbooobobuoobboobobuoobon MDCG O U0O0OU
Jobobougbuobooobobuobuoboobobobouobuobobobobuobuoboubon
oo bobobobouood An expert committee, the

Medical Device Coordination Group (MDCG), composed of persons designated by the Member States
based on their role and expertise in the field of medical devices including in vitro diagnostic medical
devices, should be established to fulfil the tasks conferred on it by this Regulation and by

Regulation (EU) 2017/746 of the European Parliament and of the Council (25), to provide advice to the
Commission and to assist the Commission and the Member States in ensuring a harmonised
implementation of this Regulation. The MDCG should be able to establish subgroups in order to have
access to necessary in-depth technical expertise in the field of medical devices including in vitro diagnostic
medical devices. When establishing subgroups, appropriate consideration should be given to the possibility
of involving existing groups at Union level in the field of medical devices.

D'Dooooooood 20100 90 22000000000 bObObObDbDbObOOO 2010/63/EU O O O (0JL276, 20.10.2010, p. 33) U
00000000000 2017040 5000000000000000 2017/7A6 00 BUOODOOOOO0O 98/79/EC DD UOOODODO

2010/227/EU DO OOQOO* ODOOoO” O 176 O O

0830 ODOO0O0OOODDOOOOODDODOOOOOoDDOOOO0oOoooDoDDOOOoooooDoODoOoOoOon MDCG [
OO0O000000oODOOo000oooOobOo0o00oooobOo0o0o0ooDoOobOo0o0o0ooooobOoOooooooOn
J00oooooobooooobooooooon Expert panels and expert laboratories should be designated

by the Commission on the basis of their up-to-date clinical, scientific or technical expertise, with the aim of
providing scientific, technical and clinical assistance to the Commission, the MDCG, manufacturers and
notified bodies in relation to the implementation of this Regulation. Moreover, expert panels should fulfil the
tasks of providing an opinion on clinical evaluation assessment reports of notified bodies in the case of
certain high-risk devices.

0840 DOODDOOO0DOOODODODOOOOODODOOOOn OO0O000O00o0ooooooooon Ooooooooo
Jdoootoootdoododootdooddootdooodooobooodoodoooodooooodd
ooodooooood Oooodood coodbootdbboodoooboodood oooogd
Jo0o0d0obodoooodooooboooooooooooog Closer coordination between national competent

authorities through information exchange and coordinated assessments under the direction of a coordinating authority is
essential for ensuring a consistently high level of health and safety protection within the internal market, in particular in
the areas of clinical investigations and vigilance. The principle of coordinated exchange and assessment should also

apply across other authority activities described in this Regulation, such as the designation of notified bodies and
should be encouraged in the area of market surveillance of devices. Joint working, coordination and communication of

activities should also lead to more efficient use of resources and expertise at national level.

0850 O0O0O0OODOD0O0O0O0O0O0O0O0O0O0OO0OOOOOOOOOOoOoOoOoObObObODODODODDODoDoDoooOoOoOn
OJ0o0oooooooooooooooao The Commission should provide scientific, technical and corresponding

logistical support to coordinating national authorities and ensure that the regulatory system for devices is effectively
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and uniformly implemented at Union level based on sound scientific evidence.

DO00000d0ooObOo00o0ooDobOo00dooDooOo000ooDbOoO00o0ooDoODOOooOoon
OO00OD000000DOO0000o0oobOoOo000ooooOo0ooooooOoOo0ooooooDoOooooon
000 The Union and, where appropriate, the Member States should actively participate in international regulatory

cooperation in the field of medical devices to facilitate the exchange of safety-related information regarding medical
devices and to foster the further development of international regulatory guidelines that promote the adoption in other
jurisdictions of regulations that lead to a level of health and safety protection equivalent to that set by this Regulation.

DO00D000000ObOoO0000ooDobOo0o0o0ooDoobOo0o0ooooDoOoO000oooDoDoOooOoon
[0 O Member States should take all necessary measures to ensure that the provisions of this Regulation are

implemented, including by laying down effective, proportionate and dissuasive penalties for their infringement.

Joodooodbooodoodbooodoodgooodooooodboodoooooodon
Oddoodooodooodno Oo00dodd booooboobod Dobodoboobooodood  Whilst
this Regulation should not affect the right of Member States to levy fees for activities at national level,

Member States should, in order to ensure transparency, inform the Commission and the other

Member States before they decide on the level and structure of such fees. In order to further ensure
transparency, the structure and level of the fees should be publicly available on request.

bbb ob oo oobobboobuobuon
Jobogbugbgobooobobgoboobobobuobuobobobobugan This Regulation

respects the fundamental rights and observes the principles recognised in particular by the Charter and in
particular human dignity, the integrity of the person, the protection of personal data, the freedom of art and
science, the freedom to conduct business and the right to property. This Regulation should be applied by
the Member States in accordance with those rights and principles.

OO TFEU 0O 290 OD0UOO0O0OO0O0OOO0O0OOO0O0OO000o00doooooodoooooodgn
Odoododoodbooodoooooodoodgoootdooodoogn 2016 00 40 1300000
OO0O000Oo0o0oooooooon ‘0000000000000 00D0000D0000N0DooNooo
Jdooddoodbooodoooooodoooooodooodoooboodoooooodoad

[0 O The power to adopt delegated acts in accordance with Article 290 TFEU should be delegated to the

Commission in order to amend certain non-essential provisions of this Regulation. It is of particular
importance that the Commission carry out appropriate consultations during its preparatory work, including
at expert level, and that those consultations be conducted in accordance with the principles laid down in the
Interinstitutional Agreement of 13 April 2016 on Better Law-Making (26). In particular, to ensure equal
participation in the preparation of delegated acts, the European Parliament and the Council receive all
documents at the same time as Member States' experts, and their experts systematically have access to
meetings of Commission expert groups dealing with preparation of delegated acts.

Jobogbugbgobooobobgoboobobobuobuobobobobugan 182/2011 0000 °O

OO000000 Inorderto ensure uniform conditions for the implementation of this Regulation, implementing

powers should be conferred on the Commission. Those powers should be exercised in accordance with
Regulation (EU) No 182/2011 of the European Parliament and of the Council (27).
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0'0 0JL123, 12.5.2016, p. 1.

0?0 DOO0O0OO0ODO0OO0 20110 20 16000000000000000000000000000000000000O000000
182/2011 0 0 0 (OJ L55, 28.2.2011, p.13) 0

09200 ODU0Ubudoobouoooonooobobooboboooboboobobooobobuooobuodad
ooobuooonl bobggobbodgoblb Uoobbuoobbuoobobuooooood The advisory

procedure should be used for implementing acts that set out the form and presentation of the data elements of manufacturers' summaries of

safety and clinical performance, and that establish the model for certificates of free sale, given that such implementing acts are of a
procedural nature and do not directly have an impact on health and safety at Union level.

0930 0O0000O0O0oOoOooobObObObObODOO0D0D0dddd0o0o0ooooooooooooooDon
OO0O00O0 The Commission should adopt immediately applicable implementing acts where, in duly justified

cases relating to the extension to the territory of the Union of a national derogation from the applicable
conformity assessment procedures, imperative grounds of urgency so require.

o400 0OUOUOUOUOOoOoooooon 0OoObObObObObObObO0Ob0 UOUO0O0OO0O0O0O0Ogdd  Inorderto enable it to designate

issuing entities, expert panels and expert laboratories, implementing powers should be conferred on the

Commission.

o5 OdiUlbdbddoudooudoodbooudououooodoouoouodoouooououoouooog
Joddddoooootooudddooooouoooddooooooouodooooooooodd
Jobdddoooooootodddooooooooddooooooouondoboooooooodd
OO000D0OO000oo0o0oobOOo0oooobo0boooobo0oooOoobOoooDobooooboooooOooog
Oooooooodo 98/79/EC LUUOU0OOLUUOOD D[DUOOUO0OUOO0OOUOObDOOUoOoOUOOooOoon
OO0O0O0O0000 To allow economic operators, especially SMEs, notified bodies, Member States and the
Commission to adapt to the changes introduced by this Regulation and to ensure its proper application, it is

appropriate to provide for a sufficient transitional period for that adaptation and for the organisational

arrangements that are to be made. However, certain parts of the Regulation that directly affect
Member States and the Commission should be implemented as soon as possible. It is also particularly

important that, by the date of application of this Regulation, a sufficient number of notified bodies be

designated in accordance with the new requirements so as to avoid any shortage of medical devices on the
market. Nonetheless, it is necessary that any designation of a notified body in accordance with the

requirements of this Regulation prior to the date of its application be without prejudice to the validity of the
designation of those notified bodies under Directives 90/385/EEC and 93/42/EEC and to their capacity to

continue issuing valid certificates under those two Directives until the date of application of this Regulation.

0ol UOU0Uubugouobubobbuuoobobuoobbuoobbuoobboobbuoobbuoa
ooooooooobgad IToooooooooooood 18 uuggooouooooon

90/385/EEC [0 93/42/EEC U U UU0U0U0OU0O0O0O0O0O0OO0O0OO0OO0OO0OOUOUOOOOOOOOOObObObObObDbOO
oot oobobouobuobogo In order to

ensure a smooth transition to the new rules for registration of devices and of certificates, the obligation to
submit the relevant information to the electronic systems set up at Union level pursuant to this Regulation
should, in the event that the corresponding IT systems are developed according to plan, only become fully
effective from 18 months after the date of application of this Regulation. During this transitional period, certain
provisions of Directives 90/385/EEC and 93/42/EEC should remain in force. However, in order to avoid
multiple registrations, economic operators and notified bodies who register in the relevant electronic systems
set up at Union level pursuant to this Regulation should be considered to be in compliance with the
registration requirements adopted by the Member States pursuant to those provisions.
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OO UDl OOoooooono ublooooobobooooboboooooododooooooooooooooo
OJ0o0oooooooooooooooao In order to provide for a smooth introduction of the UDI system, the

moment of application of the obligation to place the UDI carrier on the label of the device should vary from one to five
years after the date of application of this Regulation depending upon the class of the device concerned.

OO000 90/385/EEC DO D 93M42/EEC DO UDUOU0OO0ODUO0OO0OOOU0OO0OO0OOOOOOOODOOOOODOOO
Oooodoodboododooobooodoogoboodoooooodoogooodooogood
Odooodoodbooddooobooodoodoootdoodoooodoooooodooodood
oo oddooooouodoodoootdoooooudoooooodoouodood
ooodoodooododn 207/2012 OO OO ‘00000000 722/20120000 0000000
Oooodoooooodboogoobooodoodooodn Directives 90/385/EEC and
93/42/EEC should be repealed to ensure that only one set of rules applies to the placing of medical devices

on the market and the related aspects covered by this Regulation. Manufacturers' obligations as regards the

making available of documentation regarding devices they placed on the market and manufacturers' and

Member States' obligations as regards vigilance activities for devices placed on the market pursuant to those
Directives should however continue to apply. While it should be left to Member States to decide how to

organise vigilance activities, it is desirable for them to have the possibility of reporting incidents related to

devices placed on the market pursuant to the Directives using the same tools as those for reporting on

devices placed on the market pursuant to this Regulation. It is furthermore appropriate, in order to ensure a

smooth transition from the old regime to the new regime, to provide that Commission

Regulation (EU) No 207/2012 (28) and Commission Regulation (EU) No 722/2012 (29) should remain in

force and continue to apply unless and until repealed by implementing acts adopted by the Commission

pursuant to this Regulation.

Decision 2010/227/EU adopted in implementation of those Directives and Directive 98/79/EC should also remain in

force and continue to apply until the date when Eudamed becomes fully functional. Conversely, no such
maintenance in force is required for Commission Directives 2003/12/EC (30) and 2005/50/EC (31) and
Commission Implementing Regulation (EU) No 920/2013 (32).

000000 20120 309000000000000000000000 207/2012 000 (OJ L72,10.3.2012, p. 28)
0?0 0000 2012080 800000000000000000000O0OODOOO0 90/385/EEC U 93/42/EEC DO DD UODOOOO

Ooooog 722/20120000
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Joboobobotuobouoooobn Oooooooog  98/79/EC O OO OOOOO 2010/227/EU O O
obobougbooboouoouon 2003/12/ECO ‘00 2005/50/EC OODOD ‘000000 920/2013
000000 00000000

oo obuobouood godoooobg ooudo
Jobgbotugouoooobooon 90/385/EEC [ 93/42/EEC OU0OUOOOOOOODOODODOOODODODO

[J O The requirements of this Regulation should be applicable to all devices placed on the market or put into
service from the date of application of this Regulation. However, in order to provide for a smooth transition it
should be possible, for a limited period of time from that date, for devices to be placed on the market or put
into service by virtue of a valid certificate issued pursuant to Directive 90/385/EEC or pursuant to

Directive 93/42/EEC.

000000 ooooooooon 45/2001 0000 28] 20000000 O [OOThe European Data Protection
Supervisor has given an opinion (33) pursuant to Article 28(2) of Regulation (EC) No 45/2001.

O00O00000ono DODoooooooboboooooobooooooobooooooooo oooooo o
OO000000oooobooooooooood OO00ODo00ooooobo Oooooooobooo boobood
00000000 OO0ODOOO0 OoObOoO00 Oos5000000o0oboo00o0on Oo0o0o0o0oooooooon
Jo0o0ooooooooooooooo Since the objectives of this Regulation, namely to ensure the

smooth functioning of the internal market as regards medical devices and to ensure high standards of quality

and safety for medical devices, thus ensuring a high level of protection of health and safety of patients, users

and other persons, cannot be sufficiently achieved by the Member States but can rather, by reason of its

scale and effects, be better achieved at Union level, the Union may adopt measures, in accordance with the

principle of subsidiarity as set out in Article 5 of the Treaty on European Union. In accordance with the

principle of proportionality, as set out in that Article, this Regulation does not go beyond what is necessary in

order to achieve those objectives,

ooobddd HAVE ADOPTED THIS REGULATION
CHAPTER |

O 1O

oo
SCOPE AND DEFINITIONS

010

Article 1

googd

Subject matter and scope

1.

2.

J00ddddddoooooooooooooooooobob oo oooogoooaog
Jooooooodoboooooodoooonooooood This Regulation lays down rules concerning
the placing on the market, making available on the market or putting into service of medical devices for

human use and accessories for such devices in the Union. This Regulation also applies to clinical

investigations concerning such medical devices and accessories conducted in the Union.

Joboogbougbgood ounubuoobbuooobugo Xvi 0googbogoboooboobgon

oo b bbb obobobouonod XVl gogg
Joogbouobodobooobobouoogon oo bobouobouobooonon
40 20200 50 26000000 oooongon 2020 0 50 260

O000 000000000 his Regulation shall also apply, as from the date of application of common specifications
adopted pursuant to Article 9, to the groups of products without an intended medical purpose that are listed in

Annex XVI, taking into account the state of the art, and in particular existing harmonised standards for analogous
devices with a medical purpose, based on similar technology. The common specifications for each of the groups of
products listed in Annex XVI shall address, at least, application of risk management as set out in Annex | for the group
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of products in question and, where necessary, clinical evaluation regarding safety.
The necessary common specifications shall be adopted by 26 May 2020. They shall apply as from six

months after the date of their entry into force or from 26 May 2020, whichever is the latest.

Oo0000 122 0000000 93/42/EEC OUUODUOOO XViUOOOUOOOUOOoOOooobDoooooooo
OO0000000DOO00O000oDbOOo0ooooobooooooobooooo Notwithstanding Article 122,
Member States' measures regarding the qualification of the products covered by Annex XVI as medical

devices pursuant to Directive 93/42/EEC shall remain valid until the date of application, as referred to in the

first subparagraph, of the relevant common specifications for that group of products.

Jd0o0oddooooooooooooooooooooao This Regulation also applies to clinical
investigations conducted in the Union concerning the products referred to in the first subparagraph.

3. OO00O000o0ooooooooooboooooooobooooooooooooooooboooooono
O0O00000 Devices with both a medical and a non-medical intended purpose shall fulfil cumulatively the
requirements applicable to devices with an intended medical purpose and those applicable to devices without an
intended medical purpose.

0'0 20030 20 300000000000000 93/42/EEC DD UU0DOUO0ODLOUODODbObODbOOobobOobog 2003/12/EC O O O (OJ L28,

4.2.2003, p. 43)0
020 20050 80 1100000000000000 9342EECO00O0COOO 00O00OO0OO0ODOOOOOO  200550EC 0000 0OJ

L210, 12.8.2005, p. 41 [1]
0020130 90 2400000000000000000000000000 90/385/EEC DL OO UODOOODOO 93/42/EEC U O OO
goddooooooood 920/2013 D OO OO (0OJL253, 25.9.2013, p. 8). U

0 "0 0J C358, 7.12.2013, p. 10.
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DO0000oOoooon 20000000000 XVIi OO0 ooooooooooooooooooo
[* O 0O” O For the purposes of this Regulation, medical devices, accessories for medical devices, and products listed in

Annex XVI to which this Regulation applies pursuant to paragraph 2 shall hereinafter be referred to as ‘ devic
O0o0D00oooooooooooobooooooobooooooooboooooooobooooooo
Oo0o0o0o0ooooooga 1150000000000000b00000000O00 XVI 0O0Oooooood

Jd0o0boddoobooooboooooboooooooaao Where justified on account of the similarity

between a device with an intended medical purpose placed on the market and a product without an intended
medical purpose in respect of their characteristics and risks, the Commission is empowered to adopt
delegated acts in accordance with Article 115 to amend the list in Annex XVI, by adding new groups of
products, in order to protect the health and safety of users or other persons or other aspects of public health.

OO0O0O0O0000 This Regulation does not apply to:
ODaddOono 2017/746 00000000 0O0OOOOOO0O

ObOOO 2001/83/EC UUIUOO 100 2000000000000 00O0O0O0O00O00O0O0O 2001/83/EC U OO OO

goboooboodooobooobobggad
Ocd O0OOOOO 1394/2007000000000O0ODOOOO

O0d 0O000000000booObOooooobobbooooooobbooooobobobbooooooobg
googogoooon subuunugooon

Oell DOOODODO 1223/2009 000000000000
Of0 0OD0D00ODDODO0DO0O0000doddodooooooooooooooboobobobobbboooooooon

gotgobtdoboobobuobotoobobouobgon

O gl 0O 2004/23/EC D0 U0O0OOD0ODODO0OO0O0O0OODODOOO0OO0OO0DDODOOOO0OO0OU0OODDODODOOoOoOoooDoODOO
gotogbodoboobobouobouobooobouoobobouobouon

OhOoOono didfd f000 g 0o oooooooooooooobooooood
guoboudoboouooooboooon

000 178/2002 00 O OOOoOoOOOOO

in vitro diagnostic medical devices covered by Regulation (EU) 2017/746;

medicinal products as defined in point 2 of Article 1 of Directive 2001/83/EC. In deciding whether a product
falls under Directive 2001/83/EC or under this Regulation, particular account shall be taken of the principal
mode of action of the product;

advanced therapy medicinal products covered by Regulation (EC) No 1394/2007;

human blood, blood products, plasma or blood cells of human origin or devices which incorporate, when
placed on the market or put into service, such blood products, plasma or cells, except for devices referred to
paragraph 8 of this Article;

cosmetic products covered by Regulation (EC) No 1223/2009;

transplants, tissues or cells of animal origin, or their derivatives, or products containing or consisting of them

however this Regulation does apply to devices manufactured utilising tissues or cells of animal origin, or th
derivatives, which are non-viable or are rendered non-viable;

transplants, tissues or cells of human origin, or their derivatives, covered by Directive 2004/23/EC, or produ
containing or consisting of them; however this Regulation does apply to devices manufactured utilising
derivatives of tissues or cells of human origin which are non-viable or are rendered non-viable;

products, other than those referred to in points (d), (f) and (g), that contain or consist of viable biological
material or viable organisms, including living micro-organisms, bacteria, fungi or viruses in order to achieve
support the intended purpose of the product;

food covered by Regulation (EC) No 178/2002.
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7. DO00OD0000oooOoO0 0OoOooOg 2017/7460000 200 2000000000000 DO0O0O000O00O
DO00OO00Oo0oono 2017746 00000000000O0O0DOO0OOOOOODOOOOOO Any device which,
when placed on the market or put into service, incorporates as an integral part an in vitro diagnostic medical
device as defined in point 2 of Article 2 of Regulation (EU) 2017/746, shall be governed by this Regulation.

