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Amendment 1

Proposal for a regulation
Recital 2

Text proposed by the Commission

Amendment

This Regulation aims to ensure the functioning of the (2)  This Regulation aims to ensure the functioning of the
internal market as regards in vitro diagnostic medical internal market as regards in vitro diagnostic medical
devices, taking as a base a high level of protection of devices, taking as a base a high level of protection of
health. At the same time, this Regulation sets high health for patients, users and operators. At the same
standards of quality and safety for devices to meet time, this Regulation sets high standards of quality and
common safety concerns as regards those products. Both safety for devices to meet common safety concerns as
objectives are being pursued simultaneously and are regards those products. Both objectives are being pursued
inseparably linked whilst one not being secondary to the simultaneously and are inseparably linked whilst one not
other. As regards Article 114 of the Treaty on the being secondary to the other. As regards Article 114 of
Functioning of the European Union, this Regulation the Treaty on the Functioning of the European Union
harmonises the rules for the placing on the market and (TFEU), this Regulation harmonises the rules for the
putting into service of in vitro diagnostic medical devices placing on the market and putting into service of in vitro
and their accessories on the Union market which may diagnostic medical devices and their accessories on the
then benefit from the principle of free movement of Union market which may then benefit from the principle
goods. As regards Article 168(4)(c) of the Treaty on the of free movement of goods. As regards Article 168(4)(c)
Functioning of the European Union, this Regulation sets TFEU, this Regulation sets high standards of quality and
high standards of quality and safety for those devices by safety for those devices by ensuring, among other things,
ensuring, among other things, that data generated in that data generated in clinical performance studies is
clinical performance studies is reliable and robust and reliable and robust and that the safety of subjects
that the safety of subjects participating in clinical participating in clinical performance studies is protected.
performance studies is protected.

(") The matter was referred back to the committee responsible for reconsideration pursuant to Rule 57(2), second subparagraph (A7-

0327/2013).
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Amendment 2
Proposal for a regulation
Recital 3
Text proposed by the Commission Amendment
(3)  Key elements of the existing regulatory approach, such as (3)  Key elements of the existing regulatory approach, such as

the supervision of notified bodies, risk classification,
conformity assessment procedures, clinical evidence,
vigilance and market surveillance should be significantly
reinforced, whilst provisions ensuring transparency and
traceability regarding in vitro diagnostic medical devices
should be introduced to improve health and safety.

Amendment 3

the supervision of notified bodies, conformity assessment
procedures, clinical investigations and clinical evalua-
tion, vigilance and market surveillance should be
significantly reinforced, whilst provisions ensuring trans-
parency and traceability regarding devices should be
introduced, to improve health and safety for health
professionals, patients, users and operators, including in
the waste disposal chain.

Proposal for a regulation

Recital 5

Text proposed by the Commission

There are specific features of in vitro diagnostic medical
devices, in particular in terms of risk classification,
conformity assessment procedures and clinical evidence,
and of the in vitro diagnostic medical device sector which
require the adoption of a specific legislation, distinct from
the legislation on other medical devices, whereas the
horizontal aspects common to both sectors should be
aligned.

Amendment 4

Amendment

There are specific features of in vitro diagnostic medical
devices, in particular in terms of risk classification,
conformity assessment procedures and clinical evidence,
and of the in vitro diagnostic medical device sector which
require the adoption of a specific legislation, distinct from
the legislation on other medical devices, whereas the
horizontal aspects common to both sectors should be
aligned without compromising the need for innovation
in the Union.

Proposal for a regulation

Recital 5 a (new)

Text proposed by the Commission

Amendment

(54)

The high number of small and medium enterprises
(SMEs) active in the area of in-vitro diagnostic medical
devices should be taken into account when regulating
that area, while avoiding the creation of health and
safety risks.
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Amendment 5

Proposal for a regulation

Recital 7 a (new)

Text proposed by the Commission

Amendment 6

Amendment

(7a)

A multidisciplinary Medical Device Advisory Commit-
tee (MDAC) composed of experts and representatives of
the relevant stakeholders should be set up to provide
scientific advice to the Commission, the Medical Device
Coordination Group (MDCG) and Member States on
issues of medical technology, regulatory status of
devices and other aspects of implementation of this
Regulation as necessary.

Proposal for a regulation

Recital 8

Text proposed by the Commission

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. If necessary, the
Commission may decide, on a case-by-case basis,
whether or not a product falls within the definition of
an in vitro diagnostic medical device or of an accessory
to an in vitro diagnostic medical device.

Amendment 7

Amendment

In order to ensure consistent classification across all
Member States, particularly with regard to borderline
cases, it should be the responsibility of the Commission,
having consulted the MDCG and the MDAG, to decide
on a case-by-case basis whether or not a product or
groups of products fall within the scope of this
Regulation. Member States should also have the
possibility to request the Commission to take a decision
on the appropriate regulatory status of a product, or
category or group of products.