The requirements of Regulation (EU) 2017/746 shall apply to the in vitro diagnostic medical device part of the

device.
8. O000000goooooono O000000ooooono O000000oooooono 2001/83/EC O
OO0 100 200000000000000000d 100 1000000000000 0o0ooood

Oobdddoooooododddoooooooodooooot
ODododddoooooootdddooooooooodobooooooooddooooooood
2001/83/EC OOODODO 726/2004 OOOD '‘0D0000C0D0OO0O0ODODOOOO loddoooooodod
Joododooooboouooodgd Any device which, when placed on the market or put into service,

incorporates, as an integral part, a substance which, if used separately, would be considered to be a

medicinal product as defined in point 2 of Article 1 of Directive 2001/83/EC, including a medicinal product

derived from human blood or human plasma as defined in point 10 of Article 1 of that Directive, and that has

an action ancillary to that of the device, shall be assessed and authorised in accordance with this Regulation.

However, if the action of that substance is principal and not ancillary to that of the device, the integral product shall be
governed by Directive 2001/83/EC or Regulation (EC) No 726/2004 of the European Parliament and of the

Council (34), as applicable. In that case, the relevant general safety and performance requirements set out in Annex | to
this Regulation shall apply as far as the safety and performance of the device part are concerned.

9. 0000000 2001/83EC U0OUO0O 100 2000000000000 O0DO0O0O0OO0OOODOOOOOOO
Oo0o0ooooooooooo 726/2004 00 O O O Any device which is intended to administer a medicinal
product as defined in point 2 of Article 1 of Directive 2001/83/EC shall be governed by this Regulation, without
prejudice to the provisions of that Directive and of Regulation (EC) No 726/2004 with regard to the medicinal
product.

OO00OD00000DoODOO0000oooOoOo0o0ooooOo0o0oooDoobOo0oooooDooDooOoOoon
Jddd0dooooooooo 2001/83/EC U OUOUOOOOOOO 726/2004 OO0OOOOOOOOOOO
OO0000 10000000000 bo0000DoObo00oooDooDoOon However, if the device

intended to administer a medicinal product and the medicinal product are placed on the market in such a way
that they form a single integral product which is intended exclusively for use in the given combination and
which is not reusable, that single integral product shall be governed by Directive 2001/83/EC or

Regulation (EC) No 726/2004, as applicable. In that case, the relevant general safety and performance
requirements set out in Annex | to this Regulation shall apply as far as the safety and performance of the

device part of the single integral product are concerned.

0'0 20040 30 31000000000000000000000000000000000000000000 (0J L136, 30.4.2004, p.
1)0
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Jdoododoodooodo Ooooodooodooobooodooggod Jooodoooodo
Jdoododoodooodoooooodoodgdogd 2004/23/EC DO OUOOUooooooonDO
00000 Anydevice which, when placed on the market or put into service, incorporates, as an integral part,
non-viable tissues or cells of human origin or their derivatives that have an action ancillary to that of the device shall be
assessed and authorised in accordance with this Regulation. In that case, the provisions for donation, procurement and

testing laid down in Directive 2004/23/EC shall apply.
O0D0o000o0ooooobooooooooood 00000000 obO0O oooooooooono 1394/2007

O00oooooooood 2004/23/EC OO0 O0OO0OOO0OOOOOOOOOOOnO 0000 o0oooon
OO00o0oo0oo0ooooooooogodg However, if the action of those tissues or cells or their derivatives

Is principal and not ancillary to that of the device and the product is not governed by
Regulation (EC) No 1394/2007, the product shall be governed by Directive 2004/23/EC. In that case, the
relevant general safety and performance requirements set out in Annex | to this Regulation shall apply as far

as the safety and performance of the device part are concerned.

OO0oooOd 2014/30/EU OO OO 2@3)00oooooon
This Regulation is specific Union legislation within the meaning of Article 2(3) of Directive 2014/30/EU.

oo oooobouooobuod 2006/42/EC OO OO ‘00 20
O albbggoboboooooogd oo ouooooon 1O noggg

Joooooooooooooon Devices that are also machinery within the meaning of point (a) of the second

paragraph of Article 2 of Directive 2006/42/EC of the European Parliament and of the Council (35) shall, where a
hazard relevant under that Directive exists, also meet the essential health and safety requirements set out in Annex | to
that Directive to the extent to which those requirements are more specific than the general safety and performance
requirements set out in Chapter Il of Annex | to this Regulation.

OO0O0o00oOo0d  2013/59/Euratom OO OO O OO  This Regulation shall not affect the application of

Directive 2013/59/Euratom

Joodooodbooodoodbooodoogbooodoooooogn This Regulation shall not affect
the right of a Member State to restrict the use of any specific type of device in relation to aspects not covered by this
Regulation.

Jdoodooodooouoodbooodoodboootdoooboodoobooodooooood
Joodooodbooodoogobooodoodooodooodo Joodooodoooooodo
This Regulation shall not affect national law concerning the organisation, delivery or financing of health services and
medical care, such as the requirement that certain devices may only be supplied on a medical prescription, the
requirement that only certain health professionals or healthcare institutions may dispense or use certain devices or that
their use be accompanied by specific professional counselling.

O00000odoooboooooooboooooooboooooooboooooooOoboOoooooo
OO000O000 1100 Nothing in this Regulation shall restrict the freedom of the press or the freedom of expression

in the media in so far as those freedoms are guaranteed in the Union and in the Member States, in particular under
Article 11 of the Charter of Fundamental Rights of the European Union.

[1 20 Article 2

(I 0 Definitions
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OJo0o0ooooooooooon For the purposes of this Regulation, the following definitions apply:

“gougr gobobuobuobuob bbb bbb bbb uobuo
dobgoboobuogoogon

— bbb obougogoogon

— ooobgooobouooooooooon

— Jooobgoooouooboobgooobgd

— Jobobotugbgobooobobtuobgobtobobobouoobuoboobd

— Jobooougbogoooonod Jooobogooobobobugbouobooboboobogood
obooouooogoogo

obooouooogoogo

— oooodoooooad
— Jooobgobotoobobougbogd 1040000000000000

‘ medical device ' means any instrument, apparatus, appliance, software, implant, reagent, material or other article
intended by the manufacturer to be used, alone or in combination, for human beings for one or more of the

following specific medical purposes:

— diagnosis, prevention, monitoring, prediction, prognosis, treatment or alleviation of disease,
— diagnosis, monitoring, treatment, alleviation of, or compensation for, an injury or disability,

— investigation, replacement or modification of the anatomy or of a physiological or pathological process or

state,
— providing information by means of in vitro examination of specimens derived from the human body, including
organ, blood and tissue donations,
— and which does not achieve its principal intended action by pharmacological, immunological or metabolic means, in or

on the human body, but which may be assisted in its function by such means.
The following products shall also be deemed to be medical devices:

— devices for the control or support of conception;

—  products specifically intended for the cleaning, disinfection or sterilisation of devices as referred to in
Article 1(4) and of those referred to in the first paragraph of this point.

010 2006 0 50 1700000000000000000O00O0 95/16/EC D0 O OO 2006/42/EC OO0 (0OJL157,9.6.2006, p. 24) O

(2) “ 000000 Do0ddddddod0odooooooooooooboobooboobooooDooooOoOon
OD000000 D000dddddddo0doooooooooooo OJO00d00d00d0oOoOoooond  *© accessory for
a medical device ' means an article which, whilst not being itself a medical device, is intended by its

manufacturer to be used together with one or several particular medical device(s) to specifically enable the
medical device(s) to be used in accordance with its/their intended purpose(s) or to specifically and directly

assist the medical functionality of the medical device(s) in terms of its/their intended purpose(s);

(3) “ 0000 0ogooooooooogoooooooooooooooooooogooooono
O000000ooo0oogooooooooooooooooooogoon ‘custom- made device’ means

any device specifically made in accordance with a written prescription of any person authorised by national
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law by virtue of that person's professional qualifications which gives, under that person's responsibility,
specific design characteristics, and is intended for the sole use of a particular patient exclusively to meet their

individual conditions and needs

OO00OD00000b0OOoO0000ooobOo0oo0ooobOo0oooooooOooooooooooOooono
J00ooooooooooooooooon However, mass-produced devices which need to be adapted to meet

the specific requirements of any professional user and devices which are mass-produced by means of industrial
manufacturing processes in accordance with the written prescriptions of any authorised person shall not be considered

to be custom-made devices;

(4) “ 0000 O000000d0dd0d0d0000o0OoOooooooooooooboOoOoOoODoDoooOoOan
DO000000d00000d0ooooooooooooooboboboooooDoooooooOoOoOoan
DJoooooooooodd ‘ active device ' means any device, the operation of wlegends on a source of energy

other than that generated by the human body for that purpose, or by gravity, and which acts by changing the density of
or converting that energy. Devices intended to transmit energy, substances or other elements between an active device
and the patient, without any significant change, shall not be deemed to be active devices.

O00o0ogooooono Software shall also be deemed to be an active device

(5) “JO00dOo” Oboooooooboooooooooooooooooon * implantable device ’
means any device, including those that are partially or wholly absorbed, which is intended:

— 0OO0OO0OO0000 tobe totally introduced into the human body, or

— [OJO0O0O000OOOooonO @ toreplace an epithelial surface or the surface of the eye,
OJ00000000ood oooooooooooobooboboobooooooooood p00oooo

OO0O0O0000 by clinical intervention and which is intended to remain in place after the procedure.

Any device intended to be partially introduced into the human body by clinical intervention and intended to remain in
place after the procedure for at least 30 days shall also be deemed to be an implantable device;

(6) “ 00000 D000000ddddddd0d0o0o0o0oooooooo ‘ invasive device ' means any
device which, in whole or in part, penetrates inside the body, either through a body orifice or through the
surface of the body;

(7) “gouooT gooobobuobuobtob bbb tob bbb obuobouood

OO0O0O0O000 generic device group means a set of devices having the same or similar intended pur poses or

a commonality of technology allowing them to be classified in a generic manner not reflecting specific
characteristics;

(8) “gougoug” oobobbobuobouobooobon * singlaise device ' means a device that is

intended to be used on one individual during a single procedure;

190 “aoog’ ggoogo /0000 /O CEODOUO0od CEUOOUOOUOObDOOobDOobOUuoooobooo
Jo0o0ooooono Oooooooooooooo ¢ falsified device '’ means any device with a false presentation of its
identity and/or of its source and/or its CE marking certificates or documents relating to CE marking procedures. This
definition does not include unintentional non-compliance and is without prejudice to infringements of intellectual
property rights;

0100 “ 000" Oooooooduotdodoooooooouodod * procedure pack ° means a combination of

products packaged together and placed on the market with the purpose of being used for a specific medical purpose;
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“ o bbb obuobuoboob bbb bbb obuoboun system’ means a

combination of products, either packaged together or not, which are intended to be inter-connected or combined to
achieve a specific medical purpose;

“cogogoa” gobouooobbd oobob obbuoobbuoobbhbuoobobhuoobobbuooob

intended purpose ' means the use for which a device is intended according to the data supplied by the

manufacturer on the label, in the instructions for use or in promotional or sales materials or statements and as
specified by the manufacturer in the clinical evaluation;

OO oboobobobtud tobuoobobbobtbuobuobtubobobobobuobuobo * label © means

the written, printed or graphic information appearing either on the device itself, or on the packaging of each
unit or on the packaging of multiple devices;

“J00”" DOoOo0o000oobOo00dobDbOoOO0o000oDbOboO000oDoObOOo0oOoooDoDoOOd
‘ instructions for use '’ means the information provided by the manufacturer to inform the user of a device's
intended purpose and proper use and of any precautions to be taken;

“d00000O” OublObOOoOoOoOODDOOoO0oOOoOoDbOOoOobOOoOoDbOOooDOOo0ooDoboOoooDoooood
Joooooooooood Unique Device ldentifier " (Y UDI ) means a series of numeric or alphanumeric
characters that is created through internationally accepted device identification and coding standards and that

allows unambiguous identification of specific devices on the market;

“ 000" Oboooooooooon “ nofviable ° means having no potential for metabolism or

multiplication;

“coogr” bbb bobooooo* gooooe oooboooobgooond

O00odoooooooooon derivative ' means a ‘ -maflular substance ' extracted from human or animal

tissue or cells through a manufacturing process. The final substance used for manufacturing of the device in

this case does not contain any cells or tissues;

“dod0dr OoOoObhoOoooOoooobooooon OOooooOo00oooooooooooooooao
O000ooooooooon 5000 0000000000000 0o0o0o0ooOO 1nm-100 nm O OO

nanomaterial ’° means a natural, incidental or manufactured material containing particles in an unbound state
or as an aggregate or as an agglomerate and where, for 50 % or more of the particles in the number size

distribution, one or more external dimensions is in the size range 1-100 nm;

Joodddooo InmUO0O0000000OO000O0OO000OO0000OO000O0000000 Fullerenes,
graphene flakes and single-wall carbon nanotubes with one or more external dimensions below 1 nm shall

also be deemed to be nanomaterials;

“ 00" 000 ()Uooooobooooobooobobooobobooooooon particle ' , for the purposes

of the definition of nanomaterial in point (18), means a minute piece of matter with defined physical
boundaries;

“ 000" 000 ()uooooooooooooooobobobooooooodoooooooooooog
OO0O0o0oo0oOoOoond agglomerate’ | for the purposes of the definition of nanomaterial in point (18), means a

collection of weakly bound particles or aggregates where the resulting external surface area is similar to the
sum of the surface areas of the individual components;

“Ooo” 000 As)uuoooooooooobbobboboooooooog ‘ aggregate ' |, forthe

purposes of the definition of nanomaterial in point (18), means a particle comprising of strongly bound or
fused particles;

“ 00" Ddd0oboooobobooooooooooo * performance ' means the ability of a device to achieve its
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intended purpose as stated by the manufacturer;

23) “ 00" DOO0DOOO0OOOO0OOOOOOObOO0 risk ' means the combination of the probability of occurrence
of harm and the severity of that harm;

(24 *“ 0OO0O00O0OO0O" ODOOOOODOODODOOOOODOODOOOOODODOOOOOODOODODOOOOODOOO
[0 O benefit- risk determination ' means the analysis of all assessments of benefit and risk of possible relevance

for the use of the device for the intended purpose, when used in accordance with the intended purpose given
by the manufacturer;

(25 “ OO0 D0ObObObOOOoOoUObDbOboOoOoOoOoUbDbOboooon OO0 0000000000 compatibility ©is

the ability of a device, including software, when used together with one or more other devices in accordance
with its intended purpose, to:

Dal DO0O0O000O0O0O0O0O00o0ooooon /0 perform without losing or compromising the ability to

perform as intended, and/or

Obd ODOO /MOO0000000O0OO0OOOOOOOOOOO /0 integrate and/or operate without the

need for modification or adaption of any part of the combined devices, and/or

Ocl ODOOOD /ODOOUOO0OUOoboOooboooooodgd be used together without conflict/interference or
adverse reaction.

(26) " OO0 DOOOOODDOODDODOOOOOOODDOOOOOOO O0D0000 OoOooogo *  interoperability © st
ability of two or more devices, including software, from the same manufacturer or from different manufacturers, to:

Jall Do bobouobuoooobobouobouonod /0 exchange

information and use the information that has been exchanged for the correct execution of a specified
function without changing the content of the data, and/or

Obd OJOOOOOOOO /O communicate with each other, and/or

OchO OOOOOOOOOO work together as intended [

27y “0O0OO00O0O0O" OO00OOODODOOOOOODDOOoOobOOd OO0O000O00oOoO0 Oooooooboooo
O0000 0O000ooboooooboOg O making available on the market '’ means any supply of a device, other
than an investigational device, for distribution, consumption or use on the Union market in the course of a
commercial activity, whether in return for payment or free of charge;

(28) “ 0000 DO0OOUOOO0OOOUOODOOOOOOOOOOOO * placing on the market " means the first
making available of a device, other than an investigational device, on the Union market

(299 “ 0OO0O0O0” ODO0ODOOOOOO0OODODOOOO0OODODOOOOO0OODODOOOOODODOOOoOoOooOoOO
OO0O000 ¢ putting into service '’ means the stage at which a device, other than an investigational device, has

been made available to the final user as being ready for use on the Union market for the first time for its
intended purpose;

(30) “ D00’ UUobbboboOoooobobbObooOoUobDbObOboOooUUbDbObOoooooDbObbooOoUooboo

OOoO0on0 * manufacturer ° means a natural or legal person who manufactures or fully refurbishes a device or

has a device designed, manufactured or fully refurbished, and markets that device under its name or

trademark;
31) *“0000” OOOOO0OO0O0O0 ODoOoooooooooooooooood OOo0O0000oOoooooaoa
Jdoodoboooooboooooboooooooooon “ fully refurbishing ', for the purposes of the definition of

manufacturer, means the complete rebuilding of a device already placed on the market or put into service, or
the making of a new device from used devices, to bring it into conformity with this Regulation, combined with



(32)

(33)

(34)

(35)

(36)

(37)

(38)

(39)

(40)

0 410

[ 4201

1 430

0 440

[ 450

L117/32[EN JOOOO0O 5.5.2017

the assignment of a new lifetime to the refurbished device;

“J000” Dddooodooobodooobodoboboooobo o000 oooooboooon
Dodoouododoooooobodoouoooooooooa * authorised representative ' means any

natural or legal person established within the Union who has received and accepted a written mandate from
a manufacturer, located outside the Union, to act on the manufacturer's behalf in relation to specified tasks
with regard to the latter's obligations under this Regulation;

“ 000" Oo0oobOoooooooboooooon Oo0odddodooooooooooo ‘ importer ' means any
natural or legal person established within the Union that places a device from a third country on the Union

market;

“ 000" D0oObOo0oooooboboboooooobooooooobooooooboOoboooooooo
0000 distributor ' means any natural or legal person in the supply chain, other than the manufacturer or the

importer, that makes a device available on the market, up until the point of putting into service;

“gouooT bbb oobobouooogda 22(1)0 223)0 000000 economic operator ’

means a manufacturer, an authorised representative, an importer, a distributor or the person referred to in
Article 22(1) and 22(3);

“do0o” booobooooouooooobooooooooo health institution '’ means an organisation
the primary purpose of which is the care or treatment of patients or the promotion of public health;

“0J00” Dodoooooooobooobobooooo ‘ user '’ means any healthcare professonal or lay
person who uses a device;

“JO00o0b0” ooboooooobooooobooobobuooooood “ lay person ' means an individual
who does not have formal education in a relevant field of healthcare or medical discipline;

“ 000" O0000000d0d0d00d0d0000OoOoooooooooooooboODbOoODoDoooOoOoOoan
Jo0doddodoooooooooooood “ reprocessing ' means a process carried out on a used

device in order to allow its safe reuse including cleaning, disinfection, sterilisation and related procedures, as
well as testing and restoring the technical and functional safety of the used device;

“JO00ob0” D0bbooobboooobobooooooooooood * conformity assessment '’ means the
process demonstrating whether the requirements of this Regulation relating to a device have been fulfilled;
“ 0000000 O0000ddddd0ddd0dd0ooooooooooooooooooo conformity

assessment body means a body that performs third -party conformity assessment activities including

calibration, testing, certification and inspection;

“ o000’ booooboooboooooouoood notified body ' means a conformity assessment body
designated in accordance with this Regulation

“ceuog” o CEOUO” buuuoutbubooutuoutboououootboououoouobooodnn
Doodoododooodgn * CE marking of conformity ' or ‘ CE marking’ means a marking by which a

manufacturer indicates that a device is in conformity with the applicable requirements set out in this
Regulation and other applicable Union harmonisation legislation providing for its affixing;

“OJooO0" oogoooooooooooooooooooogoooooooooogooooooo
OO000000o0oo0o0oooooooooooooooooooooooono * clinical evaluation ' means a

systematic and planned process to continuously generate, collect, analyse and assess the clinical data

pertaining to a device in order to verify the safety and performance, including clinical benefits, of the device

when used as intended by the manufacturer;

“J000”" D0doobodoooboooboboooobOooooooooooooOooon * clinical

investigation ' means any systematic investigation involving one or more human subjects, undertaken to
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assess the safety or performance of a device;

O 460 “JOo0o” ODoboooobooooboodo ‘ investigational device '’ means a device that is assessed in

a clinical investigation;

0470 “gobugog” boobobuoboob bbb obob bbb obuood

* clinical investigation plan '’ means a document that describes the rationale, objectives, design, methodology,
monitoring, statistical considerations, organisation and conduct of a clinical investigation;

[ 480 cgooo” goobobuoobbouoobobuoobobuooobouoan clinical data ' means

information concerning safety or performance that is generated from the use of a device and is sourced
from the following:

— [HdOOoOoooond o clinical investigation(s) of the device concerned, []

— [ODO00000D0OODOO00dobDbObOO000o0oDbDbOOO000o0DDObOOO0o0oOoooDoODoOO
clinical investigation(s) or other studies reported in scientific literature, of a device for which
equivalence to the device in question can be demonstrated,

— [Joootdooobototdootdobotodoooboootdoooooodoooooodood
0000 reports published in peer reviewed scientific literature on other clinical experience of
either the device in question or a device for which equivalence to the device in question can be
demonstrated,
— Oo00o0ooooooooobooooo OO0O000000000 clinically relevant information coming
from post-market surveillance, in particular the post-market clinical follow-up;
[ 49(] “OoO” oooootdbo ooboootdooooootdoooooodn Oooodood*® sponsor’ means

any individual, company, institution or organisation which takes responsibility for the initiation, for the
management and setting up of the financing of the clinical investigation;

0 500 “ 000’ ooooooooooon ‘ subject ° means an individual who participates in a clinical investigation;
0 510 “ 000" DbOooooooobboooooooboooooooboobooooooobooooooon
Joodoooodoooobooouoooooooaa ‘ clinical evidence ’ means clinical data and clinical

evaluation results pertaining to a device of a sufficient amount and quality to allow a qualified assessment of whether
the device is safe and achieves the intended clinical benefit(s), when used as intended by the manufacturer;

[0 520 cUoog” gooooodooooootdbooodoobooodooobooodoooooodood
J00000ooobooooobooooobooooooon “ clinical performance ’' means the ability of a device,
resulting from any direct or indirect medical effects which stem from its technical or functional characteristics,
including diagnostic characteristics, to achieve its intended purpose as claimed by the manufacturer, thereby leading
to a clinical benefit for patients, when used as intended by the manufacturer;

[ 5301 “Uoot” goooodooououtdooodooooodoooboouodoooooodoon
Joodoododooooooooooooooaa ‘ clinical benefit '’ means the positive impact of a device on

the health of an individual, expressed in terms of a meaningful, measurable, patient-relevant clinical outcome(s),
including outcome(s) related to diagnosis, or a positive impact on patient management or public health.

0 540 “0J00” Dooooboooobobooooobooooon “ investigator ' means an individual responsible for the

conduct of a clinical investigation at a clinical investigation site;

0 550 “J000” D00oooodooobooobobooooooooooboooobOb0ooobobooOooo
Jdd0d000000000000ooooooooooooobooboooOoD oo ooOoOoOoOn
Oo00o0o0o0od * informed consent © means a subject's free and voluntary expression of his or her willingness to

participate in a particular clinical investigation, after having been informed of all aspects of the clinical investigation
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that are relevant to the subject's decision to participate or, in the case of minors and of incapacitated subjects, an
authorisation or agreement from their legally designated representative to include them in the clinical investigation;

(1 560 “Uototuo” goououoooooutdooodooobooooooboouodooooouodood
J0dddddddddoooooooooooooooooooooono * ethics committee ° means an

independent body established in a Member State in accordance with the law of that Member State and empowered to
give opinions for the purposes of this Regulation, taking into account the views of laypersons, in particular patients or
patients' organisations;
[ 570 cooogT ogooooooobotdbooodoobooodboobboodoooooogood
ool cootdoodooodoodoooodod JoodooooodonOo ¢ adverse event ©  means any

untoward medical occurrence, unintended disease or injury or any untoward clinical signs, including an abnormal

laboratory finding, in subjects, users or other persons, in the context of a clinical investigation, whether or not related
to the investigational device;

[J 580 “gouood” obuobouobuoobobtuoogd ‘ serious adverse event ' means any adverse event

that led to any of the following:

O a] 00 death, O

0 b Jooooooooooooooon serious deterioration in the health of the subject, that

resulted in any of the following: [
(1) OJO0o0oooooood  life-threatening illness or injury,

(ii) Jdoooboooooooooooon permanent impairment of a body structure or a body

function,
(i) Joooooooooodgo hospitalisation or prolongation of patient hospitalisation,

vy 00000DOOO0000OO0OODOO00O00oOoObOOOoOoOOobooObOOooOoOoon medical
or surgical intervention to prevent life-threatening illness or injury or permanent impairment
to a body structure or a body function,

(v) 00000 chronic disease,

[ c 00000 D0ooooooooooooobooooon foetal distress, foetal death or a congenital

physical or mental impairment or birth defect;

[0 590 “ 0000 0000000000 ooooooooooooooooobono
OJO0o0o0ooooobooooon * device deficiency ’' means any inadequacy in the identity, quality, durability,

reliability, safety or performance of an investigational device, including malfunction, use errors or
inadequacy in information supplied by the manufacturer

(60) cooouoT dbboouooooootdbooodoooboboodooooootdbooogooooogd
Jddooddootdbooodoodoododoodooodooooooobooooooooodon
OJo0oooooooonod ‘ posmarket surveillance ' means all activities carried out by manufacturers in
cooperation with other economic operators to institute and keep up to date a systematic procedure to
proactively collect and review experience gained from devices they place on the market, make available on

the market or put into service for the purpose of identifying any need to immediately apply any necessary
corrective or preventive actions;

0 610 cgoug” oo obuobuob bbb obuobouobogo
oo obuoouob obuobtoobuobbobouoood ‘ market surveillance ' means the activities
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carried out and measures taken by competent authorities to check and ensure that devices comply with the
requirements set out in the relevant Union harmonisation legislation and do not endanger health, safety or
any other aspect of public interest protection;

0 620 “ 00" 0000ooobooooobooooobooooooon “ recall ° means any measure aimed at
achieving the return of a device that has already been made available to the end user;

0 630 “ 00" 000oooobodooobooooboooooooooon * withdrawal ° means any measure
aimed at preventing a device in the supply chain from being further made available on the market;

O 640 “ 00" 000O000oOOo0bOO0o0oDobOOoo0bodbOoooDbo0oboOooobooooooDbOooood
Jddobodoooboooooboooooooooooooooo “ incident ° means any malfunction or

deterioration in the characteristics or performance of a device made available on the market, including
use-error due to ergonomic features, as well as any inadequacy in the information supplied by the
manufacturer and any undesirable side-effect;

O 650 “Jd00000”" 0ODooobOodoOooobodoooobo0ooooobOooooon serious incident  ’
means any incident that directly or indirectly led, might have led or might lead to any of the following:
Oall ODO0OO0OO0O0OO0OO0O0O0OO0OO0O the death of a patient, user or other person,
Obld O0O0O00O0OO0OD0OO0O0OO0O0O0O0OO0D0O0OO0O00O0000LO the temporary or permanent serious
deterioration of a patient's, user's or other person's state of health,
Ocl OOOODOOOOO  aserious public health threat;

[J 660 “gougodogo” bbb bbb ob bbb obuobouobgo
Jobgbtugbtgobogbobobuobtubobobbobuobtoobobobobuobuobd

* serious public health threat ' means an event which could result in imminent risk of death, serious deterioration
person's state of health, or serious illness, that may require prompt remedial action, and that may cause significant
morbidity or mortality in humans, or that is unusual or unexpected for the given place and time;

0670 “Od000" O00o0bhOo0ooOoooDbOOoobOooboboOooooooDoboOooooooo ‘ corrective action ’
means action taken to eliminate the cause of a potential or actual non-conformity or other undesirable situation;

] 68011 “Uootdooooor toooooutdoooootdooooootoooodoooooodood
Jo0o0ooooooboooooooaao ‘ field safety corrective action '’ means corrective action taken by a

manufacturer for technical or medical reasons to prevent or reduce the risk of a serious incident in relation to a
device made available on the market;

[ 6901 “Uoouoor oo outdooodooobooodoooooodo ‘ field safety notice ’
means a communication sent by a manufacturer to users or customers in relation to a field safety corrective action;

1 700 “0o000d” O0O0OO0n0O 102520120000 200010 cO0OO0ODOOOOO ¢ harmonised standard ° means
a European standard as defined in point (1)(c) of Article 2 of Regulation (EU) No 1025/2012;

[ 710 “Uood ocsl doouooudoodn oo oodoooooodoon ‘ common

specifications (CS) means a set of technical and/or clinical requirements, other than a standard, that provides a
means of complying with the legal obligations applicable to a device, process or system.

[ 30 Atrticle3

OO00O000 Amendment of certain definitions

Oo0odddon s tdddddooooootototdddoooooooodddooooooooddnn 2 [
Oi8uudoudoougodn 191020000 22000000004

The Commission is empowered to adopt delegated acts in accordance with Article 115 in order to amend the

definition of nanomaterial set out in point (18) and the related definitions in points (19), (20) and (21) of Article 2 in the

light of technical and scientific progress and taking into account definitions agreed at Union and international level.
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[1 40 Article 4

OO0O0000 Regulatory status of products

1.

OO00O00 2001/83/EC OO0 22Uibbb0i0d0dobobb0O0oO0obbbOoOooooboboOod 103
ogoobggooboggd MDCG U U UOObLouooboouoooouoooooboooobggo

“cgouobooo” obuobuobooon 114@3) 0000000 bobobobobooooood Without prejudice

to Article 2(2) of Directive 2001/83/EC, upon a duly substantiated request of a Member State, the

Commission shall, after consulting the Medical Device Coordination Group established under Article 103 of

this Regulation (* MDCG ), by means of implementing acts, determine whether or not a specific product, or

category or group of products, falls within the definitions of ‘ medical device ' or *‘ accessoryforarn
device ’ . Those implementing acts shall be adopted in accordance with the examination procedure referred to

in Article 114(3) of this Regulation.

OooDoooooono MDCG DO DOOO0O0OOOoOoODODOoOoOooooon 100000000000 11400 30
Jo0o0ooooooooooonod The Commission may also, on its own initiative, after consulting the MDCG,

decide, by means of implementing acts, on the issues referred to in paragraph 1 of this Article. Those implementing acts
shall be adopted in accordance with the examination procedure referred to in Article 114(3).

00000000000 0d0ooooooooooooooobooboooDooooD000ooooOoOoooo
O00000 OD000O0 OD0OO000000 OD00dd0oooooooooooooooo The Commission shall

ensure that Member States share expertise in the fields of medical devices, in vitro diagnostic medical devices,

medicinal products, human tissues and cells, cosmetics, biocides, food and, if necessary, other products, in order to
determine the appropriate regulatory status of a product, or category or group of products.

obootuobgoboobooboobuobobooob bbb uoobobbobuood

OEMALOOOOOOOOUOO ECHAOUOOOOOOOOOOO EFSAUO 000000000 ooogg When

deliberating on the possible regulatory status as a device of products involving medicinal products, human tissues and
cells, biocides or food products, the Commission shall ensure an appropriate level of consultation of the European

Medicines Agency (EMA), the European Chemicals Agency (ECHA) and the European Food Safety Authority (EFSA),
as relevant.

O n o CHAPTERIII

bbbt totbotdbootdbougtbn ceogooogg

MAKING A VAILABLE ON THE MARKET AND PUTTING INTO SERVICE OF

DEVICES, OBLIGATIONS OF ECONOMIC OPERATORS, REPROCESSING , CE

MARKING , FREE MOVEMENT

[] 50 Atrticleb

Ooooooood Placing on the market and putting into service

bbb oo b oo uoobobuoooobod

A device may be placed on the market or put into service only if it complies with this Regulation when duly
supplied and properly installed, maintained and used in accordance with its intended purpose.

ooooooooon D000 obouogogoogn A device shall meet the general

safety and performance requirements set out in Annex | which apply to it, taking into account its intended purpose.

Jdd0ooooooooooooooooon 610000000 Demonstration of conformity with the
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general safety and performance requirements shall include a clinical evaluation in accordance with Article 61.

4.

5.

J00o00oooooooooooooooooon Devices that are manufactured and used within health
institutions shall be considered as having been put into service.

gotud 1guobodobooobobobobuoboobobob bbb bbb obbobuood

OJo0oooooooonod With the exception of the relevant general safety and performance requirements set out in

Annex |, the requirements of this Regulation shall not apply to devices, manufactured and used only within health

institutions established in the Union, provided that all of the following conditions are met:

Dald0dod0odoooooooooon the devices are not transferred to another legal entity,

ObOODO0OO0OO0OO0OO0OO0OODOOOOOO manufacture and use of the devices occur under appropriate quality

0 dOd

O fO

0 h{O

management systems,

ooobbgoobggoobooobbooobobgoobboobbuoobon the health

institution justifies in its documentation that the target patient group's specific needs cannot be met, or
cannot be met at the appropriate level of performance by an equivalent device available on the market,

oo obobobuobuobouoobd the health institution

provides information upon request on the use of such devices to its competent authority, which shall
include a justification of their manufacturing, modification and use;

Jd00oodooobooooobooooon the health institution draws up a declaration which it shall

make publicly available, including []

(1) Jdoo0oooooooooooon the name and address of the manufacturing health institution;

(i) OO000000000 @ the details necessary to identify the devices;

(iii) Oooooooooog |1 000000000000 oooboooooooooooooooo
OO0O00O000 adeclaration that the devices meet the general safety and performance

requirements set out in Annex | to this Regulation and, where applicable, information on which

requirements are not fully met with a reasoned justification therefor,
O00D0000ooooboooooooooooooobooooooooOoooooooboooon
OO00D0000oooOooooon 000000000 oooon the health institution draws up
documentation that makes it possible to have an understanding of the manufacturing facility, the
manufacturing process, the design and performance data of the devices, including the intended purpose,
and that is sufficiently detailed to enable the competent authority to ascertain that the general safety and
performance requirements set out in Annex | to this Regulation are met;
OO00D0000000DOO0000ooooOooooon f0ooooooooooooon the health
institution takes all necessary measures to ensure that all devices are manufactured in accordance with
the documentation referred to in point (f), and
O0D0o0000ooooOoooooooooooooooooon the health institution reviews

experience gained from clinical use of the devices and takes all necessary corrective actions.

bbb oob bbb oo obuood

Joodoodoooodooooooouooouoooago Member States may require that such health

institutions submit to the competent authority any further relevant information about such devices which have been

manufactured and used on their territory. Member States shall retain the right to restrict the manufacture and the use of

any specific type of such devices and shall be permitted access to inspect the activities of the health institutions

OJ0o0oooooooooooooooao This paragraph shall not apply to devices that are manufactured on an
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industrial scale

Odddddooooooooooo |1 0000000000000 0000000000000000O0Oad
Oo0o0ooodd 14@uubdooboooobooooon . In order to ensure the uniform application of
Annex |, the Commission may adopt implementing acts to the extent necessary to resolve issues of divergent

interpretation and of practical application. Those implementing acts shall be adopted in accordance with the
examination procedure referred to in Article 114(3).
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[0 6 Article6

O0O0O00 Distance sales

1.

D000 201515350000 1100 bO00Obdd0ObOUOOO0OoOoOoo0OooOooooobDoooooDo
DJO0D00O000odoodoO  Adevice offered by means of information society services, as defined in point (b)

of Article 1(1) of Directive (EU) 2015/1535, to a natural or legal person established in the Union shall comply
with this Regulation

oot oob bbb o oo obuood
Jobgouooougood 2015/1535 0000 100 b oo dooooooooooog

oo obouobuobuooboboboobga

Without prejudice to national law regarding the exercise of the medical profession, a device that is not placed
on the market but used in the context of a commercial activity, whether in return for payment or free of charge,
for the provision of a diagnostic or therapeutic service offered by means of information society services as
defined in point (b) of Article 1(1) of Directive (EU) 2015/1535 or by other means of communication, directly
or through intermediaries, to a natural or legal person established in the Union shall comply with this
Regulation.

obooougooon 10000o00oon 2000000000000 uoooood
ooooooooobgad

Upon request by a competent authority, any natural or legal person offering a device in accordance with

paragraph 1 or providing a service in accordance with paragraph 2 shall make available a copy of the
EU declaration of conformity of the device concerned.

OO0O0O 20151535 0000 1(1)00dbb0buodooobobbooooobobbbooooobbboooooo
ooood

A Member State may, on grounds of protection of public health, require a provider of information society
services, as defined in point (b) of Article 1(1) of Directive (EU) 2015/1535, to cease its activity.

[ 70 Article?7

00 Claims

oot obuobgobbob bbb ob bbb obuobuoboubobo
Jooobbgobbgoobobuoobbooooobobouooobgd

In the labelling, instructions for use, making available, putting into service and advertising of devices, it shall be prohibited to

use text, names, trademarks, pictures and figurative or other signs that may mislead the user or the patient with regard to the

device's intended purpose, safety and performance by

(@)

(b)

(d)

OJo0o0ooooooooooon ascribing functions and properties to the device which the device does not
have;

Joodooooooodoooobooouooouooooo creating a false impression regarding treatment
or diagnosis, functions or properties which the device does not have;

Jdodobodoooboooooooooon failing to inform the user or the patient of a likely risk associated
with the use of the device in line with its intended purpose;

OJ00000000 OOoObOoooobooOoooon  suggesting uses for the device other than those stated to
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form part of the intended purpose for which the conformity assessment was carried out.

[ 8 0 Article 8

Odogdodg Use of harmonised standards

1.

bbb obuobobo oo obuobuob oo obbobuood
oo

Devices that are in conformity with the relevant harmonised standards, or the relevant parts of those
standards, the references of which have been published in the Official Journal of the European Union, shall
be presumed to be in conformity with the requirements of this Regulation covered by those standards or parts

thereof.

Jddoodddooodooooooooooooboooobob oo oo oDoooood
Jdo0ooooooooooooooooobooooooooooooooo PMCFOOOOODOO The first
subparagraph shall also apply to system or process requirements to be fulfilled in accordance with this Regulation by
economic operators or sponsors, including those relating to quality management systems, risk management,

post-market surveillance systems, clinical investigations, clinical evaluation or post-market clinical

follow-up (* PMCF. )

OJ0000000o0b0000obo00oboooooboooooooooooon References in this

Regulation to harmonised standards shall be understood as meaning harmonised standards the references of which have
been published in the Official Journal of the European Union.