Proposal for a regulation

Recital 9 a (new)

Text proposed by the Commission

Amendment

(9a)

In the case of urgent or unmet medical needs for
patients, such as emerging pathogens and rare diseases,
single health institutions should have the possibility of
manufacturing, modifying and using devices in-house
and thereby addressing, within a non-commercial and
flexible framework, specific needs which cannot be met
by an available CE-marked device.
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Amendment 8
Proposal for a regulation
Recital 9 b (new)
Text proposed by the Commission Amendment
(9b) However, devices which are manufactured within non-
health-institution laboratories and put into service
without being placed onto the market should be subject
to this Regulation.
Amendment 9
Proposal for a regulation
Recital 13 a (new)
Text proposed by the Commission Amendment
(13a) Directive 2013/35/EU of the European Parliament and
of the Council (') should be the reference text for
ensuring that people working in the vicinity of
magnetic resonance imaging equipment when it is in
operation are properly protected.
(')  Directive 2013/35/EU of the European Parliament and of the
Council of 26 June 2013 on the minimum health and safety
requirements regarding the exposure of workers to the risks
arising from physical agents (electromagnetic fields) (20th
individual Directive within the meaning of Article 16(1) of
Directive 89/391/EEC) and repealing Directive 2004/40/EC
(0] L 197, 29.6.2013, p. 1).
Amendment 10
Proposal for a regulation
Recital 22
Text proposed by the Commission Amendment
(22) It should be ensured that supervision and control of the (22) It should be ensured that supervision and control of the

manufacture of in vitro diagnostic medical devices is
carried out within the manufacturer’s organisation by a
person who fulfils minimum conditions of qualification.

manufacture of in vitro diagnostic medical devices is
carried out within the manufacturer’s organisation by a
person who fulfils minimum conditions of qualification.
In addition to regulatory compliance, that person could
also be responsible for compliance in other fields such as
manufacturing processes and quality assessment. The
required qualifications of the person responsible for the
regulatory compliance should be without prejudice to
national provisions regarding professional qualifica-
tions, in particular for manufacturers of custom-made
devices where such requirements could be met through
different educational and professional training systems
at national level.



C 208/182

Official Journal of the European Union

10.6.2016

Tuesday 22 October 2013

Amendment 11

Proposal for a regulation

Recital 25 a (new)

Text proposed by the Commission

Amendment 12

Amendment

(25a) To ensure that patients harmed are compensated for any

damage and associated treatment as a result of a faulty
in vitro diagnostic medical device, that the risk of
damage as well as the risk of the manufacturer’s
insolvency are not shifted to patients harmed by a faulty
in vitro diagnostic medical device, manufacturers should
be obliged to take liability insurance with sufficient
minimum coverage.

Proposal for a regulation

Recital 26

Text proposed by the Commission

(26)

In vitro diagnostic medical 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 their placing on the market or putting into
service for reasons related to the requirements laid down
in this Regulation.

Amendment

(26)

In vitro diagnostic medical 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 their placing on the market or putting into
service for reasons related to 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 in-vitro diagnostic device in relation to
aspects that are not covered by this Regulation.
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Amendment 13
Proposal for a regulation
Recital 27
Text proposed by the Commission Amendment
(27)  The traceability of in vitro diagnostic medical devices by (27)  The traceability of in vitro diagnostic medical devices by

means of a Unique Device Identification (UDI) system
based on international guidance should significantly
enhance the effectiveness of the post-market safety of in
vitro diagnostic medical devices due 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
counterfeit devices. Use of the UDI system should also
improve purchase-policy and stock-management by
hospitals.

Amendment 14

means of a Unique Device Identification (UDI) system
based on international guidance should significantly
enhance the effectiveness of the post-market safety of in
vitro diagnostic medical devices due 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
counterfeit devices. Use of the UDI system should also
improve purchasing and waste disposal policies and
hospitals’, wholesalers’ and pharmacists’ management
of stock and, where possible, be compatible with other
authentication systems already in place in those
settings.

Proposal for a regulation

Recital 28

Text proposed by the Commission

(28)

Transparency and better information are essential 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.

Amendment

(28)

Transparency and adequate access to information,
appropriately presented for the intended user, are
essential to empower patients and healthcare profes-
sionals and all others concerned, 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.
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Amendment 15

Proposal for a regulation
Recital 29

Text proposed by the Commission

One key aspect is the creation of a central database that
should integrate different electronic systems, with the
UDI as an integral part of it, to collate and process
information regarding in vitro diagnostic medical devices
on the market and the relevant economic operators,
certificates, interventional clinical performance studies
and other clinical performance studies involving risks for
the subjects of the studies, vigilance and market
surveillance. The objectives of the database are to
enhance overall transparency, 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, to avoid multiple reporting requirements
and to enhance the coordination between Member States.
Within an 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 (Eudamed) by further developing the
databank set up by Commission Decision 2010/227/EU
of 19 April 2010 on the European Databank for Medical
Devices.

Amendment

One key aspect is the creation of a central database that
should integrate different electronic systems, with the
UDI as an integral part of it, to collate and process
information regarding in vitro diagnostic medical devices
on the market and the relevant economic operators,
certificates, interventional clinical performance studies
and other clinical performance studies involving risks for
the subjects of the studies, vigilance and market
surveillance. The objectives of the database are to
enhance overall transparency, via better access to
information for the public and healthcare professionals,
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, to avoid
multiple reporting requirements and to enhance the
coordination between Member States. Within an 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
(Eudamed) by further developing the databank set up by
Commission Decision 2010/227[EU of 19 April 2010 on
the European Databank for Medical Devices.
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Amendment 16
Proposal for a regulation
Recital 30
Text proposed by the Commission Amendment
(30)  Eudamed’s electronic systems regarding devices on the (30)  Eudamed’s electronic systems should enable the public

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 performance studies should serve as 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, in this case,
to report serious adverse events. The electronic system on
vigilance should enable manufacturers to report serious
incidents and other reportable events and to support the
coordination of their assessment by national competent
authorities. The electronic system regarding market
surveillance should be a tool for the exchange of
information between competent authorities.

Amendment 17

and healthcare professionals to be adequately informed
about devices on the Union market. Adequate levels of
access for the public and healthcare professionals to
those parts of Eudamed’s electronic systems which
provide key information on in vitro diagnostic medical
devices that may pose a risk to public health and safety
is essential. Where such access is limited, it should be
possible, upon a reasoned request, to disclose the
existing information on in vitro diagnostic medical
devices, unless the limitation of access is justified on
grounds of confidentiality. The electronic system on
clinical performance studies should serve as 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, in this case,
to report serious adverse events. The electronic system on
vigilance should enable manufacturers to report serious
incidents and other reportable events and to support the
coordination of their assessment by national competent
authorities. The electronic system regarding market
surveillance should be a tool for the exchange of
information between competent authorities. A regular
overview of vigilance and market surveillance informa-
tion should be made available to healthcare profes-
sionals and the public.

Proposal for a regulation
Recital 32

Text proposed by the Commission

For high-risk in vitro diagnostic medical devices, manu-
facturers 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.

Amendment

For high-risk in vitro diagnostic medical devices, in the
interests of increased transparency, manufacturers
should draw up a report on the safety and performance
aspects of the device and the outcome of the clinical
evaluation. A summary of the safety and performance
report should be publicly available via Eudamed.
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Amendment 18

Proposal for a regulation

Recital 32 a (new)

Text proposed by the Commission

Amendment 19

Amendment

(32a) According to the policy of the European Medicines

Agency (EMA) on access to documents, the EMA
releases documents submitted as part of applications for
marketing authorisation for medicinal products, includ-
ing clinical trial reports, on request once the decision-
making process for the medicinal product in question
has been completed. Corresponding standards on
transparency and access to documents should be upheld
and reinforced for high-risk in vitro diagnostic medical
devices, in particular as they are not subject to pre-
market approval. For the purposes of this Regulation, in
general the data included in clinical performance studies
should not be considered commercially sensitive pro-
vided that compliance of a device with the applicable
requirements has been demonstrated following the
applicable conformity assessment procedure. This
should be without prejudice to intellectual property
rights concerning the use by other manufacturers of
data from clinical performance studies by the manu-
facturer.

Proposal for a regulation

Recital 33

Text proposed by the Commission

The proper functioning of notified bodies is crucial for
ensuring a high level of health and safety 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.

Amendment

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,
and where applicable by EMA, in accordance with
detailed and strict criteria, should therefore be subject to
controls at Union level.
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Proposal for a regulation

Recital 35

Text proposed by the Commission

(35)

For high risk in vitro diagnostic medical devices,
authorities should be informed at an early stage about
devices which are subject to conformity assessment and
be given the right, on scientifically valid grounds, to
scrutinise the preliminary assessment conducted by
notified bodies, in particular regarding devices for
which no common technical specifications exist, devices
which are novel or for which a novel technology is being
used, devices belonging to a category of devices with
increased serious incident rates, or devices for which
significant discrepancies in the conformity assessments
by different notified bodies have been identified in
respect of substantially similar devices. The process
foreseen in this Regulation does not prevent a
manufacturer from informing voluntarily a competent
authority of his intention to file an application for
conformity assessment for a high risk in vitro
diagnostic medical device before submitting the applica-
tion to the notified body.

Amendment 262

Amendment

deleted

Proposal for a regulation

Recital 40 a (new)

Text proposed by the Commission

Amendment

(40a) Clinical expertise and specialist product knowledge

within notified bodies, Special notified bodies and the
Medical Device Coordination Group should be appro-
priate for the specifications of in vitro diagnostic
medical devices. Clinical experts should have expertise
in clinical interpretation of in vitro diagnostic results,
metrology and Good Laboratory Practice. Clinical
experts and product specialists should have expertise
in fields such as virology, haematology, clinical analysis,
genetics.
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Text proposed by the Commission

Amendment 22

Proposal for a regulation

Recital 43 a (new)

Text proposed by the Commission

Amendment

43a.

Amendment 23

The Declaration of Helsinki of the World Medical
Association () states in Article 15 that ‘the research
protocol must be submitted for consideration, comment,
guidance and approval to a research ethics committee
before the study begins.” Interventional clinical perfor-
mance studies and other clinical performance studies
involving risk for the subject should only be allowed
after assessment and approval by an ethics committee.
The reporting Member State and the other concerned
Member States need to organise themselves in a way
that the competent authority concerned receives ap-
proval by an ethics committee on the clinical perfor-
mance study protocol.