2. goouooobobuoobbuoobbuoobbuoobboobbuoobbhuoobbuooon

obootuobgoboobooboobuobobooob bbb uoobobbobuood
oooood

References in this Regulation to harmonised standards shall also include the monographs of the European
Pharmacopoeia adopted in accordance with the Convention on the Elaboration of a European Pharmacopoeia, in

particular on surgical sutures and on interaction between medicinal products and materials used in devices containing
such medicinal products, provided that references to those monographs have been published in the Official Journal of
the European Union.

[0 90 Article 9

OO0O00 Common specifications

1.

ool 1g2u0d0d 1vgstddoobuoobbuoooouooobobuoobbuooboboon

bbb oouooougn MDCG UUOUogooon 1goodoooboooon
oot ngimodbbobotogobogo Xiv ogtootooboobooobtuobtdobogoon Xv O0oogg
Jobgbougbooobobouoouon cslitnd 114@)uuioouooooooooooooboon
CSO

Without prejudice to Article 1(2) and 17(5) and the deadline laid down in those provisions, where no harmonised
standards exist or where relevant harmonised standards are not sufficient, or where there is a need to address public
health concerns, the Commission, after having consulted the MDCG , may, by means of implementing acts, adopt
common specifications (CS) in respect of the general safety and performance requirements set out in Annex I, the
technical documentation set out in Annexes Il and I, the clinical evaluation and post-market clinical follow-up set out
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in Annex XIV or the requirements regarding clinical investigation set out in Annex XV . Those implementing acts shall

be adopted in accordance with the examination procedure referred to in Article 114(3).
O00 100000 csOnooooooooooooon csuoooooooood o

Devices that are in conformity with the CS referred to in paragraph 1 shall be presumed to be in conformity
with the requirements of this Regulation covered by those CS or the relevant parts of those CS.

Jooobgd 1b00gdado cstuuoubduobbuoobbuoobobuoobbuood

Manufacturers shall comply with the CS referred to in paragraph 1 unless they can duly justify that they have
adopted solutions that ensure a level of safety and performance that is at least equivalent thereto.

odd 300bogn Xvi bouoooooooooboooon cst

Notwithstanding paragraph 3, manufacturers of products listed in Annex XVI shall comply with the relevant

CS for those products.

[J] 100 Article 10

OO00000  General obligations of manufacturers

Jobgoudbdobdobgbouobouobob oo oobobuood

When placing their devices on the market or putting them into service, manufacturers shall ensure that they
have been designed and manufactured in accordance with the requirements of this Regulation.

Jogooouo 14030 uoobobuoan

Manufacturers shall establish, document, implement and maintain a system for risk management as described in

Section 3 of Annex |I.
Ooooogogo ol 000 XV OOOOOOOOoOoOooood 'PMCF' [

Manufacturers shall conduct a clinical evaluation in accordance with the requirements set out in Article 61 and
Annex X1V, including a PMCF.

bbb oo b oo uoobobuoooobod
ooobooooobugoon o mooboggg

Manufacturers of devices other than custom-made devices shall draw up and keep up to date technical documentation for
those devices. The technical documentation shall be such as to allow the conformity of the device with the requirements

of this Regulation to be assessed. The technical documentation shall include the elements set out in Annexes Il and lll.
Do0dddododoOo  nooo moooo 1is000o0b0bo0b0b0o0oooooooa

The Commission is empowered to adopt delegated acts in accordance with Article 115 amending, in the light

of technical progress, the Annexes Il and IlI.

obootboobtuobooobobouobouoouon Xl g 20000040

Manufacturers of custom-made devices shall draw up, keep up to date and keep available for competent
authorities documentation in accordance with Section 2 of Annex XIII.

goootdbooodoodbooodoooooodooodoobooodoooooogod 190000
Ogoooodoooooodod 2000000000 ouod CE OO 0O Where compliance with the
applicable requirements has been demonstrated following the applicable conformity assessment procedure,
manufacturers of devices, other than custom-made or investigational devices, shall draw up an EU

declaration of conformity in accordance with Article 19, and affix the CE marking of conformity in accordance

with Article 20.
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O000O000 2700000 UDlOOoOoOoOooooOodg 290 31000000000  Manufacturers shall
comply with the obligations relating to the UDI system referred to in Article 27 and with the registration

obligations referred to in Articles 29 and 31.

O0o0o00odooobodooobooooooooooon S 0000000 DODODO0OO0ODOOOOOOO
J0d0d000000000000ooooooooooooooooooo noo0o0oooooooooon
Doodooooooooon 15 0 O Manufacturers shall keep the technical documentation, the EU

declaration of conformity and, if applicable, a copy of any relevant certificate, including any amendments and
supplements, issued in accordance with Article 56, available for the competent authorities for a period of at

least 10 years after the last device covered by the EU declaration of conformity has been placed on the
market. In the case of implantable devices, the period shall be at least 15 years after the last device has been
placed on the market.

J0o00o0odooobodooobooooobooooon Upon request by a competent authority, the
manufacturer shall, as indicated therein, provide that technical documentation in its entirety or a summary

thereof.
O00D0Oo00ooooono 11030 0000000000000 0000DbOO0000oDooobOooooooog
00000 A manufacturer with a registered place of business outside the Union shall, in order to allow its

authorised representative to fulfil the tasks mentioned in Article 11(3), ensure that the authorised

representative has the necessary documentation permanently available.
O000O000000DOO0000oooo000ooDoOoOo00o0ooDoOoOo00ooooDoOoO00oOoon
O0d0ddoooooon csOooiioddoooooooouoooooooooooooooo
OO000000000DOO00000D0OO0000oDoobOo0ooooooOoOo0ooooDooDoooooo

Manufacturers shall ensure that procedures are in place to keep series production in conformity with the
requirements of this Regulation. Changes in device design or characteristics and changes in the harmonised
standards or CS by reference to which the conformity of a device is declared shall be adequately taken into
account in a timely manner. Manufacturers of devices, other than investigational devices, shall establish,

document, implement, maintain, keep up to date and continually improve a quality management system that
shall ensure compliance with this Regulation in the most effective manner and in a manner that is

proportionate to the risk class and the type of device.

OO00OD00000b0OOoO0000ooobOo0oo0ooobOo0oooooooOooooooooooOooono
Jd0oooooooooooooooooooooooooo The quality management system shall cover all

parts and elements of a manufacturer's organisation dealing with the quality of processes, procedures and devices. It
shall govern the structure, responsibilities, procedures, processes and management resources required to implement the
principles and actions necessary to achieve compliance with the provisions of this Regulation.

DO00D00000DoODOOo0ooooooo
The quality management system shall address at least the following aspects:

(@) gobobobooobgoobbugobbuoobobuoooobobgooobgn

a strategy for regulatory compliance, including compliance with conformity assessment procedures and

procedures for management of modifications to the devices covered by the system;
(b) O0000000000000oooooooooooooooon

identification of applicable general safety and performance requirements and exploration of options to address

those requirements;

(©) 00000 responsibility of the management;



10.

11.

12.

13.
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(d) gotoobotoobgobobuobooonbd

resource management, including selection and control of suppliers and sub-contractors;
(e) OO0 10 30000000000 @ risk management as set out in Section 3 of Annex |;

) OO0000000 e10000 XV O0OO00O00O PMCF klinical evaluation in accordance with Article 61 and
Annex XIV, including PMCF,;

(9) OO0o0o000oooboooooooooooooooon product realisation, including planning, design,

development, production and service provision;

(h) oo 27030 0dgooboooon ubl Dooooog 20000b0000oooooon

verification of the UDI assignments made in accordance with Article 27(3) to all relevant devices and ensuring
consistency and validity of information provided in accordance with Article 29;

(), 000 800iooonoooobooooobgod setting-up, implementation and maintenance of a

post-market surveillance system, in accordance with Article 83;

), googbgobooobobtugbuoooon /00000000000  handling communication with

competent authorities, notified bodies, other economic operators, customers and/or other stakeholders;

(K) Jo0o0ooooooboooooboooooooooon processes for reporting of serious incidents and

field safety corrective actions in the context of vigilance;

() O0o00odooooooooooooood management of corrective and preventive actions and

verification of their effectiveness;

(m) OOOOOOOOOOOOOOOOOOOOO processes for monitoring and measurement of output, data

analysis and product improvement.
Oo0oodoooono 83SO00000dddddooooooood

Manufacturers of devices shall implement and keep up to date the post-market surveillance system in

accordance with Article 83.

oooougooood |0 2300000000000 0O00O00O0O0U0O0O0LOLO0O0O0bObLOuooon
oo obbobuobouobooobd

Manufacturers shall ensure that the device is accompanied by the information set out in Section 23 of Annex |
in an official Union language(s) determined by the Member State in which the device is made available to the
user or patient. The particulars on the label shall be indelible, easily legible and clearly comprehensible to the
intended user or patient.

bbdddddoooootouddooooouoooddiooooooooddoooooooodd
odoodododooooboodododoooooooouododoooooooad Manufacturers
who consider or have reason to believe that a device which they have placed on the market or put into service

Is not in conformity with this Regulation shall immediately take the necessary corrective action to bring that

device into conformity, to withdraw it or to recall it, as appropriate. They shall inform the distributors of the

device in question and, where applicable, the authorised representative and importers accordingly.

O0o0000d00o0ooooooobooooobooooboooob0oooobo0ooooooooo 56 OO0
Doddoddooobooooooooooooao Where the device presents a serious risk, manufacturers

shall immediately inform the competent authorities of the Member States in which they made the device
available and, where applicable, the notified body that issued a certificate for the device in accordance with
Article 56, in particular, of the non-compliance and of any corrective action taken.

oooooonbn 8§70 88ULUUUIULUIUOOLLOUOUOLLObLUOULObLuOog Manufacturers shall
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have a system for recording and reporting of incidents and field safety corrective actions as described in
Articles 87 and 88.



14.

15.

16.
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Oooodoodbooodooobooodoogbobodoooooodoooooodbooogood
Oooodoodboododooobooodoogoboodoooooodoogooodooogood
OOO00DOO000oOO00DOO00oDobOoobOo0ooDboooOoooDobooooooDboooooooDooooo
Jdo0oodoooooooood Manufacturers shall, upon request by a competent authority, provide it with
all the information and documentation necessary to demonstrate the conformity of the device, in an official

Union language determined by the Member State concerned. The competent authority of the Member State in

which the manufacturer has its registered place of business may require that the manufacturer provide
samples of the device free of charge or, where that is impracticable, grant access to the device.

Manufacturers shall cooperate with a competent authority, at its request, on any corrective action taken to
eliminate or, if that is not possible, mitigate the risks posed by devices which they have placed on the market
or put into service.

Jdoodooodooouoodbooodoodboootdoooboodoobooodooooood
OO000D0OO000oo0o0oobOOo0oooobo0boooobo0oooOoobOoooDobooooboooooOooog
JooOooododd Ifthe manufacturer fails to cooperate or the information and documentation provided is
incomplete or incorrect, the competent authority may, in order to ensure the protection of public health and patient

safety, take all appropriate measures to prohibit or restrict the device's being made available on its national market, to
withdraw the device from that market or to recall it until the manufacturer cooperates or provides complete and correct

information.

Jdoodooodooouoodbooodoodboootdoooboodoobooodooooood
OO000D0OO000oo0o0oobOOo0oooobo0boooobo0oooOoobOoooDobooooboooooOooog
Oddoodooodooodno Joooooodooodoooooodod Oooodooodoon
OJoodooodbooodoiodbooodoodbooodoooooodoogoog If a competent
authority considers or has reason to believe that a device has caused damage, it shall, upon request, facilitate the
provision of the information and documentation referred to in the first subparagraph to the potentially injured patient or
user and, as appropriate, the patient's or user's successor in title, the patient's or user's health insurance company or
other third parties affected by the damage caused to the patient or user, without prejudice to data protection rules and,
unless there is an overriding public interest in disclosure, without prejudice to the protection of intellectual property
rights.

The competent authority need not comply with the obligation laid down in the third subparagraph where disclosure of
the information and documentation referred to in the first subparagraph is ordinarily dealt with in the context of legal

proceedings.

Jd00o0oddoobooooooooooboooooooaoo 00 10000000000 oooooooa
OO000o00o0dodoO  Where manufacturers have their devices designed or manufactured by another legal or

natural person the information on the identity of that person shall be part of the information to be submitted in
accordance with Article 30(1).

Jobobtugbodobogobobouobouooobobobobobuobouon

Natural or legal persons may claim compensation for damage caused by a defective device in accordance

with applicable Union and national law.
Oooodoodboododooobooodoogoboodoooooodoogooodooogood
OO0 85/374/EEC DU UOOUO0OOU0OODOOUOOUOOOOO

Manufacturers shall, in a manner that is proportionate to the risk class, type of device and the size of the
enterprise, have measures in place to provide sufficient financial coverage in respect of their potential liability

under Directive 85/374/EEC, without prejudice to more protective measures under national law.
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[] 110 Article 11

0000 Authorised representative

1.

dobobougbtuoboooboobuobuobobuobuobuoobobouobuobooo Where the

manufacturer of a device is not established in a Member State, the device may only be placed on the Union
market if the manufacturer designates a sole authorised representative.

O00000odoooboooooooboooooooboooooooboooooooOoboOoooooo
The designation shall constitute the authorised representative's mandate, it shall be valid only when accepted
in writing by the authorised representative and shall be effective at least for all devices of the same generic

device group.

bbbt oo uobobobuobouood The

authorised representative shall perform the tasks specified in the mandate agreed between it and the
manufacturer. The authorised representative shall provide a copy of the mandate to the competent authority,

upon request.

J00o00oooooooooooooooooooooooooon The mandate shall require, and the

manufacturer shall enable, the authorised representative to perform at least the following tasks in relation to the devices
that it covers:

(@) OOo000O00o0ooooooooooooo OO00OD0000oobhoooooooooooon verify that
the EU declaration of conformity and technical documentation have been drawn up and, where applicable, that

an appropriate conformity assessment procedure has been carried out by the manufacturer;

(b) Jddddddoooooooooooooooobooboobooooooooooooooooooo
OO0o0o0o0oOd se00d0d0O 10@00b000ooooOooonOn keep available a copy of the technical

documentation, the EU declaration of conformity and, if applicable, a copy of the relevant certificate, including
any amendments and supplements, issued in accordance with Article 56, at the disposal of competent authorities

for the period referred to in Article 10(8);

(c) 000 310000000000000000D0000 270 29000000000  comply with the
registration obligations laid down in Article 31 and verify that the manufacturer has complied with the
registration obligations laid down in Articles 27 and 29;

Odd 0OO000O0OO00oooodododdodoooooooooooobobobobbobbboooooooon

O OO inresponse to a request from a competent authority, provide that competent authority with all the

information and documentation necessary to demonstrate the conformity of a device, in an official Union
language determined by the Member State concerned;

el 0OO0OO0OOUOOLOOOOOODOOUOOUOOLOODLDOLOUOLOUOLUOLOLDUOLOUOLOUOOO

Ooooooooooood forward to the manufacturer any request by a competent authority of the

Member State in which the authorised representative has its registered place of business for samples, or access to
a device and verify that the competent authority receives the samples or is given access to the device;

Of0 0O000O000000O0ODOO0O0o0oOoobobooon O0000 000O0Db0OO00000n  cooperate with the

competent authorities on any preventive or corrective action taken to eliminate or, if that is not possible, mitigate
the risks posed by devices;

gl OObO0OOLObOUOobLbouooobobooobbuoobobuoobobbooooon immediately

inform the manufacturer about complaints and reports from healthcare professionals, patients and users about
suspected incidents related to a device for which they have been designated;

OhD OO00O0O0OO0O0O0O00O0O0O0O0O000OO0 terminate the mandate if the manufacturer acts contrary to its

obligations under this Regulation.
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4. O00 30000000000 oon 100 1100 2100 300 6010 700 90 1000 11000 12000000
OO0O00000 The mandate referred to in paragraph 3 of this Article shall not delegate the manufacturer's

obligations laid down in Article 10(1), (2), (3), (4), (6), (7), (9), (10), (11) and (12).
5. O0000d0d0o 4000000 OOOOOOO0OOOO0OOOOOn0 O00oo0d 10000000 oooooo
O0000000D0OoDOo0ooooo O0ooooooooon Without prejudice to paragraph 4 of this Article,

where the manufacturer is not established in a Member State and has not complied with the obligations laid down in
Article 10, the authorised representative shall be legally liable for defective devices on the same basis as, and jointly

and severally with, the manufacturer.

6. 000 300hdoooodoooboooboboooboooooooooooobooooooooon
Do0doddodobooooooooooood An authorised representative who terminates its mandate

on the ground referred to in point (h) of paragraph 3 shall immediately inform the competent authority of the
Member State in which it is established and, where applicable, the notified body that was involved in the
conformity assessment for the device of the termination of the mandate and the reasons therefor.

7. 0000O0O0OO0OO0O0OO0ODODOOOO0O0OODODOOOOOooOODOOOn 000 1000000000000 00
OJ0000000o0n0 Ooobooooooood  Anyreference in this Regulation to the competent authority of the

Member State in which the manufacturer has its registered place of business shall be understood as a
reference to the competent authority of the Member State in which the authorised representative, designated

by a manufacturer referred to in paragraph 1, has its registered place of business.

0 12 [0 Article 12
000000  Change of authorised representative

OO0o0o000oooooooooooooboooooooo O0D0o00ooooooooooooooo Oooood
OO000O000oOo00d  The detailed arrangements for a change of authorised representative shall be clearly defined in an
agreement between the manufacturer, where practicable the outgoing authorised representative, and the incoming authorised

representative. That agreement shall address at least the following aspects:

(a) DJ0000000o0o0o0o00oooooooooooobooooooon the date of termination of the
mandate of the outgoing authorised representative and date of beginning of the mandate of the incoming
authorised representative;

(b) DJd00o00ddooboodoobooooboboooooboooooooooooon the date until which the
outgoing authorised representative may be indicated in the information supplied by the manufacturer,
including any promotional material,

(c) Jooo0oooooobooooon the transfer of documents, including confidentiality aspects and property
rights;

(d) J00000dd0oooooooooooooboooooboooobooooooooooooOooood
Jo0o0oodooooooooouooooood the obligation of the outgoing authorised representative

after the end of the mandate to forward to the manufacturer or incoming authorised representative any
complaints or reports from healthcare professionals, patients or users about suspected incidents related to a

device for which it had been designated as authorised representative.

[] 13 [0 Article 13

Ooooooon General obligations of importers

1. DJ00ooooooooooooboooooooooon Importers shall place on the Union market only
devices that are in conformity with this Regulation.
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J0o0obodooooooooooooon In order to place a device on the market, importers shall verify
that:
(@) 00000 cCEO0O0O0OOOOooOOooOoOooooooon the device has been CE marked and that the

EU declaration of conformity of the device has been drawn up;

(b) O0ooooooon 1100000000000 oaao a manufacturer is identified and that an
authorised representative in accordance with Article 11 has been designated by the manufacturer;

(c) O0o00odooooooooooooood the device is labelled in accordance with this Regulation
and accompanied by the required instructions for use;

(d) OO0o0o00oddoonOo 2700 uDlOOOOOO0O where applicable, a UDI has been assigned by the
manufacturer in accordance with Article 27.