WMA Declaration of Helsinki — Ethical Principles for Medical

Research Involving Human Subjects, adopted by the 18th WMA
General Assembly, Helsinki, Finland, June 1964 and lastly
amended by the 59" WMA General Assembly, Seoul, Korea,
October 2008
http://[www.wma.net/en/30publications/10policies/b3/index.
html.pdf?print-media-type&footer-right=[page]/[toPage]

Proposal for a regulation

Recital 44 a (new)

Amendment

(444)

For the sake of transparency, sponsors should submit
the results of a clinical performance study together with
a ‘layperson’ summary within the deadlines specified by
the regulation. The Commission should be empowered
to adopt delegated acts on the preparation of the
layperson’s summary and the communication of the
clinical performance study report. The Commission
should provide guidelines for managing, and facilitat-
ing the sharing of, raw data from all clinical
performance studies.


http://www.wma.net/en/30publications/10policies/b3/index.html.pdf?print-media-type&footer-right=[page]/[toPage]
http://www.wma.net/en/30publications/10policies/b3/index.html.pdf?print-media-type&footer-right=[page]/[toPage]
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Amendment 24
Proposal for a regulation
Recital 45
Text proposed by the Commission Amendment
(45)  Sponsors of interventional clinical performance studies (45)  Sponsors of interventional clinical performance studies

and other clinical performance studies involving risks for
the subjects to be conducted in more than one Member
State should be given the possibility to submit 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 device for performance
evaluation and of the scientific design of the clinical
performance study to be conducted in several Member
Stats, such single application should facilitate the
coordination between the Member States under the
direction of a coordinating Member State. The coordi-
nated assessment should not include the assessment of
intrinsically national, local and ethical aspects of a
clinical performance study, including informed consent.
Each Member State should retain the ultimate responsi-
bility for deciding whether the clinical performance study
may be conducted on its territory.

Amendment 25

and other clinical performance studies involving risks for
the subjects to be conducted in more than one Member
State should be given the possibility to submit 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 device for performance
evaluation and of the scientific design of the clinical
performance study to be conducted in several Member
Stats, such single application should facilitate the
coordination between the Member States under the
direction of a coordinating Member State. Each Member
State should retain the ultimate responsibility for deciding
whether the clinical performance study may be con-
ducted on its territory.

Proposal for a regulation

Recital 45a (new)

Text proposed by the Commission

Amendment

(45a) Strict rules for persons unable to give informed consent

such as children and incapacitated persons should be
established at the same level as in Directive 2001/20/
EC of the European Parliament and of the Council (*).

Directive 2001/20/EC of the European Parliament and of the

Council of 4 April 2001 on the approximation of the laws,
regulations and administrative provisions of the Member States
relating to the implementation of good clinical practice in the
conduct of clinical trials on medicinal products for human use
(OJ L 121, 1.5.2001, p. 34).
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Amendment 26

Proposal for a regulation
Recital 48

Text proposed by the Commission

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

Amendment 27

Amendment

In order to better protect health and safety regarding
devices on the market, the vigilance system for in vitro
diagnostic medical devices should be made more effective
by creating a central portal at Union level for reporting
serious incidents and field safety corrective actions within
and outside the Union.

Proposal for a regulation
Recital 49

Text proposed by the Commission

(49)

Healthcare professionals and patients should be empow-
ered to report suspected serious incidents at national
level using harmonised formats. The national competent
authorities should inform manufacturers and share the
information with their peers when they confirm that a
serious incident has occurred in order to minimise
recurrence of those incidents.

Amendment 28

Amendment

(49)

Member States should take all necessary measures to
raise awareness among healthcare professionals, users
and patients about the importance of reporting
incidents. Healthcare professionals, users and patients
should be empowered and enabled to report such
incidents at national level using harmonised formats
and guaranteeing anonymity, where appropriate. In
order to minimise the recurrence of such incidents, the
national competent authorities should inform manufac-
turers, and, if appropriate, their subsidiaries and sub-
contractors, and report the information via the respective
electronic system in Eudamed when they confirm that an
incident has occurred.

Proposal for a regulation

Recital 53

Text proposed by the Commission

(53)

The Member States shall levy fees for the designation and
monitoring of notified bodies to ensure sustainability of
the monitoring of those bodies by Member States and to
establish a level playing field for notified bodies.

Amendment

(53)

The Member States should levy fees for the designation
and monitoring of notified bodies to ensure sustainability
of the monitoring of those bodies by Member States and
to establish a level playing field for notified bodies. These
fees should be comparable across Member States and
should be made public.
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Amendment 29
Proposal for a regulation
Recital 54
Text proposed by the Commission Amendment
(54)  Whilst this Regulation should not affect the right of the (54)  Whilst this Regulation should not affect the right of the

Member States to levy fees for activities at national level,
Member States should inform the Commission and the
other Member States before they adopt the level and
structure of the fees to ensure transparency.

Amendment 30

Member States to levy fees for activities at national level,
Member States should inform the Commission and the
other Member States before they adopt the comparable
level and structure of the fees to ensure transparency.

Proposal for a regulation

Recital 54 a (new)

Text proposed by the Commission

Amendment

(54a) Member States should adopt provisions on standard fees

for notified bodies, which should be comparable across
Member States. The Commission should provide guide-
lines to facilitate the comparability of those fees.
Member States should transmit their list of standard
fees to the Commission and ensure that the notified
bodies registered on their territory make the lists of
standard fees for their conformity assessment activities
publicly available.
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Amendment 31

Proposal for a regulation
Recital 55

Text proposed by the Commission

(55) 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 and in vitro diagnostic medical devices,
should be established in accordance with the conditions
and modalities defined in Article 78 of Regulation (EU)
[Ref. of future Regulation on medical devices] on medical
devices to fulfil the tasks conferred on it by this Regulation
and by Regulation (EU) [Ref. of future Regulation on
medical devices] on medical devices, to provide advice to
the Commission and to assist the Commission and the
Member States in ensuring a harmonised implementation
of this Regulation.

Amendment 32

Amendment

(55) A MDCG, composed of persons designated by the Member

States, based on their role and expertise in the field of
medical devices and in vitro diagnostic medical devices,
should be established in accordance with the conditions
and modalities defined in Article 78 of Regulation (EU)
[Ref. of future Regulation on medical devices] on medical
devices to fulfil the tasks conferred on it by this Regulation
and by Regulation (EU) [Ref. of future Regulation on
medical devices] on medical devices, to provide advice to
the Commission and to assist the Commission and the
Member States in ensuring a harmonised implementation
of this Regulation. Prior to taking up their duties,
members of the MDCG should make available a
declaration of commitment and a declaration of interests
indicating either the absence of any interests which could
be considered prejudicial to their independence or any
direct or indirect interests which could be prejudicial to
their independence. Those declarations should be verified
by the Commission.

Proposal for a regulation

Recital 59

Text proposed by the Commission

This Regulation respects the fundamental rights and
observes the principles recognised in particular by the
Charter of Fundamental Rights of the European Union
and notably 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.

Amendment

This Regulation respects the fundamental rights and
observes the principles recognized in particular by the
Charter of Fundamental Rights of the European Union
and notably human dignity, the integrity of the person,
the principle of free and informed consent of the person
concerned, the protection of personal data, the freedom
of art and science, the freedom to conduct business and
the right to property, as well as the European
Convention on Human Rights and Biomedicine as well
as the Additional Protocol to that Convention concern-
ing Genetic Testing for Health Purposes. This Regula-
tion should be applied by the Member States in
accordance with those rights and principles.
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Amendment 33
Proposal for a regulation

Recital 59 a (new)

Text proposed by the Commission Amendment

(59a) Clear rules on the application of DNA tests are
important. It is however advisable to regulate only on
some basic elements and leave room for the Member
States for more specific regulation in this area. Member
States should for example regulate, that all devices
providing an indication of a genetic disease which
develops in adulthood or affects family planning may
not be used on minors unless preventive treatment is

available

Amendment 34
Proposal for a regulation
Recital 59 b (new)

Text proposed by the Commission Amendment

(59b) While genetic counselling should be mandatory in
specific cases it should not be mandatory in cases where
a diagnosis of a patient already suffering from a disease
is confirmed by a genetic test or where a companion
diagnostic is used.

Amendment 35
Proposal for a regulation

Recital 59 ¢ (new)

Text proposed by the Commission Amendment

(59¢) This Regulation is in keeping with the United Nations
Convention on the Rights of Persons with Disabilities
of 13 December 2006, ratified by the European Union
on 23 December 2010, pursuant to which the
signatories commit themselves, in particular, to pro-
mote, protect and guarantee the full and equal exercise
of all human rights and basic freedoms by all persons
with disabilities and to promote the respect of their
inherent dignity, inter alia by raising awareness about
the abilities of disabled persons and the contribution
they make.
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Amendment 270

Proposal for a regulation

Recital 59 d (new)

Text proposed by the Commission

Amendment 36

Amendment

59d.

Whereas, in view of the need to protect the integrity of
the human person during the sampling, collection and
use of substances derived from the human body, it is
appropriate to apply the principles laid down in the
Convention of the Council of Europe for the Protection
of Human Rights and Dignity of the Human Being
with regard to the Application of Biology and Medicine.

Proposal for a regulation
Recital 60

Text proposed by the Commission

In order to maintain a high level of health and safety, the
power to adopt acts in accordance with Article 290 of the
Treaty on the Functioning of the European Union should
be delegated to the Commission in respect of the
adaptation to technical progress of the general safety
and performance requirements, of the elements to be
addressed in the technical documentation, of the
minimum content of the EU declaration of conformity
and of the certificates issued by notified bodies, of the
minimum requirements to be met by notified bodies, of
the classification rules, of the conformity assessment
procedures, and of the documentation to be submitted for
the approval of clinical performance studies; the estab-
lishment of the UDI system; the information to be
submitted for the registration of in vitro diagnostic
medical devices and certain economic operators; the
level and structure of fees for the designation and
monitoring of notified bodies; the publicly available
information in respect of clinical performance studies; the
adoption of preventive health protection measures at EU
level; and the tasks of and criteria for European Union
reference laboratories and the level and structure of fees
for scientific opinions delivered by them. It is of
particular importance that the Commission carry out
appropriate consultations during its preparatory work,
including at expert level. The Commission, when
preparing and drawing up delegated acts, should ensure
a simultaneous, timely and appropriate transmission of
relevant documents to the European Parliament and to
the Council.