OO0O000000oODOoOo00o0ooooOo0o0oooooboDo0ooooooobOoooooooboOooooooon
O00000odoooboooooooboooooooboooooooboooooooOoboOoooooo
00000000 Where animporter considers or has reason to believe that a device is not in conformity with the

requirements of this Regulation, it shall not place the device on the market until it has been brought into conformity and
shall inform the manufacturer and the manufacturer's authorised representative. Where the importer considers or has

reason to believe that the device presents a serious risk or is a falsified device, it shall also inform the competent
authority of the Member State in which the importer is established.

Joddddoooootooudddooooouoooddooooooouodooooooooodd
D0000000000000000d0oooooooooooboobobooooooooooon Importers
shall indicate on the device or on its packaging or in a document accompanying the device their name,

registered trade name or registered trade mark, their registered place of business and the address at which

they can be contacted, so that their location can be established. They shall ensure that any additional label

does not obscure any information on the label provided by the manufacturer.

Oo0o0o0o0ooooooga 2000000000 ODOhO0o0oOoOono 3100000oboo0oooon Importers
shall verify that the device is registered in the electronic system in accordance with Article 29. Importers shall
add their details to the registration in accordance with Article 31.

bbb obougbouobogouooougn |00 ouoougouooog

OJooooooooon Importers shall ensure that, while a device is under their responsibility, storage or

transport conditions do not jeopardise its compliance with the general safety and performance requirements
set out in Annex | and shall comply with the conditions set by the manufacturer, where available.

O00000odoooboooooooboooooooboooooooboooooooOoboOoooooo
Joo0ooooooon Importers shall keep a register of complaints, of non-conforming devices and of
recalls and withdrawals, and provide the manufacturer, authorised representative and distributors with any

information requested by them, in order to allow them to investigate complaints

obootuobgoboobooboobuobobooob bbb uoobobbobuood
oot oob bbb o oo obuood
obgooobgobtoobobobobuobuobooobobuoobuobtoobobobobuobd

OO0 seddddooooooooooooooboobobooooooooooooooon Importers who
consider or have reason to believe that a device which they have placed on the market is not in conformity

with this Regulation shall immediately inform the manufacturer and its authorised representative. Importers

shall co-operate with the manufacturer, the manufacturer's authorised representative and the competent

authorities to ensure that the necessary corrective action to bring that device into conformity, to withdraw or

recall it is taken. Where the device presents a serious risk, they shall also immediately inform the competent
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authorities of the Member States in which they made the device available and, if applicable, the notified body
that issued a certificate in accordance with Article 56 for the device in question, giving details, in particular, of

the non-compliance and of any corrective action taken.

Jdoodooodooouoodbooodoodboootdoooboodoobooodooooood
Jooooooooood Importers who have received complaints or reports from healthcare professionals,
patients or users about suspected incidents related to a device which they have placed on the market shall
immediately forward this information to the manufacturer and its authorised representative.

OJO0O0ood 1oosgoddoobdooboboooooooooooooooon seddooooog
Jooooooooood Importers shall, for the period referred to in Article 10(8), keep a copy of the

EU declaration of conformity and, if applicable, a copy of any relevant certificate, including any amendments
and supplements, issued in accordance with Article 56.

10. 0OOoOU0ouoboobobuobdoboobbobuobubobobbobuobuobuobuobogua
bbb oo b oo uoobobuoooobod

00O 0O0O Importers shall cooperate with competent authorities, at the latters' request, on any action taken to

eliminate or, if that is not possible, mitigate the risks posed by devices which they have placed on the market.

Importers, upon request by a competent authority of the Member State in which the importer has its
registered place of business, shall provide samples of the device free of charge or, where that is

impracticable, grant access to the device.

[0 140  Article 14
oooooooo General obligations of distributors

0000000 D0ooobooooobod ObOoooobooooobod  When making a device available on the
market, distributors shall, in the context of their activities, act with due care in relation to the requirements
applicable.

Jo0odoboooooodooooboooooooood Before making a device available on the market,
distributors shall verify that all of the following requirements are met:

(@) 00000 cedouooboboooboouooouon the device has been CE marked and that the
EU declaration of conformity of the device has been drawn up;

(b) Oo0ooooooon 100 110000000000  the device is accompanied by the information to be
supplied by the manufacturer in accordance with Article 10(11);

(c) Jooooooooooooo 130300000000 forimported devices, the importer has complied
with the requirements set out in Article 13(3);

(d) O0ooooooon UDI O that, where applicable, a UDI has been assigned by the manufacturer,

DJO000o0o00dn0 addbOOO dOOOODOOO0OO0OO0OO0OO0OO0ODOOOOOO0OO0O0O004d In order to meet the
requirements referred to in points (a), (b) and (d) of the first subparagraph the distributor may apply a sampling method
that is representative of the devices supplied by that distributor.
Jdoodooodooouoodbooodoodboootdoooboodoobooodooooood
OO000D0OO000oo0o0oobOOo0oooobo0boooobo0oooOoobOoooDobooooboooooOooog
Jodoooooooooooooooo Where a distributor considers or has reason to believe that a device is not

in conformity with the requirements of this Regulation, it shall not make the device available on the market until it has
been brought into conformity, and shall inform the manufacturer and, where applicable, the manufacturer's authorised
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representative, and the importer. Where the distributor considers or has reason to believe that the device presents a
serious risk or is a falsified device, it shall also inform the competent authority of the Member State in which it is
established.

3. O0d0oo00oooooooooogg O00dooooooooooood Distributors shall ensure that, while

the device is under their responsibility, storage or transport conditions comply with the conditions set by the
manufacturer.

4. bbb oob bbb oo obuood
obgooobgobtoobobobobuobuobooobobuoobuobtoobobobobuobd
oot oob bbb o oo obuood

dobgoudgbgoboooboobouobuobooobobuobuobobobobuobod

Distributors that consider or have reason to believe that a device which they have made available on the
market is not in conformity with this Regulation shall immediately inform the manufacturer and, where
applicable, the manufacturer's authorised representative and the importer. Distributors shall co-operate with
the manufacturer and, where applicable, the manufacturer's authorised representative, and the importer, and
with competent authorities to ensure that the necessary corrective action to bring that device into conformity,
to withdraw or to recall it, as appropriate, is taken. Where the distributor considers or has reason to believe
that the device presents a serious risk, it shall also immediately inform the competent authorities of the
Member States in which it made the device available, giving details, in particular, of the non-compliance and
of any corrective action taken.

5. bbb oob bbb oo obuood
bbb oob bbb oo obuood

oot obuobouobogo

Distributors that have received complaints or reports from healthcare professionals, patients or users about
suspected incidents related to a device they have made available, shall immediately forward this information
to the manufacturer and, where applicable, the manufacturer's authorised representative, and the importer.
They shall keep a register of complaints, of non-conforming devices and of recalls and withdrawals, and keep
the manufacturer and, where available, the authorised representative and the importer informed of such
monitoring and provide them with any information upon their request.

6. bbb oob bbb oo obuood
bbb oo b oo uoobobuoooobod
oot oob bbb o oo obuood
Joboobtugbgobogbotbogbuoboooboobugod

Distributors shall, upon request by a competent authority, provide it with all the information and documentation that is
at their disposal and is necessary to demonstrate the conformity of a device.

Distributors shall be considered to have fulfilled the obligation referred to in the first subparagraph when the
manufacturer or, where applicable, the authorised representative for the device in question provides the
required information. Distributors shall cooperate with competent authorities, at their request, on any action
taken to eliminate the risks posed by devices which they have made available on the market. Distributors,
upon request by a competent authority, shall provide free samples of the device or, where that is
impracticable, grant access to the device.

[1 15 U Article 15

O0o0oooooooon Person responsible for regulatory compliance
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obgooobgobtoobobobobuobuobooobobuoobuobtoobobobobuobd
oboooodgbgobogd

Manufacturers shall have available within their organisation at least one person responsible for regulatory
compliance who possesses the requisite expertise in the field of medical devices. The requisite expertise

shall be demonstrated by either of the following qualifications:

(@) 00000 0doooooooooooooooooobooboooooooooooooooooog
O000000000ODOO00000DOO0000oobOoO0o00ooDoobOo0ooooDooDOoOOoOn
O0000000000  adiploma, certificate or other evidence of formal qualification, awarded on

completion of a university degree or of a course of study recognised as equivalent by the Member State
concerned, in law, medicine, pharmacy, engineering or another relevant scientific discipline, and at

least one year of professional experience in regulatory affairs or in quality management systems
relating to medical devices;

(b) gotuobodobooobobuobouobouoobobouoobouoon

four years of professional experience in regulatory affairs or in quality management systems relating to
medical devices.

(c) gotugodobooobobotuobuobouob bbb uobobobboobouobod
gotugodobooobobouoouon

Without prejudice to national provisions regarding professional qualifications, manufacturers of custom-made
devices may demonstrate the requisite expertise referred to in the first subparagraph by having at least two years

of professional experience within a relevant field of manufacturing.

00000 2003/36LEC OOO0 ‘000000000000 DOO0OOOOOOOODOOOODOOO0
obogbuobtoobobuoboon

Micro and small enterprises within the meaning of Commission Recommendation 2003/361/EC (36) shall not be
required to have the person responsible for regulatory compliance within their organisation but shall have such person
permanently and continuously at their disposal.

0'020030 50 6000000000000000000 2003/361/ECI OO

3.

0000000000000 000oOooooaag
The person responsible for regulatory compliance shall at least be responsible for ensuring that:

[ all bbb obuobouobooobobouobuobn

the conformity of the devices is appropriately checked, in accordance with the quality management
system under which the devices are manufactured, before a device is released,;

[ bO Joboobobogbuobooooobouoobouood

the technical documentation and the EU declaration of conformity are drawn up and kept up-to-date;

[ cd OO0 10100 )joooooboooooo

the post-market surveillance obligations are complied with in accordance with Article 10(10);

0 dOd Jod 870 910 bouoad

the reporting obligations referred to in Articles 87 to 91 are fulfilled;
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obooboobugogd XV O XV OO 410000000

in the case of investigational devices, the statement referred to in Section 4.1 of Chapter Il of
Annex XV is issued.

4. 000 10200 300000000 obooooobooobuoobobuooooon

S, obobobiobuobtboboobobuobuobobob bbb obuobouon

1.

If a number of persons are jointly responsible for regulatory compliance in accordance with paragraphs 1, 2 and 3, their

respective areas of responsibility shall be stipulated in writing.

person responsible for regulatory compliance shall suffer no disadvantage within the manufacturer's organisation in
relation to the proper fulfilment of his or her duties, regardless of whether or not they are employees of the

organisation.

obootuobgoboobooboobuobobooob bbb uoobobbobuood

oo obouobouoon

Authorised representatives shall have permanently and continuously at their disposal at least one person responsible for
regulatory compliance who possesses the requisite expertise regarding the regulatory requirements for medical devices

in the Union. The requisite expertise shall be demonstrated by either of the following qualifications:

] all

O b0

O00000000oooOoOo0oo0oooooooooooOoooooooobOoooooooooon
DO000000doobo000obDobo00doDoObOo0o0oooDoObOOo0ooooDoDoOoOOoOan
OO0O0o0ooooo adiploma, certificate or other evidence of formal qualification, awarded on

completion of a university degree or of a course of study recognised as equivalent by the
Member State concerned, in law, medicine, pharmacy, engineering or another relevant scientific
discipline, and at least one year of professional experience in regulatory affairs or in quality

management systems relating to medical devices;

Dobdoddodoboouoouoooooooooooood four years of professional

experience in regulatory affairs or in quality management systems relating to medical devices.

[0 16 0 Article 16

Jotogodoboooboboboobouoouood

Cases in which obligations of manufacturers apply to importers, distributors or other persons

o oo obuobuoouobooon OO0O00d0doOoOoooogd  Adistributor, importer or

other natural or legal person shall assume the obligations incumbent on manufacturers if it does any of the

following:

(@)

(b)

(€)

gotodgbouobooobobouobuobouobobobobuobuoboobobobbuobuobod
Jotdgodobobobobuobooobobougoouon makes available on the market a device

under its name, registered trade name or registered trade mark, except in cases where a distributor or
Importer enters into an agreement with a manufacturer whereby the manufacturer is identified as such
on the label and is responsible for meeting the requirements placed on manufacturers in this

Regulation;

Oo00oddodoboooooouoooodd changes the intended purpose of a device already

placed on the market or put into service;

Oo0doddodoboooooouooooooooon modifies a device already placed on the
market or put into service in such a way that compliance with the applicable requirements may be

The
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affected.

DO00O000d0ooObOoOo000ooDobo0o00ooDobOo0o00ooDoOoOO00o0o0ooDoDOOOo0oOoooDo
000 2000 300000000000 O The first subparagraph shall not apply to any person who, while not

considered a manufacturer as defined in point (30) of Article 2, assembles or adapts for an individual patient a device
already on the market without changing its intended purpose.

000 100 cO00000odddoddooooooooooooooooooon For the purposes of
point (c) of paragraph 1, the following shall not be considered to be a modification of a device that could affect
its compliance with the applicable requirements:

(@) oot 10 2000000dododooooodododoooooonododogogn
Oo0oooooooooan provision, including translation, of the information supplied by the
manufacturer, in accordance with Section 23 of Annex |, relating to a device already placed on the
market and of further information which is necessary in order to market the device in the relevant
Member State;

(b) gotugodobooobobotuobuobouob bbb uobobobboobouobod
gotugodobooobobotuobuobouob bbb uobobobboobouobod

gotoobtoobgotbogbuoboobobobuobuobobuoobuon changes to the outer

packaging of a device already placed on the market, including a change of pack size, if the repackaging

Is necessary in order to market the device in the relevant Member State and if it is carried out in such
conditions that the original condition of the device cannot be affected by it. In the case of devices

placed on the market in sterile condition, it shall be presumed that the original condition of the device is

adversely affected if the packaging that is necessary for maintaining the sterile condition is opened,
damaged or otherwise negatively affected by the repackaging.

OO0000 200a&000 bOOODODDODOOOOUODODODOOODOODDODOOOOOUOODDODOOOOObDOO
obootuobgoboobooboobuobobooob bbb uoobobbobuood

bbb obuobobo oo obuobuob oo obbobuood
Jobgbougoooboougn 200 ad00O bOODOOOoOoOooooooObobObDoDooooooon

Jdoodooodooouoodbooodoodboootdoooboodoobooodooooood
JO0oOO0o0ododd  Adistributor or importer that carries out any of the activities mentioned in points (a) and (b) of
paragraph 2 shall indicate on the device or, where that is impracticable, on its packaging or in a document
accompanying the device, the activity carried out together with its name, registered trade name or registered trade mark,
registered place of business and the address at which it can be contacted, so that its location can be established.
Distributors and importers shall ensure that they have in place a quality management system that includes procedures
which ensure that the translation of information is accurate and up-to-date, and that the activities mentioned in points (a)

and (b) of paragraph 2 are performed by a means and under conditions that preserve the original condition of the device
and that the packaging of the repackaged device is not defective, of poor quality or untidy. The quality management

system shall cover, inter alia, procedures ensuring that the distributor or importer is informed of any corrective action
taken by the manufacturer in relation to the device in question in order to respond to safety issues or to bring it into

conformity with this Regulation.

Joooooodoouoooodn 28000000 2000 ad0O0O bOOOODOODOOO0OOOO0OOOO
OO000D0OO000oo0o0oobOOo0oooobo0boooobo0oooOoobOoooDobooooboooooOooog
Jddoodooodoododoodbooodoodoooodoooooodoooooooooodn 28
Ddoodoootdooodoodootodoodooodoooooodooooo 200 add0d b
Joodooodoooooodoogoboodooooogd 300000000 Atleast 28 days prior

to making the relabelled or repackaged device available on the market, distributors or importers carrying out
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any of the activities mentioned in points (a) and (b) of paragraph 2 shall inform the manufacturer and the
competent authority of the Member State in which they plan to make the device available of the intention to

make the relabelled or repackaged device available and, upon request, shall provide the manufacturer and
the competent authority with a sample or mock-up of the relabelled or repackaged device, including any

translated label and instructions for use. Within the same period of 28 days, the distributor or importer shall
submit to the competent authority a certificate, issued by a notified body designated for the type of devices

that are subject to activities mentioned in points (a) and (b) of paragraph 2, attesting that the quality
management system of the distributer or importer complies with the requirements laid down in paragraph 3.

[1 17 [0 Article 17
Oo0oO0o0ooooooo

Single-use devices and their reprocessing
DO00O0000d0obOOo000oooOobOo0o00ooDoOoO0o00ooDoOoLOoOooOoooooOoOg

Reprocessing and further use of single-use devices may only take place where permitted by national law and
only in accordance with this Article.

bbb ob oo oboboboobuobuon
Jobooougoooboouooogd Joooougo mogobbobtuobtuobobobobuobooo

85/374/EEC U U UU 3)uuiddooooguooooogd

Any natural or legal person who reprocesses a single-use device to make it suitable for further use within the
Union shall be considered to be the manufacturer of the reprocessed device and shall assume the obligations

incumbent on manufacturers laid down in this Regulation, which include obligations relating to the traceability

of the reprocessed device in accordance with Chapter Il of this Regulation. The reprocessor of the device
shall be considered to be a producer for the purpose of Article 3(1) of Directive 85/374/EEC.

o 20000000 ob oo bobobobuooga
oo ouooooobgooobon

By way of derogation from paragraph 2, as regards single-use devices that are reprocessed and used within
a health institution, Member States may decide not to apply all of the rules relating to manufacturers'
obligations laid down in this Regulation provided that they ensure that: [

(@) O0000d0oooooooooooooooooooon 0000 515000 adld bdOM domm eI fOO
Ogddd hODOOOOOO the safety and performance of the reprocessed device is equivalent to that of

the original device and the requirements in points (a), (b), (d), (e), (f), (g) and (h) of Article 5(5) are
complied with;

(b) OO0 csuonouooooonoooooooooon the reprocessing is performed in accordance with

CS detailing the requirements concerning:

- O000000dooooooooooobooooooboooooooobOoooooooDoOon
OJo0o0oooooooooo risk management, including the analysis of the construction and

material, related properties of the device (reverse engineering) and procedures to detect
changes in the design of the original device as well as of its planned application after

reprocessing,

- Joooooooooboooooodgdd the validation of procedures for the entire process,
including cleaning steps,

- Joooooooooodgo the product release and performance testing,

- OO00O000000 the quality management system,
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- Jdo0oboooooboooooooaa the reporting of incidents involving devices that have
been reprocessed, and

- Joo0oooooooooo the traceability of reprocessed devices.
Jdoodooodooouoodbooodoodboootdoooboodoobooodooooood
Joooooooooooooon Member States shall encourage, and may require, health institutions to provide
information to patients on the use of reprocessed devices within the health institution and, where appropriate, any other

relevant information on the reprocessed devices that patients are treated with.

bbb oo b oo uoobobuoooobod

Member States shall notify the Commission and the other Member States of the national provisions introduced pursuant
to this paragraph and the grounds for introducing them. The Commission shall keep the information publicly available.

Joooboodon 3goobboooobuoobobuoobobuoobobuoobbubooboboun
obobugbtdobogbobobouoboobobuoobuobd 3000 a000O bODODODOOOoOooo

Member States may choose to apply the provisions referred to in paragraph 3 also as regards single-use devices that are
reprocessed by an external reprocessor at the request of a health institution, provided that the reprocessed device in its
entirety is returned to that health institution and the external reprocessor complies with the requirements referred to in

points (a) and (b) of paragraph 3.

Oo0ooooOd 9@bbn 20200 50 2600000 3000 bOOOOOOOO csOOO csooood
O0000 OD000oooooooodooooooooooooon OO0 20200 50 2600000 cCsOOO
OO00000o0no 3000b000b0obOoO0oo0oooboooooooooon OO00O00O00d DOoood
DO00D000000DOO00000D0OoDbOOo00o0ooooDoaod

The Commission shall adopt, in accordance with Article 9(1), the necessary CS referred to in point (b) of paragraph 3
by 26 May 2020. Those CS shall be consistent with the latest scientific evidence and shall address the application of the

general requirements on safety and performance laid down in in this Regulation. In the event that those CS are not
adopted by 26 May 2020, reprocessing shall be performed in accordance with any relevant harmonised standards and

national provisions that cover the aspects outlined in point (b) of paragraph 3. Compliance with CS or, in the absence of
CS, with any relevant harmonised standards and national provisions, shall be certified by a notified body.

000 9342/EEC DD DOOOOOO0ODODODOOO 20200 50 2600 0000DOO00000ODODOOOOOO
[J O Only single-use devices that have been placed on the market in accordance with this Regulation, or prior to 26 May

2020 in accordance with Directive 93/42/EEC, may be reprocessed.

Jddobodoooboooooooooooooooooooo Only reprocessing of single-use devices that is
considered safe according to the latest scientific evidence may be carried out.

O 20000000000000000000O0DO0O |0 230 00000000000 DOOO0O0O0OO0OOoO OO
Jdd0ooooooooooooooooon The name and address of the legal or natural person referred to in
paragraph 2 and the other relevant information referred to in Section 23 of Annex | shall be indicated on the label and,

where applicable, in the instructions for use of the reprocessed device.

oouobgooobuooobuoobobooooooooobobgoobbuooobuoa

The name and address of the manufacturer of the original single-use device shall no longer appear on the label, but

shall be mentioned in the instructions for use of the reprocessed device.

0000000000 oOoO00o0ooooo0o0oooooOo0ooooooOobOooooooDobOoooOoon
O000000000000  AMember State that permits reprocessing of single-use devices may maintain or

introduce national provisions that are stricter than those laid down in this Regulation and which restrict or
prohibit, within its territory, the following:
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(@) 0000000000 oOoooooooooooooooobooooooooooooono the
reprocessing of single-use devices and the transfer of single-use devices to another Member State or

to a third country with a view to their reprocessing;

(b) Oo0ooooooooooooooooonon the making available or further use of reprocessed

single-use devices.

Jobgbotogbgobotooboobuobuoboobobboobga

Member States shall notify the Commission and the other Member States of those national provisions. The Commission

shall make such information publicly available.

11. oo 20240 50 270guddoobgoobobgoobbuooboboooboobngooobgn
oboobouobooobooouogogd

The Commission shall by 27 May 2024 draw up a report on the operation of this Article and submit it to the
European Parliament and to the Council. On the basis of that report, the Commission shall, if appropriate,
make proposals for amendments to this Regulation.

[] 18 [0 Article 18
Oo0000ooooooooggooo

Implant card and information to be supplied to the patient with an implanted device

1. Jdodoooooooooooobooooobooaoo The manufacturer of an implantable device shall

provide together with the device the following

(¢ U0O0OO0OO0O ODO00OO0O0O0 DOoOoOooooubldbdddd0o oooggoog ooobobod information

allowing the identification of the device, including the device name, serial number, lot number, the UDI,
the device model, as well as the name, address and the website of the manufacturer:

() ODO0O0O0O0OOOOO0OO0O0O0OOODOOO0OO0O0O0DOODOOO0O0OO0O0oODODODOOoOoOOoOoODOOoOoOoOoon
000000 Od anywarnings, precautions or measures to be taken by the patient or a healthcare

professional with regard to reciprocal interference with reasonably foreseeable external influences,
medical examinations or environmental conditions;

(o OO00O0ODOoObOOoUOOoOobObDUOOOobObUuOooon any information about the expected lifetime of the

device and any necessary follow-up;

(d O0O00OO0DOODOOOOOOODOOOOO0 0000 10 234000 u000000O any other information
to ensure safe use of the device by the patient, including the information in point (u) of Section 23.4 of

Annex |.

Jobobotuobodobobobobuobuoboobob bbb oobobuobouobogo

000000 0oooooooooooooooooooooooboogooooooooooono
O0o0dodomn 100 a000000o0oo0oogooogn The information referred to in the first

subparagraph shall be provided, for the purpose of making it available to the particular patient who has

been implanted with the device, by any means that allow rapid access to that information and shall be
stated in the language(s) determined by the concerned Member State. The information shall be written

in a way that is readily understood by a lay person and shall be updated where appropriate. Updates of
the information shall be made available to the patient via the website mentioned in point (a) of the first
subparagraph

ouobotdobooobobouobouobouoobobouoooga adbggogoon
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In addition, the manufacturer shall provide the information referred to in point (a) of the first subparagraph on an
implant card delivered with the device

2. juouooobbuoobbuuoobbuoobbuoobbobb bbb o b 1

ooooggn

Member States shall require health institutions to make the information referred to in paragraph 1 available, by any
means that allow rapid access to that information, to any patients who have been implanted with the device, together
with the implant card, which shall bear their identity.

Joboougodoooobooouood ubobtoobooobobouobooboooboobouoooon
oo obugbodgob 1i5000bouobod bbhobobobuobuoobuobobobuobuobooo

The following implants shall be exempted from the obligations laid down in this Article: sutures, staples, dental fillings,
dental braces, tooth crowns, screws, wedges, plates, wires, pins, clips and connectors. The Commission is empowered
to adopt delegated acts in accordance with Article 115 to amend this list by adding other types of implants to it or by
removing implants therefrom.

0 190  Article 19

OO0O0O0000  EU declaration of conformity

1.

1.

00000000000 0d0ooooooooooooooobooboooDooooD000ooooOoOoooo
Do0dd0d0d0oooooooaa VOOoooooooooooooooooodoooooooooooo
0 O The EU declaration of conformity shall state that the requirements specified in this Regulation have been

fulfilled in relation to the device that is covered. The manufacturer shall continuously update the

EU declaration of conformity. The EU declaration of conformity shall, as a minimum, contain the information
set out in Annex IV and shall be translated into an official Union language or languages required by the
Member State(s) in which the device is made available.

OO00D00000D0OOoO0000oDobOo0o00ooDoobOo0o0oooDoOoOo0oooooDoOobOooOoooo
OO00OD00000ooooOoooooooog DO00D000000DOO00000D0OoDbOOo00o0ooooDoaod
Jooooododoboooooouoooobooooood Where, concerning aspects not covered by
this Regulation, devices are subject to other Union legislation which also requires an EU declaration of

conformity by the manufacturer that fulfilment of the requirements of that legislation has been demonstrated,

a single EU declaration of conformity shall be drawn up in respect of all Union acts applicable to the device.

The declaration shall contain all the information required for identification of the Union legislation to which the
declaration relates.

OO00D0000000OO00000oOOO0000oDoobOoO000ooDoOobOoOo0o0o0oooDoDoOoOoOn By
drawing up the EU declaration of conformity, the manufacturer shall assume responsibility for compliance
with the requirements of this Regulation and all other Union legislation applicable to the device.

Oo0o0o0oooono 150000000000 oooooooooono vV OO0O0000oooooooon
000 The Commission is empowered to adopt delegated acts in accordance with Article 115 amending the minimum

content of the EU declaration of conformity set out in Annex IV in the light of technical progress.

[0 20 Article 20

CEOOOOO  CE marking of conformity

OO00O0000oobo0 Oooooobooooooooboood vV OOOOOO CEOOO Devices, other
than custom-made or investigational devices, considered to be in conformity with the requirements of this
Regulation shall bear the CE marking of conformity, as presented in Annex V.

CEOOO0OO0OODOOOODOO 765/2008 0000 30000000000 The CE marking shall be subject to
the general principles set out in Article 30 of Regulation (EC) No 765/2008.
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3. obgooobgobtoobobobobuobuobooobobuoobuobtoobobobobuobd
ool ceobooobuobod cetobouobooobobouobuobouonbd The CE marking shall

be affixed visibly, legibly and indelibly to the device or its sterile packaging. Where such affixing is not
possible or not warranted on account of the nature of the device, the CE marking shall be affixed to the

packaging. The CE marking shall also appear in any instructions for use and on any sales packaging.

4. O00oooood CeEUOO0OODOO0OU0O0O0OO0OOOOOOOOooOoOooooooooooooboonon The CE
marking shall be affixed before the device is placed on the market. It may be followed by a pictogram or any
other mark indicating a special risk or use.

5. D000 cedd00d00dO0Ooooooooo S52000000000000000OO0OOOOOOOODOOO
0000oooodd cCceEUOO0ObOO OOOOOOO Whereapplicable, the CE marking shall be followed by
the identification number of the notified body responsible for the conformity assessment procedures set out in

Article 52. The identification number shall also be indicated in any promotional material which mentions that a
device fulfils the requirements for CE marking.

6. OOoo0o0o0oooooooooono CEOO00OO0ODOODOOO CEOOO0OOODDODOOOOOOODOOOOOn
Where devices are subject to other Union legislation which also provides for the affixing of the CE marking,
the CE marking shall indicate that the devices also fulfil the requirements of that other legislation.

[] 21 ] Article21

Ooooooood Devices for special purpose
1. Oo0ooooooooon Member States shall not create obstacles to:
(@) Ogoooodooodoodbooodoooooodon sluung XV uUuuooooooodud
OO0 62000 8000 8200000000 investigational devices being supplied to an investigator for
the purpose of a clinical investigation if they meet the conditions laid down in Articles 62 to 80 and

Article 82, in the implementing acts adopted pursuant to Article 81 and in Annex XV;

(b) O0oooooooooooooooon 520800000 XHl OOOO custom-made devices being
made available on the market if Article 52(8) and Annex XlIl have been complied with
Do0oodooooooooad /A00000000000o0o00g CE OO 0O The devices referred to in the first
subparagraph shall not bear the CE marking, with the exception of the devices referred to in Article 74.
2. Oooodddon Xlll O 1000000000 00000000ddoooooooonddoooon
OO0O00O00 Custom-made devices shall be accompanied by the statement referred to in Section 1 of

Annex XlII, which shall be made available to the particular patient or user identified by name, an acronym or a
numerical code.
OO0000O000O00D0bOO0o0oOo0o0DoboooOooobooooooDooooDod Member States may
require that the manufacturer of a custom-made device submit to the competent authority a list of such devices which
have been made available in their territory

3. Jobddddoooooooodddooooououoddooooooounduoooooooodd
Jddddooooooddddoooooouooddoooooooddoooooooodd At

trade fairs, exhibitions, demonstrations or similar events, Member States shall not create obstacles to the
showing of devices which do not comply with this Regulation, provided a visible sign clearly indicates that
such devices are intended for presentation or demonstration purposes only and cannot be made available

until they have been brought into compliance with this Regulation.

[1 22 [0 Atrticle 22
OO0O0O000  Systems and procedure packs

1. bbbt oo obobobuood ceEgogg
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DO000000oDoooooooo O0000 20000000 DOO0O0O0OoOoOOoooOooooon Natural
or legal persons shall draw up a statement if they combine devices bearing a CE marking with the following

other devices or products, in a manner that is compatible with the intended purpose of the devices or other

products and within the limits of use specified by their manufacturers, in order to place them on the market as

a system or procedure pack:

(@) OO0 CEOOODOOO other devices bearing the CE marking;

(b) Ooooooo  2017/746 0000 CEOUOOOOODOOOOO in vitro diagnostic medical devices
bearing the CE marking in conformity with Regulation (EU) 2017/746;

(c) Jddd0d0ddoooooooooooooooooboooo oo ooooooao
0 OO other products which are in conformity with legislation that applies to those products only where
they are used within a medical procedure or their presence in the system or procedure pack is

otherwise justified.

00 100000000000 oooooooood In the statement made pursuant to paragraph 1, the

natural or legal person concerned shall declare that:

(@ OO00OOOO0ODOOODOOOODOOODOOOODOOODOOOODOOODOOOODOOObOOOODbOOOn
0 O they verified the mutual compatibility of the devices and, if applicable other products, in accordance
with the manufacturers' instructions and have carried out their activities in accordance with those
instructions;

(b) Oooddoodoooodoodoootdoododootdooodoodbooodooooodd
00000 they packaged the system or procedure pack and supplied relevant information to users
incorporating the information to be supplied by the manufacturers of the devices or other products
which have been put together,

(©) Oooddoodoooodoodoootdoododootdooodoodbooodooooodd
0 O O the activity of combining devices and, if applicable, other products as a system or procedure pack

was subject to appropriate methods of internal monitoring, verification and validation.

00 1gdobobuobdobooobobuoboobobobobouobouoobobouooboga IX OO
O XIO AJObOogooobooboboouobgobooob bbb oobobobobouoboga
Jobogbugbgobooobobgoboobobobuobuobobobobugan Any natural or legal

person who sterilises systems or procedure packs referred to in paragraph 1 for the purpose of placing them
on the market shall, at their choice, apply one of the procedures set out in Annex IX or the procedure set out
in Part A of Annex XIl. The application of those procedures and the involvement of the notified body shall be
limited to the aspects of the procedure relating to ensuring sterility until the sterile packaging is opened or
damaged. The natural or legal person shall draw up a statement declaring that sterilisation has been carried
out in accordance with the manufacturer's instructions.

Oo0o0ooOooooon CEODO0OO0ODOOODODOODOOOODO0ObOOOODDOODOOOoDDOoOnDoOd
Jddoodooodoooooodoogooodooooogd 200000000 ododouooun
Jooo0oooooobooooon Where the system or procedure pack incorporates devices which do not
bear the CE marking or where the chosen combination of devices is not compatible in view of their original

intended purpose, or where the sterilisation has not been carried out in accordance with the manufacturer's

instructions, the system or procedure pack shall be treated as a device in its own right and shall be subject to
the relevant conformity assessment procedure pursuant to Article 52. The natural or legal person shall

assume the obligations incumbent on manufacturers.

o0 1000boooboobbuobogobogn celuuugooonod 1000 3Uguoouoaoo
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DO00D000000ODOO00000DobOOo0o0oooooDoOod Oo0oooooooon |0 2300000
O0o0000o0oooboooooooooon oosooooooooooooodn 200000000
Jo0o0oboooooboooooboooooooooooon The systems or procedure packs referred to in

paragraph 1 of this Article shall not themselves bear an additional CE marking but they shall bear the name,

registered trade name or registered trade mark of the person referred to in paragraphs 1 and 3 of this
Article as well as the address at which that person can be contacted, so that the person's location can be

established. Systems or procedure packs shall be accompanied by the information referred to in Section 23

of Annex |. The statement referred to in paragraph 2 of this Article shall be kept at the disposal of the
competent authorities, after the system or procedure pack has been put together, for the period that is

applicable under Article 10(8) to the devices that have been combined. Where those periods differ, the
longest period shall apply.

[1 230 Atrticle 23

OOoododd  Parts and components

1. OO000D0OO000oo0o0oobOOo0oooobo0boooobo0oooOoobOoooDobooooboooooOooog
Jdoooooodooguoodbooodoodbooodoobooodoodbooodooooood
Jood0oooooooooooooooooooon Any natural or legal person who makes available on

the market an item specifically intended to replace an identical or similar integral part or component of a
device that is defective or worn in order to maintain or restore the function of the device without changing its

performance or safety characteristics or its intended purpose, shall ensure that the item does not adversely

affect the safety and performance of the device. Supporting evidence shall be kept available for the
competent authorities of the Member States.

2. 00000000000 0d0ooooooooooooooobooboooDooooD000ooooOoOoooo
OO0O00O00 Anitem thatis intended specifically to replace a part or component of a device and that

significantly changes the performance or safety characteristics or the intended purpose of the device shall be

considered to be a device and shall meet the requirements laid down in this Regulation.

[0 24 [ Article 24
OO04dd Free movement
Ogdodogdogogd gogogodgibodglb bOobobobuobobuobuobuobuobuobuobuood Except where

otherwise provided for in this Regulation, Member States shall not refuse, prohibit or restrict the making available on the
market or putting into service within their territory of devices which comply with the requirements of this Regulation.

O m o CHAPTERIII

Jobbogbogbotgbtdbtoboboboubotubotdbobtoboobobooubotuouboobod

IDENTIFICATION AND TRACEABILITY OF DEVICES, REGISTRATION OF DEVICES AND OF ECONOMIC
OPERATORS, SUMMARY OF SAFETY AND CLINICAL PERFORMANCE, EUROPEAN DATABASE ON MEDICAL

DEVICES
[0 250 Article 25

OO0O0000 Identification within the supply chain

1. Joboougodoooobooouood Joboouooogoooonond Distributors and importers shall

co-operate with manufacturers or authorised representatives to achieve an appropriate level of traceability of
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devices.
2. OO0 1008t oouooooooooood Economic operators shall be able to
identify the following to the competent authority, for the period referred to in Article 10(8):
(a) Joooooooooooooon any economic operator to whom they have directly supplied a
device;
(b) Joooooooooooooood any economic operator who has directly supplied them with a
device;

(©) Do0o0oodooobooooobuoooooooo any health institution or healthcare professional to
which they have directly supplied a device.

[1 26 [ Atrticle 26

OO0O0O00O00d  Medical devices nomenclature

Ooo0ood 3300000o00oooonod “ Budamed’ OUO0O0O ODOOU0OOOOODOOODOOOOOOODOO

0000 oooooodoodooodooooootdoooooodbooogoobooodgoogooogno
Oo0o0oooooooooo To facilitate the functioning of the European database on medical devices ( * Eudamed

referred to in Article 33, the Commission shall ensure that an internationally recognised medical devices nomenclature is
available free of charge to manufacturers and other natural or legal persons required by this Regulation to use that

nomenclature. The Commission shall also endeavour to ensure that that nomenclature is available to other stakeholders free of
charge, where reasonably practicable.

[0 27 [0 Article 27

oooooood Unique Device ldentification system

1. OO0 VIO cOdoooooooooooog ubDo0oooooooooooooooooooooon
OJ00o00o0dd oobobooooodd  The Unigue Device ldentification system ( * UDI system’ ) described in
Part C of Annex VI shall allow the identification and facilitate the traceability of devices, other than

custom-made and investigational devices, and shall consist of the following:
(@) UDI OO0OOOO0O0OO production of a UDI that comprises the following:
(i) OoOoooOooooooo UDI OO0OOO0O “ ubbDI'booood viO BOODOOOOOOO
00 a UDI device identifier ( ‘-DJDI) specific to a manufacturer and a device, providing access to
the information laid down in Part B of Annex VI;
(i) UDI OOOO0O O ubPI'moodOobDOodbooOoOobDOoOoooOd Vi cOooonoooooad
000000 Oa UDI production identifier ( ‘-AWDI) that identifies the unit of device productionan d

if applicable the packaged devices, as specified in Part C of Annex VI,
(b) O UDIl OO0o0ooooooooooo placing of the UDI on the label of the device or on its packaging;

(c) gotugbodobooobobuobouoooon 80 9UUUUOOOonn uDlI U storage of the UDI by

economic operators, health institutions and healthcare professionals, in accordance with the conditions
laid down in paragraphs 8 and 9 of this Article respectively;

(d) 000 280000000000 UDI OOOO I uDl O00O0O” [Jestablishment of an electronic system

for Unique Device ldentification (* UDI database ' ) in aecdance with Article 28.
2. OO00O0000oooOoooooooooooooooooooon UDI OOOO0O00O0O00O0O ODOOoOod
OJO0O00000d0 The Commission shall, by means of implementing acts, designate one or several entities to

operate a system for assignment of UDIs pursuant to this Regulation ( *issifidnanéttity or'those
entities shall satisfy all of the following criteria:



L117/62[EN O OOOO 5.5.2017

(@) Ooooooooooood the entity is an organisation with legal personality;

(b) O UDl O0O00odoooodoooooooooooooboooooooad its system for the
assignment of UDIs is adequate to identify a device throughout its distribution and use in accordance

with the requirements of this Regulation;

(©) O UDIl DOoooooooooood its system for the assignment of UDIs conforms to the relevant

international standards;

(d) Dd0ddd0000ooooooooooooon O UDIl OOO0O0oooooooooooooooo the
entity gives access to its system for the assignment of UDIs to all interested users in accordance with a
set of predetermined and transparent terms and conditions;

(e) Oo0o0ooooooooan the entity undertakes to do the following;

(1) Jdo0oooooooooo UDI OOOOO0OO 1000 operate its system for the assignment of
UDIs for at least 10 years after its designation;

(i) DO0000000000000000o0o0oo UDI ODOOO0O0O0O00O00  make available to the
Commission and to the Member States, upon request, information concerning its system for the

assignment of UDIs;

) ODOO0OOOOOOOOOOOO remain in compliance with the criteria for designation and the

terms of designation.