Amendment

In order to maintain a high level of health and safety, the
power to adopt acts in accordance with Article 290 of the
Treaty on the Functioning of the European Union should
be delegated to the Commission in respect of the
minimum requirements to be met by notified bodies, of
the classification rules and of the documentation to be
submitted for the approval of clinical performance
studies; the establishment of the UDI system; the
information to be submitted for the registration of in
vitro diagnostic medical devices and certain economic
operators; the level and structure of fees for the
designation and monitoring of notified bodies; the
publicly available information in respect of clinical
performance studies; the adoption of preventive health
protection measures at EU level; and the tasks of and
criteria for European Union reference laboratories and the
level and structure of fees for scientific opinions delivered
by them. However, basic aspects elements of this
Regulation such as general safety and performance
requirements, elements to be addressed in technical
documentation, the minimum content of the Union
declaration of conformity, amending or supplementing
the conformity assessment procedures, should only be
amended through the ordinary legislative procedure. It is
of particular importance that the Commission carry out
appropriate consultations during its preparatory work,
including at expert level. The Commission, when
preparing and drawing up delegated acts, should ensure
a simultaneous, timely and appropriate transmission of
relevant documents to the European Parliament and to
the Council.
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Amendment 37
Proposal for a regulation
Recital 64
Text proposed by the Commission Amendment
(64)  To allow economic operators, notified bodies, Member (64)  To allow economic operators, especially SMEs, to adapt

States and the Commission to adapt to the changes
introduced by this Regulation, it is appropriate to provide
for a sufficient transitional period for that adaptation
and for the organisational arrangements to be taken for
its proper application. It is particularly important that by
the date of application, a sufficient number of notified
bodies are designated in accordance with the new
requirements to avoid any shortage of in vitro diagnostic
medical devices on the market.

Amendment 38

to the changes introduced by this Regulation and to
ensure its proper application, it is appropriate to provide
for a sufficient transitional period to allow for organisa-
tional arrangements to be made. However, parts of the
Regulation that concern Member States and the
Commission should be implemented as soon as possible.
It is particularly important that a sufficient number of
notified bodies is designated in accordance with the new
requirements, as soon as possible, to avoid any shortage
of in-vitro diagnostics medical devices on the market.

Proposal for a regulation
Recital 65

Text proposed by the Commission

In order to ensure a smooth transition to the registration
of in vitro diagnostic medical devices, of relevant
economic operators and of certificates, the obligation
to submit the relevant information to the electronic
systems put in place by this Regulation at Union level
should become fully effective only 18 months after the
date of application of this Regulation. During this
transitional period, Article 10 and points (a) and (b) of
Article 12(1) of Directive 98/79/EC should remain in
force. However, economic operators and notified bodies
who register in the relevant electronic systems provided
for at Union level should be considered in compliance
with the registration requirements adopted by the
Member States pursuant to those provisions of the
Directive to avoid multiple registrations.

Amendment

In order to ensure a smooth transition to the registration
of in vitro diagnostic medical devices the electronic
systems put in place by this Regulation at Union level
should become operational as soon as possible.
Economic operators and notified bodies who register in
the relevant electronic systems provided for at Union level
should be considered in compliance with the registration
requirements adopted by the Member States pursuant to
those provisions of the Directive to avoid multiple
registrations.
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Amendment 39

Proposal for a regulation

Recital 67 a (new)

Text proposed by the Commission

Amendment

(67 a) It is a long standing policy of the Union not to interfere
with national policy allowing, prohibiting or limiting at
national level ethically controversial technologies, such
as preimplantation genetic testing. This Regulation
should not interfere with this principle, and the decision
to allow, prohibit or restrict such technologies should
therefore remain at national level. Where a Member
State allows such technologies whether with or without
restriction, the standards laid down in this Regulation
should apply.

Amendment 272

Proposal for a regulation

Recital 67 b (new)

Text proposed by the Commission

Amendment

(67b) Although internationally certified reference materials
and materials used for external quality assessment
schemes are not covered by this Directive, calibrators
and control materials needed by the user to establish or
verify performances of devices are in vitro diagnostic
medical devices.

Amendment 268

Proposal for a regulation

Article 1 — paragraph 6

Text proposed by the Commission

6.  This Regulation shall not affect national laws which require
that certain devices may only be supplied on a medical
prescription.

Amendment

6.  This Regulation provides that certain devices may only be
supplied on a medical prescription but it shall not affect
national laws which require that certain other devices may also
only be supplied on a medical prescription. Direct to consumer
advertising of devices classed as prescription only by this
Regulation shall be illegal.

The following devices may only be supplied on a medical
prescription:

1) Class D devices;
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Amendment

2) Class C devices in the following categories:

(a) devices for genetic testing;

(b) companion diagnostics.

By derogation, justified by the attainment of a high level of
public health protection, Members States may maintain or
introduce national provisions allowing special class D tests to
also be available without a medical prescription. In that case,
they shall duly inform the Commission.

The Commission shall be empowered to adopt delegated acts in
accordance with Article 85 to decide that other class C tests
may only be supplied on a medical prescription after
consultation with stakeholders.