Joodooodbooodooooooboodggoogooodo VIO cuouuogoog ubl oo
J0o0oooooooooooooooooooooooooooboooa When designating issuing entities,
the Commission shall endeavour to ensure that UDI carriers, as defined in Part C of Annex VI, are universally readable
regardless of the system used by the issuing entity, with a view to minimising financial and administrative burdens for

economic operators and health institutions.

Joddddoooootooudddooooouoooddooooooouodooooooooodd
00000 20000000000000000 UDI O Before placing a device, other than a custom-made
device, on the market, the manufacturer shall assign to the device and, if applicable, to all higher levels of
packaging, a UDI created in compliance with the rules of the issuing entity designated by the Commission in
accordance with paragraph 2.

Before a device, other than a custom-made or investigational device, is placed on the market the
manufacturer shall ensure that the information referred to in Part B of Annex VI of the device in question are
correctly submitted and transferred to the UDI database referred to in Article 28

UDI 0000000000000 0ooooooooooooooooooo UDI carriers shall be placed
on the label of the device and on all higher levels of packaging. Higher levels of packaging shall not be

understood to include shipping containers.

OO0 8700UDI DO00OD0OO0O0OUoOooooooooboon The UDI shall be used for reporting serious incidents
and field safety corrective actions in accordance with Article 87.

O 1900 oogon UDI-DI OOOOOO0 VIO COOOO The Basic UDI-DI, as

defined in Part C of Annex VI, of the device shall appear on the EU declaration of conformity referred to in Article 19.

Ooo0oOoooooooo UDI OOOO0O0OO0 NnoooooOooooodod  Aspart of the technical
documentation referred to in Annex Il, the manufacturer shall keep up-to-date a list of all UDIs that it has

assigned.

000000000 ooOooooooobooooooooood ubDIOOOODOODOOO Economic operators
shall store and keep, preferably by electronic means, the UDI of the devices which they have supplied or with
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which they have been supplied, if those devices belong to:
- Il DOOO0O0O00  class Il implantable devices;

- 00 1100 adddooooooooooooooooo the devices, categories or groups of devices

determined by a measure referred to in point (a) of paragraph 11.

9. OO0odoodd moooooobo odoooooooooooobobobboooobooooood UDI [Health
institutions shall store and keep preferably by electronic means the UDI of the devices which they have supplied or
with which they have been supplied, if those devices belong to class Il implantable devices.

o mboobobbdooobgoobbuoobbuooobuoobobobooooobouoo UDI O For

devices other than class Ill implantable devices, Member States shall encourage, and may require, health institutions to
store and keep, preferably by electronic means, the UDI of the devices with which they have been supplied.

OJ0000000o0b0000obo00oboooooboooooooooooon UDI O Member States shall
encourage, and may require, healthcare professionals to store and keep preferably by electronic means, the UDI of the

devices with which they have been supplied with.

10, 000000000 1150000000000  The Commissionis empowered to adopt delegated acts in

accordance with Article 115:

€)) J00d0dooooooooooooo ViOBOOOODODOOO O amending the list of information set
out in Part B of Annex VI in the light of technical progress; and

(b) O00o00oddooboooobooooooooooon VI O amending Annex VI in the light of
international developments and technical progress in the field of Unique Device Identification.

11. (00000000 0000O0OoooooooobooboooobobboobobOoOooDoooooooooOon The
Commission may, by means of implementing acts, specify the detailed arrangements and the procedural
aspects for the UDI system with a view to ensuring its harmonised application in relation to any of the

following:

(@) 000 sgooooooooooooooooo determining the devices, categories or groups of
devices to which the obligation laid down in paragraph 8 is to apply;

(b) Oo0ooooooooooad UDI -PI O O O O specifying the data to be included in the UDI-PI of specific
devices or device groups;

D000 114@)iddddooooooooooooooooobobobon The implementing acts referred to in

the first subparagraph shall be adopted in accordance with the examination procedure referred to in Article 114(3).

12. 000 11 o000dobodooooooooogd When adopting the measures referred to in paragraph 11,
the Commission shall take into account all of the following:

[ all [0 1090 8110000 oooooooo confidentiality and data protection as referred to in
Articles 109 and 110 respectively;

0 bO OO00O0o0god  the risk-based approach;
O cO OO0O000000 the cost-effectiveness of the measures;
O dd OO0O0ooOod ubl OO0 the convergence of UDI systems developed at international level;

O el OO0 UuDIl DOOO0OO0O00O0 the need to avoid duplications in the UDI system;

O fO J00d000000000000000o0ooooooooooboooobobooOooDooooOoooOon
OO0O000 the needs of the healthcare systems of the Member States, and where possible,

compatibility with other medical device identification systems that are used by stakeholders.
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[0 28 [J Article 28

UDI OO O UDI database

1.

3.

OO0O000 MDCG ODOOOOoOoDoDOO UDI OO0O0O0O0O0Oooooooooo VIO BOOOOOOOOO
JO0o0O0o0o0odod  The Commission, after consulting the MDCG shall set up and manage a UDI database to

validate, collate, process and make available to the public the information mentioned in Part B of Annex VI.

OO0 uDlOOoOooO oDoooooooo v o cood 50000 uUubDlODooooOoood ubl ooodd
Jooood UuUbDI-Pl DO0OOOoOoooooooo When designing the UDI database, the Commission shall take

into account the general principles set out in Section 5 of Part C of Annex VI. The UDI database shall be designed in
particular such that no UDI-PIs and no commercially confidential product information can be included therein.

OO0 VIO BOUOOOOO UuUDlOUOOoodOooOoooooooodoon The core data elements to be provided to

the UDI database, referred to in Part B of Annex VI, shall be accessible to the public free of charge.

4.

Oo0o0o0o0oooboooooon UDI OODOO0O0O0O0O0O0OOO0 0OOOO00ooooobobooooooooo
O0000O0Od uUbloooooooboooooooboooooooo The technical design of the UDI
database shall ensure maximum accessibility to information stored therein, including multi-user access and

automatic uploads and downloads of that information. The Commission shall provide for technical and
administrative support to manufacturers and other users of the UDI database.

0 29[ Article 29

O 000 Registration of devices

1.

oo obuoouoogon 2720 000U obougoogd Vi O CUl

Jouogot ubl -Dloddotdd v sBUbbouobodoboobobugobuooga ubl b0ogg

000 2200 30000000000 obboooooooboog
obogoboobtogbogon ubl —-DIOOOOOO0O0 vib BOotootoobobobdobtudoboonbd

Joooooood UDI OO OO Before placing a device, other than a custom-made device, on the market, the

manufacturer shall, in accordance with the rules of the issuing entity referred to in Article 27(2), assign a Basic UDI-DI
as defined in Part C of Annex VI to the device and shall provide it to the UDI database together with the other core data

elements referred to in Part B of Annex VI related to that device.

OO0000 52030000 b204000000000000O000000DO0OOOOOOO0DOOOOOOOO
OO000000D0OoDOo0oooooooooan UDI -DIOOOOODOOOOO0O0O 100000 UDI-DI O For
devices that are the subject of a conformity assessment as referred to in Article 52(3) and in the second and

third subparagraphs of Article 52(4), the assignment of a Basic UDI-DI referred to in paragraph 1 of this

Article shall be done before the manufacturer applies to a notified body for that assessment.

Joooboogbuobotooooouoobouood Xl oo 40 abdbooobooobd UDI-DI OO0
D000 viOdAUOOO 2200000 EBEudamedD DO DO ODODOOOOOOOOOOOOOOOOOOOO
Jod ubl-Dl 00O vih BUObooobbooooooooooboooooon For the devices referred to

in the first subparagraph, the notified body shall include a reference to the Basic UDI-DI on the certificate
issued in accordance with point (a) of Section 4 of Chapter | of Annex XlIl and confirm in Eudamed that the
information referred to in Section 2.2 of Part A of Annex VI is correct. After the issuing of the relevant certificate
and before placing the device on the market, the manufacturer shall provide the Basic UDI-DI to the UDI
database together with the other core data elements referred to in Part B of Annex VI related to that device.

S, bbuobuobtuobuobuobuobuobobbuobugn Vi O ADOUOO 2000 22000000

00 EudamedO OO OOOOOO  Before placing a device on the market, other than a custom-made device, the
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manufacturer shall enter or if, already provided, verify in Eudamed the information referred to in Section 2 of Part A of
Annex VI, with the exception of Section 2.2 thereof, and shall thereafter keep the information updated.

[0 300 Article 30

Oo0ooooooonon Electronic system for registration of economic operators

1. od MDCG UUduuobuoouobobuooobuad 3l 2000000 ouooooun
Jdobobougbgooooboobuobuobooob oo oboboboobuobouon Vi

O AOOO 100The Commission, after consulting the MDCG, shall set up and manage an electronic system to create

the single registration number referred to in Article 31(2) and to collate and process information that is necessary and
proportionate to identify the manufacturer and, where applicable, the authorised representative and the importer. The
details regarding the information to be provided to that electronic system by the economic operators are laid down in
Section 1 of Part A of Annex VI.

2. DJ00o0o0000oooodoooooooooooobobooooooooooo Member States may maintain
or introduce national provisions on registration of distributors of devices which have been made available on their
territory.

3. Jddoboddooboodooooooooooooooooon 10000000000000000

Within two weeks of placing a device, other than a custom-made device, on the market, importers shall verify that the
manufacturer or authorised representative has provided to the electronic system the information referred to in
paragraph 1.

U0 1d000oododdddooooouooddoooooooodoooooooooddoon
OJo0o0oooooooooo Where applicable, importers shall inform the relevant authorised representative or
manufacturer if the information referred to in paragraph 1 is not included or is incorrect. Importers shall add their
details to the relevant entry/entries.

[0 31 0 Article 31
Oo00o0000o0oooooon
Registration of manufacturers, authorised representatives and importers

1. DO00000000000 0OoO0O0 oooooooooooooo 0000 3o0000000000000
VIO AOOO 100000000000000O0O0O0O0O0O0O0O0DOODOO 520000000000004d
D000 O000000000000o0o000000 VIO AOOO 10000000 Before placing a device,
other than a custom-made device, on the market, manufacturers, authorised representatives and importers
shall, in order to register, submit to the electronic system referred to in Article 30 the information referred to in
Section 1 of Part A of Annex VI, provided that they have not already registered in accordance with this Article.

In cases where the conformity assessment procedure requires the involvement of a notified body pursuant to
Article 52, the information referred to in Section 1 of Part A of Annex VI shall be provided to that electronic
system before applying to the notified body.

2. ODO0000dO0 100000000 0D0O00000 3ooboooooooooooon (SRNYODOOOOoOooOoad
OO0OoO0oogod  After having verified the data entered pursuant to paragraph 1, the competent authority

shall obtain a single registration number ( “ SRN ) from the electronic system referred to in ARiglend issue
it to the manufacturer, the authorised representative or the importer.

3. Jd0doodoooooooooooooo EudamedO O OO0 20 000000000000O0O0O0O3
0 O The manufacturer shall use the SRN when applying to a notified body for conformity assessment and for

accessing Eudamed in order to fulfil its obligations under Article 29.
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Oooodd 100000000000000000 Oo0ooooooooon o0dddooooooad
[ O Within one week of any change occurring in relation to the information referred to in paragraph 1 of this

Article, the economic operator shall update the data in the electronic system referred to in Article 30.

000 1 0000000000000 000000DbOO0000ob0obo00ooooDoObOoooooooDg
OO00000000 O0O0ODOO0000ooObOOooooooobOoOood O00000000000d  Not later
than one year after submission of the information in accordance with paragraph 1, and every second year

thereafter, the economic operator shall confirm the accuracy of the data. In the event of a failure to do so

within six months of those deadlines, any Member State may take appropriate corrective measures within its

territory until that economic operator complies with that obligation.

J000d00d00d00d0000d0oooooooooa Oo0ooooooOo  VvVIiDO AOOD 1000000000004
Without prejudice to the economic operator's responsibility for the data, the competent authority shall verify
the confirmed data referred to in Section 1 of Part A of Annex VI.

oo 10000 3oouoodoooonoouoooonn The data entered pursuant to paragraph 1
of this Article in the electronic system referred to in Article 30 shall be accessible to the public.

000 111 000000000000 0ooonod 00000000000 The competent authority may use
the data to charge the manufacturer, the authorised representative or the importer a fee pursuant to
Article 111.

[0 32 [0 Article 32

Ooooooood Summary of safety and clinical performance

1.

2.

OO0 moooooooooooooooooon J0dddd0d00ooooooooooo For implantable
devices and for class Ill devices, other than custom-made or investigational devices, the manufacturer shall
draw up a summary of safety and clinical performance.

oooboooobggoobgad OO0D0O0O0 0D0DO0O0 U000 EudamedOOODOOO The summary of

safety and clinical performance shall be written in a way that is clear to the intended user and, if relevant, to the patient
and shall be made available to the public via Eudamed

OOo00OD000oooooOooooooooooon 520000000000DO0000000O0DO0O000 Ooooo
Oo000dddodoooooooooooooo EudamedOd O OO OO0O0OO0OODOOOOOOOOOOOO0O

00000 The draft of the summary of safety and clinical performance shall be part of the documentation to be
submitted to the notified body involved in the conformity assessment pursuant to Article 52 and shall be validated by
that body. After its validation, the notified body shall upload the summary to Eudamed. The manufacturer shall mention
on the label or instructions for use where the summary is available.

Jddoooooooooooooooao The summary of safety and clinical performance shall include at least the

following aspects:

(@) Ooooooooooood UDI-DI O SRNOOOOOO O the identification of the device and the
manufacturer, including the Basic UDI-DI and, if already issued, the SRN;

(b) Oo0o0ooooooboooooooooooooooon the intended purpose of the device and any
indications, contraindications and target populations

(c) O00000000oooOoOo0oo0oooooooooooOoooooooobOoooooooooon
Oo0o00oooooooooooon ; a description of the device, including a reference to previous

generation(s) or variants if such exist, and a description of the differences, as well as, where relevant, a
description of any accessories, other devices and products, which are intended to be used in
combination with the device;

(d) Do0odooooooon possible diagnostic or therapeutic alternatives;
(e) OO0000 csoudodd reference to any harmonised standards and CS applied;
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) OO0 XIV DO000o0ooooooooooooooooood the summary of clinical evaluation as
referred to in Annex XIV, and relevant information on post-market clinical follow-up;

(9) Oodo0odooooooodao suggested profile and training for users;

(h) Oo0o0oodoooboooooboooooooooood information on any residual risks and any
undesirable effects, warnings and precautions.

3. O000000000dooooooooooooooooooboooooooooooon 1142)0 000
Oo0o0ooooooooooo The Commission may, by means of implementing acts, set out the form and

the presentation of the data elements to be included in the summary of safety and clinical performance. Those
iImplementing acts shall be adopted in accordance with the advisory procedure referred to in Article 114(2).

[1 330 Atrticle 33
Oo00ooooon
European database on medical devices

1. OJ0O0o000o0oooO0o O MDCG DU00O0000OooobooobbOooonol 0O 'eEudamed'[IIrhe Commission,
after consulting the MDCG, shall set up, maintain and manage the European database on medical devices
(* Eudamed ) for the follaving purposes:

(@) O00o0o00ooooooon O000000ooooooooooooboooooooo to enable the
public to be adequately informed about devices placed on the market, the corresponding certificates
issued by notified bodies and about the relevant economic operators;

(b) Do0doddodobooooooooooood to enable unique identification of devices within the

internal market and to facilitate their traceabillity;

(©) Jdo0o00ddbooooooooooooooooooooo 620 8000 8200000000 81
OO000000000D000  toenable the public to be adequately informed about clinical investigations

and to enable sponsors of clinical investigations to comply with obligations under Articles 62 to 80,
Article 82, and any acts adopted pursuant to Article 81;

(d) O0dooooOo 87rg9o0noononobon 9liddddodoooobbonon  to enable manufacturers to
comply with the information obligations laid down in Articles 87 to 90 or in any acts adopted pursuant to
Article 91;

(e) Odo0ooddooboddooboobobooooobooooooooooon D000d00d0O0OoOoOoad
to enable the competent authorities of the Member States and the Commission to carry out their tasks
relating to this Regulation on a well-informed basis and to enhance the cooperation between them.

2. Eudamed DO O OO0OOOOO Eudamed shall include the following electronic systems:

(@) 00 2040 00000000000004 the electronic system for registration of devices referred to in
Article 29(4);

(b) 0 280000 UDI OOO0O the UDI-database referred to in Article 28;

(9) 00 o000o0oooobooooobooaaa the electronic system on registration of economic

operators referred to in Article 30;

(d) 00 57000000000 00000000 the electronic system on notified bodies and on

certificates referred to in Article 57;

(e) 00 7300000000000000 the electronic system on clinical investigations referred to in
Article 73;

() O 9200000000000 0000004 the electronic system on vigilance and post-market
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surveillance referred to in Article 92;

(9) O 100000000o0o0oooo the electronic system on market surveillance referred to in

Article 100.

3.

OO0 Budamed OO OOOOOOOOOOOOOOOOOOOOOOOOODODOOOOOOOOOO When
designing Eudamed the Commission shall give due consideration to compatibility with national databases and national

web-interfaces to allow for import and export of data.

J0d000000000ooooooooooooon 20 000000000000 0000 Eudamedd O
D000 EudamedO OOODOOOOOOODOO  The data shall be entered into Eudamed by the Member States,

notified bodies, economic operators and sponsors as specified in the provisions on the electronic systems
referred to in paragraph 2. The Commission shall provide for technical and administrative support to users of

Eudamed.
Eudamed D00 0O0O0O0O0O0OOOOOOOOOOOOOOOO 20 000000000D0DODOO0000O
O00000oooboooooooooooooooon All the information collated and processed by

Eudamed shall be accessible to the Member States and to the Commission. The information shall be
accessible to notified bodies, economic operators, sponsors and the public to the extent specified in the

provisions on the electronic systems referred to in paragraph 2

OO000d0dd EBEudamedODOOOOOO0OO0O0OO0OO0OOOOOOOOONO

Eudamed D000 O00O0O0O0OOOOOOO0O 20 000000000000 00DO0ODOO0OOoOO0OoODOOO
Jodo0ooooooooooooooooon 101 800 00000 Eudamed shall contain personal data only

insofar as necessary for the electronic systems referred to in paragraph 2 of this Article to collate and process
information in accordance with this Regulation. Personal data shall be kept in a form which permits
identification of data subjects for periods no longer than those referred to in Article 10(8).