Amendment 41

Proposal for a regulation

Article 1 — paragraph 7 a (new)

Text proposed by the Commission

Amendment

7a.  The regulation of in-vitro diagnostic medical devices at
Union level shall not interfere with the freedom of Member
States to decide whether to restrict the use of any specific type
of in-vitro diagnostic device in relation to aspects that are not
covered by this Regulation.

Amendments 42 and 43

Proposal for a regulation

Article 2 — paragraph 1 — point 1

Text proposed by the Commission

(1) ‘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 specific medical
purposes of:

— diagnosis, prevention, monitoring, treatment or allevia-
tion of disease,

— diagnosis, monitoring, treatment, alleviation of or
compensation for an injury or disability,

Amendment

(1) ‘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 specific direct or
indirect medical purposes of:

— diagnosis, prevention, monitoring, prediction, prog-
nosis, treatment or alleviation of disease,

— diagnosis, monitoring, treatment, alleviation of or
compensation for an injury or disability,
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Text proposed by the Commission Amendment
— investigation, replacement or modification of the — investigation, replacement or modification of the
anatomy or of a physiological process or state, anatomy or of a physiological process or state,
— control or support of conception, — control or support of conception,
— disinfection or sterilisation of any of the above- — disinfection or sterilisation of any of the above-
mentioned products, mentioned products,

— providing information concerning direct or indirect
impacts on health,

and which does not achieve its principal intended action by and which does not achieve its principal intended action by
pharmacological, immunological or metabolic means, in or pharmacological, immunological or metabolic means, in or
on the human body, but which may be assisted in its on the human body, but which may be assisted in its
intended function by such means. intended function by such means.

Amendment 44
Proposal for a regulation

Article 2 — paragraph 1 — point 2 — indent 2

Text proposed by the Commission Amendment

— concerning a congenital abnormality; — concerning congenital physical or mental impairments,

Amendment 45
Proposal for a regulation

Article 2 — paragraph 1 — point 2 — subparagraph 2 a (new)

Text proposed by the Commission Amendment

In vitro diagnostic medical devices used for DNA-testing shall
be subject to this Regulation.

Amendment 46
Proposal for a regulation
Article 2 — paragraph 1 — point 4

Text proposed by the Commission Amendment
(4) ‘device for self-testing’ means any device intended by the (4) ‘device for self-testing’ means any device intended by the
manufacturer to be used by lay persons; manufacturer to be used by lay persons, including testing

services offered to lay persons by means of information
society services;
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Amendment 47

Proposal for a regulation
Article 2 — paragraph 1 — point 6

Text proposed by the Commission Amendment

(6) ‘companion diagnostic’ means a device specifically intended
to select patients with a previously diagnosed condition or
predisposition as eligible for a targeted therapy;

(6) ‘companion diagnostic’ means a device specifically intended
for and essential to the selection of patients with a
previously diagnosed condition or predisposition as suitable
or unsuitable for a specific therapy with a medicinal
product or a range of medicinal products;

Amendment 48
Proposal for a regulation

Article 2 — paragraph 1 — point 12 a (new)

Text proposed by the Commission Amendment

(12a) ‘novel device’ means:

— a device which incorporates technology (the analyte,

technology or test platform) not previously used in
diagnostics, or;

— an existing device which is being used for a new
intended purpose for the first time;

Amendment 49
Proposal for a regulation

Article 2 — paragraph 1 — point 12 b (new)

Text proposed by the Commission Amendment

(12b) ‘device for genetic testing’ means an in vitro diagnostic
medical device the purpose of which is to identify a
genetic characteristic of a person which is inherited or
acquired during prenatal development;
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Amendment 50
Proposal for a regulation
Article 2 — paragraph 1 — point 15 a (new)

Text proposed by the Commission Amendment

(15a) ‘Information Society service’ means any service,
normally provided for remuneration, at a distance, by
electronic means and at the individual request of a
recipient of services;

Amendment 51
Proposal for a regulation

Article 2 — paragraph 1 — point 16 — subparagraph 1

Text proposed by the Commission Amendment
(16) ‘manufacturer’ means the natural or legal person who (16) ‘manufacturer’ means the natural or legal person with
manufactures or fully refurbishes a device or has a device responsibility for the design, manufacture, packaging and
designed, manufactured or fully refurbished, and markets labelling of a device before it is placed on the market
that device under his name or trademark. under that person’s own name, regardless of whether

those operations are carried out by that person or on that
person’s behalf by a third party. The obligations of this
Regulation to be met by manufacturers also apply to
natural or legal persons who assemble, package, process,
fully refurbish or label one or more ready-made products
and/or assign to them their intended purpose as devices
with a view to their being placed on the market under that
person’s own name or trademark.