Jobobuogbgobtoobooboobtuodgbuood 45/2001 00000 9546/EC DDOODOOOOOO
Jobobtugbgobobobobouobuobtuobobobobuobuobobobobbobuobd

bbb oo uobobuobuobouood
bbb boboboobouood 60 [0 [0 The Commission and the

Member States shall ensure that data subjects may effectively exercise their rights to information, of access,
to rectification and to object in accordance with Regulation (EC) No 45/2001 and Directive 95/46/EC,
respectively. They shall also ensure that data subjects may effectively exercise the right of access to data
relating to them, and the right to have inaccurate or incomplete data corrected and erased. Within their
respective responsibilities, the Commission and the Member States shall ensure that inaccurate and
unlawfully processed data are deleted, in accordance with the applicable legislation. Corrections and deletions
shall be carried out as soon as possible, but no later than 60 days after a request is made by a data subject.

OJ00obooooooooooooooao Eudamed DO O OOOOOOOMO 114030 000000004000
Jddd0d0d0d0d0d0doooooooooooooobooobob o0 ooooooooog
O-000000000 The Commission shall, by means of implementing acts, lay down the detailed

arrangements necessary for the setting up and maintenance of Eudamed. Those implementing acts shall be
adopted in accordance with the examination procedure referred to in Article 114(3). When adopting those

implementing acts, the Commission shall ensure that, as far as possible, the system is developed in such a
way as to avoid having to enter the same information twice within the same module or in different modules of

the system.

oo obouobouoon Eudamed 00 OO0 OOOOOOO In

relation to its responsibilities under this Article and the processing of personal data involved therein, the
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Commission shall be considered to be the controller of Eudamed and its electronic systems
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[] 34 [ Article 34

Eudamed O OO

Functionality of Eudamed

1.

O0O000 MDCG O00O0 EudamedODOOOOOODODOOODOOO 20180 50 260000000000
Joooodoodgood Eudamed D00 00OO0O0O0OOOOOOOOOOOOO 202000 30 250000 3
ooodoodoood 123 000 2017/746 UOO0O 1130000000000 0O000OO0O0O The
Commission shall, in collaboration with the MDCG, draw up the functional specifications for Eudamed. The

Commission shall draw up a plan for the implementation of those specifications by 26 May 2018. That plan

shall seek to ensure that Eudamed is fully functional at a date that allows the Commission to publish the

notice referred to in paragraph 3 of this Article by 25 March 2020 and that all other relevant deadlines laid

down in Article 123 of this Regulation and in Article 113 of Regulation (EU) 2017/746 are met.

OO0 uUDlI OO0 EBEudamedOOOODOOOOO EBudamedOOOOO 10000000O00000O0O00O0C
OJO0oO0o0o0odnOo MDCG O The Commission shall, on the basis of an independent audit report, inform the

MDCG when it has verified that Eudamed has achieved full functionality and Eudamed meets the functional
specifications drawn up pursuant to paragraph 1.

Jdoooodo MDCG D00O0O0O0 200000000000000O00000DOLO0O0OO0DOD The
Commission shall, after consultation with the MDCG and when it is satisfied that the conditions referred to in
paragraph 2 have been fulfilled, publish a notice to that effect in the Official Journal of the European Union.

0 v O CHAPTER IV

oo

NOTIFIED BODIES

[1 350 Article 35

googougoogon

Authorities responsible for notified bodies

1.

2.

bbb oo b oo uoobobuoooobod
oo ouooooobgooobon gobooooboouoood oooobbooooob Od

oot oob oo uobobboobuon Any

Member State that intends to designate a conformity assessment body as a notified body, or has designated

a notified body, to carry out conformity assessment activities under this Regulation shall appoint an authority
(* authority responsible for notified bodies " ), which may consist of separate constituent entities under national

law and shall be responsible for setting up and carrying out the necessary procedures for the assessment,
designation and notification of conformity assessment bodies and for the monitoring of notified bodies,
including subcontractors and subsidiaries of those bodies.

bbb obuobobo oo obuobuob oo obbobuood
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OO0O0O0O0ooooon  The authority responsible for notified bodies shall be established, organised and
operated so as to safeguard the objectivity and impartiality of its activities and to avoid any conflicts of
interests with conformity assessment bodies.

0000000000000 00000oooooooooooooboooOooDooooOooOon The
authority responsible for notified bodies shall be organised in a manner such that each decision relating to
designation or notification is taken by personnel different from those who carried out the assessment.

Jdd0o00odddoboodoooooooooooooooooood The authority responsible for notified
bodies shall not perform any activities that notified bodies perform on a commercial or competitive basis.

O00000odoooboooooooboooooooboooooooboooooooOoboOoooooo
Jo0o0ooooooooooonod The authority responsible for notified bodies shall safeguard the

confidential aspects of the information it obtains. However, it shall exchange information on notified bodies
with other Member States, the Commission and, when required, with other regulatory authorities.

J000d0ddd0dddddoooooooooooooooooooon The authority responsible for
notified bodies shall have a sufficient number of competent personnel permanently available for the proper
performance of its tasks.

DO00O000d0ooObOoOo000ooDobo0o00ooDobOo0o00ooDoOoOO00o0o0ooDoDOOOo0oOoooDo
OO000000d  Where the authority responsible for notified bodies is a different authority from the national

competent authority for medical devices, it shall ensure that the national authority responsible for medical devices is
consulted on relevant matters.

O0o0D00oooooooooooobooooooobooooooooboooooooobooooooo
OJo0o0ooooooonod Member States shall make publicly available general information on their

measures governing the assessment, designation and notification of conformity assessment bodies and for
the monitoring of notified bodies, and on changes which have a significant impact on such tasks.

OJo0o0ooooooooooon 480 0000000000  The authority responsible for notified bodies
shall participate in the peer-review activities provided for in Article 48.
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[] 36 [] Article 36

gouoougod

Requirements relating to notified bodies

1.

OJdbdddoooooootodddooooooooddoooooooondoboooooooodd
Oododddooooooododooo Oo0ddoodododoooon VIl 0O 0O 0O O Notified bodies shall fulfil
the tasks for which they are designated in accordance with this Regulation. They shall satisfy the

organisational and general requirements and the quality management, resource and process requirements

that are necessary to fulfil those tasks. In particular, notified bodies shall comply with Annex VII.

obooboboobuobgoooon goooooooo vl b 3110u0dgoobgoogon oboggd
oooooog v o 32400000000000000000000000O0OD0O0O0OO0O n order to meet

the requirements referred to in the first subparagraph, notified bodies shall have permanent availability of sufficient

administrative, technical and scientific personnel in accordance with Section 3.1.1 of Annex VII and personnel with
relevant clinical expertise in accordance with Section 3.2.4 of Annex VII, where possible employed by the notified

body itself.
OO0 Vil O 3230 32700000000000000000O O000000000000000  The personnel

referred to in Sections 3.2.3 and 3.2.7 of Annex VII shall be employed by the notified body itself and shall not be
external experts or subcontractors.

OO00D00000D0OOoO0000oDobOo0o00ooDoobOo0o0oooDoOoOo0oooooDoOobOooOoooo
O00000 oooooooooboobooO O000O0O00000000  Notified bodies shall make available and
submit upon request all relevant documentation, including the manufacturer's documentation, to the authority

responsible for notified bodies to allow it to conduct its assessment, designation, notification, monitoring and

surveillance activities and to facilitate the assessment outlined in this Chapter.

Oo0o0o0Od vl Ooobooooooobooooo 114@) 000000000 oooooooooooood
Joo0ooooooobooodd In order to ensure the uniform application of the requirements set out in Annex VII,
the Commission may adopt implementing acts, to the extent necessary to resolve issues of divergent interpretation and

of practical application. Those implementing acts shall be adopted in accordance with the examination procedure
referred to in Article 114(3).

[0 370 Article 37

OO000000  Subsidiaries and subcontracting

1.

0000000000000 000oOooooaag D00000000 DOOODODD0O00000OoOoOoOoOoan VIl
Joodoboooooodooooboooooood Where a notified body subcontracts specific tasks
connected with conformity assessment or has recourse to a subsidiary for specific tasks connected with

conformity assessment, it shall verify that the subcontractor or the subsidiary meets the applicable
requirements set out in Annex VIl and shall inform the authority responsible for notified bodies accordingly

J00o0ooooobooooobooooobooooooooao Notified bodies shall take full responsibility for
the tasks performed on their behalf by subcontractors or subsidiaries.

OJo0o0ooooooooooon Notified bodies shall make publicly available a list of their subsidiaries.

OO00D0000oooooooooooboooooooobooooooooooon Conformity assessment
activities may be subcontracted or carried out by a subsidiary provided that the legal or natural person that applied for
conformity assessment has been informed accordingly.

obootuobgoboobooboobuobobooob bbb uoobobbobuood
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OO0O0000000 Notified bodies shall keep at the disposal of the authority responsible for notified bodies all

relevant documents concerning the verification of the qualifications of the subcontractor or the subsidiary and the work
carried out by them under this Regulation.

[1 38 [ Atrticle 38
Od0d00d00d00000ooooooo
Application by conformity assessment bodies for designation

ooobgdoobobuoobobuoobbuooobon

Conformity assessment bodies shall submit an application for designation to the authority responsible for
notified bodies.

bbb obuoobouon Vi Ddodoooogon
0d

The application shall specify the conformity assessment activities as defined in this Regulation, and the types

of devices for which the body is applying to be designated, and shall be supported by documentation

demonstrating compliance with Annex VII.

oo vl Ol1000 20000000000 ododouoooooooooouodod 765/2008
Jooddoodoouodoooooodn OO0 3gubdoodooodn ouootdooodod
Jooodoooooodooodo

In respect of the organisational and general requirements and the quality management requirements set out in

Sections 1 and 2 of Annex VII, a valid accreditation certificate and the corresponding evaluation report delivered by a
national accreditation body in accordance with Regulation (EC) No 765/2008 may be submitted and shall be taken into

consideration during the assessment described in Article 39. However, the applicant shall make available all the
documentation referred to in the first subparagraph to demonstrate compliance with those requirements upon request.

3. ooobogoooouoooooboooon Vil bbb bgoobobugoobugooon
ooobgdg 200000000

The notified body shall update the documentation referred to in paragraph 2 whenever relevant changes
occur, in order to enable the authority responsible for notified bodies to monitor and verify continuous
compliance with all the requirements set out in Annex VII.

[] 390 Article 39

0000 Assessment of the application

1. Ooo0o0o0ooooooo 000000 sOOODODODODOoDLOOOO0OOooDoODODOOoOoOoooooDoOon
OJ000000000000O00O0Oon0  The authority responsible for notified bodies shall within 30 days check

that the application referred to in Article 38 is complete and shall request the applicant to provide any missing

information. Once the application is complete that authority shall send it to the Commission.
OO0O00000ooooooooooobooooooooboooooooobooooooooo The authority
responsible for notified bodies shall review the application and supporting documentation in accordance with its own

procedures and shall draw up a preliminary assessment report.

2. DJd00o00ddooboodoobooooboboooooboooooooooooon MDCG [0 The authority
responsible for notified bodies shall submit the preliminary assessment report to the Commission which shall
immediately transmit it to the MDCG.

3. ooo 20000000 14000o0obod MDCG U0 40200 oobbuooonoon
oot oob bbb o oo obuood
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D0dddd0dddoooooooooooooooooo Within 14 days of the submission referred to in
paragraph 2 of this Article, the Commission, in conjunction with the MDCG, shall appoint a joint assessment

team made up of three experts, unless the specific circumstances require a different number of experts,

chosen from the list referred to in Article 40(2). One of the experts shall be a representative of the

Commission who shall coordinate the activities of the joint assessment team. The other two experts shall

come from Member States other than the one in which the applicant conformity assessment body is

established.
J0000000ooooo0ooooooooooooooooooooooboooooobooOoao 470 30
Jooooooouooooooooooooooon The joint assessment team shall be comprised of experts

who are competent to assess the conformity assessment activities and the types of devices which are the subject of the
application or, in particular when the assessment procedure is initiated in accordance with Article 47(3), to ensure that
the specific concern can be appropriately assessed.

O0ooooooooon wooooooono BU000000D0DOOoOooooooooooooooO
OJ00o0b0ooooboooooboooooooooooon Within 90 days of its appointment, the joint

assessment team shall review the documentation submitted with the application in accordance with Article 38.
The joint assessment team may provide feedback to, or require clarification from, the authority responsible for

notified bodies on the application and on the planned on-site assessment
Jootoootdooodootdooudootdooodoooooodooooouodoouoooogd
Jodoooooooooooooooo The authority responsible for notified bodies together with the joint
assessment team shall plan and conduct an on-site assessment of the applicant conformity assessment body and, where
relevant, of any subsidiary or subcontractor, located inside or outside the Union, to be involved in the conformity
assessment process.

J000ob0doooboooooboooobobooooon The on-site assessment of the applicant body shall be led

by the authority responsible for notified bodies.

O0ddddododoooooooooooo VI OOOO0o0o0o0o0o0o0o0oo0ooooooooooon
Jooooododoodoooouoodooooonoooon Findings regarding non-compliance of an

applicant conformity assessment body with the requirements set out in Annex VIl shall be raised during the assessment
process and discussed between the authority responsible for notified bodies and the joint assessment team with a view

to reaching consensus and resolving any diverging opinions, with respect to the assessment of the application.
0000000000000 00O0O0O0OooOooOoooO0o0o0o0oobObOoObO o000 0ooOoOooooao
DJO0O0000ooooOod Atthe end of the on-site assessment, the authority responsible for notified bodies shall list
for the applicant conformity assessment body the non-compliances resulting from the assessment and summarise the
assessment by the joint assessment team.

D0000000 ODO0d00ddddd0dddddoooooooooooooooooon OO0O000000 Within

a specified timeframe, the applicant conformity assessment body shall submit to the national authority a corrective and
preventive action plan to address the non-compliances.

Jdodooooooooooonod 000000000000 oOoOOon OJd00oodoooooooon
OO0O0O0O00 The joint assessment team shall document any remaining diverging opinions with respect to the

assessment within 30 days of completion of the on-site assessment and send them to the authority responsible for
notified bodies.

bbb oo b oo uoobobuoooobod
oouobgoobobuooobuoobobuooobouooobouobobobooooond The authority
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responsible for notified bodies shall following receipt of a corrective and preventive action plan from the applicant
body assess whether non-compliances identified during the assessment have been appropriately addressed. This plan
shall indicate the root cause of the identified non-compliances and shall include a timeframe for implementation of the

actions therein.
O0000000o0oooooooogoooooono O0000000ooooooooogooooono
OO000000ooo0ooooooooooooooooooog The authority responsible for notified bodies

shall having confirmed the corrective and preventive action plan forward it and its opinion thereon to the joint
assessment team. The joint assessment team may request of the authority responsible for notified bodies further
clarification and modifications.

Jo0odooooooooooooboooooooooon The authority responsible for notified bodies shall draw

up its final assessment report which shall include:
- 00000 the result of the assessment,

- Ooddodooooboooooooonon confirmation that the corrective and preventive actions
have been appropriately addressed and, where required, implemented,

- O0o00oooooobooooon 000000 nyremaining diverging opinion with the joint assessment
team, and, where applicable,

- OO0O0O0O0O0O00 therecommended scope of designation.

O0d0dd0dooooooooooao MDCG O0O0O0O0O0ODOD0ODO0DO0D0O0D0D0D00OO0ooooooog [0 The
authority responsible for notified bodies shall submit its final assessment report and, if applicable, the draft

designation to the Commission, the MDCG and the joint assessment team.

gotudgotdoooobobuoboobobobobuoboobobobuobuobooo 21000000
oo obobobouood MDCG UU0UOOUoooooogno

42 000 MDCG ODO00O0OOooooooooooooooooooooooooooooooooooon
00000 The joint assessment team shall provide a final opinion regarding the assessment report prepared

by the authority responsible for notified bodies and, if applicable, the draft designation within 21 days of
receipt of those documents to the Commission, which shall immediately submit that final opinion to the
MDCG. Within 42 days of receipt of the opinion of the joint assessment team, the MDCG shall issue a
recommendation with regard to the draft designation, which the authority responsible for notified bodies shall
duly take into consideration for its decision on the designation of the notified body.

O0000000ooooooooon BOODODO00O0O0OODDOODO0O0O0O0OODOO0O0O0OOOODOOOn
O0o000 114Q@Q)Uiooodooobooooon The Commission may, by means of implementing acts,

adopt measures setting out the detailed arrangements specifying procedures and reports for the application
for designation referred to in Article 38 and the assessment of the application set out in this Article. Those

iImplementing acts shall be adopted in accordance with the examination procedure referred to in
Article 114(3).

[1 40 [0 Article 40
Doddoooooodon
Nomination of experts for joint assessment of applications for notification

bbb obuoobouon 9000 4800
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The Member States and the Commission shall nominate experts qualified in the assessment of conformity
assessment bodies in the field of medical devices to participate in the activities referred to in Articles 39 and
48.

2. Odoooogood 10o00dooodoootn oouboodooooood Ooooogod S/
Joooobooooooooo The Commission shall maintain a list of the experts nominated pursuant to
paragraph 1 of this Article, together with information on their specific field of competence and expertise. That
list shall be made available to Member States competent authorities through the electronic system referred to
in Article 57.

[0 410 Article 41
OO000 Language requirements

0 38000 0000000000000 0O0o0uoooouoooon All documents required pursuant to

Articles 38 and 39 shall be drawn up in a language or languages which shall be determined by the Member State concerned.

Odooodoodoootdboododoodbooodoooooodooodgoogn Member States, in applying
the first paragraph, shall consider accepting and using a commonly understood language in the medical field, for all or part of
the documentation concerned.

oot 380 390000000t oodooodoooooodn 9@ 00000
Joooooooooon The Commission shall provide translations of the documentation pursuant to Articles 38 and 39,

or parts thereof into an official Union language, such as is necessary for that documentation to be readily understood by the
joint assessment team appointed in accordance with Article 39(3).

[1 42 [1 Article 42

0000000  Designation and notification procedure

1. OOoD0DO000oOooooo 00000000 vl ooooooooooooo Member States may only
designate conformity assessment bodies for which the assessment pursuant to Article 39 was completed and

which comply with Annex VII.

2. J00d0000000oooooooooooooooooooon NANDO (MO OO0 00OO0O00OO0O0O0O0O
Dooodoooooon Member States shall notify the Commission and the other Member States of the
conformity assessment bodies they have designated, using the electronic notification tool within the database

of notified bodies developed and managed by the Commission (NANDO).

3. oooddddn B300dddooooooduddooooooooodooooo ogoooddn
O0o0oooooooon 4400000000000 The notification shall clearly specify, using the codes
referred to in paragraph 13 of this Article, the scope of the designation indicating the conformity assessment
activities as defined in this Regulation and the types of devices which the notified body is authorised to assess
and, without prejudice to Article 44, any conditions associated with the designation.

4. J0d0d0d00d00000d00o0oooooooooo 0o ooooooooooooO MDCG [
OJdo0oooooooon MDCG OOU0O0O0OO0OoOooooooooao The notification shall be accompanied
by the final assessment report of the authority responsible for notified bodies, the final opinion of the joint

assessment team referred to in Article 39(9) and the recommendation of the MDCG. Where the notifying
Member State does not follow the recommendation of the MDCG, it shall provide a duly substantiated

justification.
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OJ0000 4 00000000000000000000O0O0O0O0OOOOODODO 0O 000D0ODO0O0O0O0O
Jddd00d0d000o0oooooooooooooooooo VIl O OO0 The notifying Member State shall,
without prejudice to Article 44, inform the Commission and the other Member States of any conditions

associated with the designation and provide documentary evidence regarding the arran