Amendment 52
Proposal for a regulation

Article 2 — paragraph 1 — point 21

Text proposed by the Commission Amendment
(21) ‘health institution’ means an organisation whose primary (21) ‘health institution’ means an organisation whose primary
purpose is the care or treatment of patients or the purpose is the care or treatment of patients and which has
promotion of public health; the legal capacity to carry out such activities; commercial

laboratories which provide diagnostic services shall not be
considered to be health institutions;
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Amendment 53

Proposal for a regulation

Article 2 — paragraph 1 — point 25

Text proposed by the Commission

(25) ‘conformity assessment body’ means a body that performs
third-party conformity assessment activities including
calibration, testing, certification and inspection;

Amendment

(25) ‘conformity assessment body’ means a body that performs
third-party conformity assessment activities including
testing, certification and inspection;

Amendment 54

Proposal for a regulation

Article 2 — paragraph 1 — point 28

Text proposed by the Commission

(28) ‘clinical evidence’ means the information that supports the
scientific validity and performance for the use of a device as
intended by the manufacturer;

Amendment

(28) ‘clinical evidence’ means the data, positive and negative,
supporting the evaluation of the scientific validity and
performance for the use of a device as intended by the
manufacturer;

Amendment 55

Proposal for a regulation

Article 2 — paragraph 1 — point 30

Text proposed by the Commission

(30) ‘performance of a device’ means the ability of a device to
achieve its intended purpose as claimed by the manufac-
turer. It consists of the analytical and, where applicable, the
clinical performance supporting the intended purpose of
the device;

Amendment

(30) ‘performance of a device’ means the ability of a device to
achieve its intended purpose as claimed by the manufac-
turer. It consists of attainment of technical capabilities,
analytical performance and, where applicable, the clinical
performance supporting the intended purpose of the
device;

Amendment 56

Proposal for a regulation

Article 2 — paragraph 1 — point 35

Text proposed by the Commission

(35) ‘performance evaluation’ means the assessment and
analysis of data to establish or verify the analytical and,
where applicable, the clinical performance of a device;

Amendment

(35) ‘performance evaluation’ means the assessment and
analysis of data to establish or verify that the device
performs as intended by the manufacturer, including the
technical, analytical and, where applicable, the clinical
performance of a device;



C 208202 Official Journal of the European Union 10.6.2016

Tuesday 22 October 2013

Amendment 57
Proposal for a regulation

Article 2 — paragraph 1 — point 37 a (new)

Text proposed by the Commission Amendment

(37a) ‘ethics committee’ means an independent body in a
Member State, consisting of health-care professionals
and non-medical members including at least one well-
experienced, knowledgeable patient or patient represen-
tative. Its responsibility is to protect the rights, safety,
physical and mental integrity, dignity and well-being of
subjects involved in interventional clinical performance
studies and other clinical performance studies involving
risk for the subject and to provide public assurance of
that protection in full transparency. In cases of such
studies involving minors, the ethics committee shall
include at least one healthcare professional with
paediatric expertise.

Amendment 58
Proposal for a regulation

Article 2 — paragraph 1 — point 43 a (new)

Text proposed by the Commission Amendment

(43a) ‘calibrator’ means a measurement standard used in the
calibration of a device;

Amendment 59
Proposal for a regulation

Article 2 — paragraph 1 — point 44

Text proposed by the Commission Amendment
(44) ‘calibrators and control materials’ means any substance, (44) ‘control material means a substance, material or article
material or article intended by the manufacturer either to intended by its manufacturer to be used to verify the
establish measurement relationships or to verify the performance characteristics of a device;

performance characteristics of a device in conjunction

with the intended purpose of that device;
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Amendment 60
Proposal for a regulation
Article 2 — paragraph 1 — point 45

Text proposed by the Commission Amendment

(45) ‘sponsor’ means any individual, company, institution or
organisation which takes responsibility for the initiation,
management, conduct or financing of a clinical perfor-
mance study;

(45) ‘sponsor’ means any individual, company, institution or
organisation which takes responsibility for the initiation
and management of a clinical performance study;

Amendment 61
Proposal for a regulation

Article 2 — paragraph 1 — point 47 — indent 2 — point iii

Text proposed by the Commission Amendment

(iii) hospitalisation or extending the duration of hospitalisation, (iii) hospitalisation or prolongation of patient hospitalisation,

Amendment 62
Proposal for a regulation

Article 2 — paragraph 1 — point 48

Amendment

Text proposed by the Commission

(48) ‘device deficiency’ means any inadequacy in the identity,
quality, stability, reliability, safety or performance of a
device for performance evaluation, including malfunction,
use errors or inadequacy in the information supplied by the
manufacturer;

(48) ‘device deficiency’ means any inadequacy in the identity,
quality, durability, reliability, safety or performance of a
device for performance evaluation, including malfunction,
use errors or inadequacy in the information supplied by the

manufacturer;

Amendment 63
Proposal for a regulation

Article 2 — paragraph 1 — point 48 a (new)

Text proposed by the Commission Amendment

(48a) ‘inspection’ means an official review, carried out by a
competent authority, of documents, facilities, records,
quality assurance arrangements, and any other re-
sources that are deemed by that authority to be related
to a clinical performance study and that may be located
at the site of the trial, at the sponsor’s and/or contract
research organisation’s facilities, or at other establish-
ments which the competent authority sees fit to inspect;
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Amendment 64

Proposal for a regulation

Article 2 — paragraph 1 — point 55

Text proposed by the Commission

(55) ‘field safety notice’ means the communication sent by the
manufacturer to users or customers in relation to a field
safety corrective action;

Amendment

(55) ‘ield safety notice’ means the communication sent by the
manufacturer to users, waste disposal operators or
customers in relation to a field safety corrective action;

Amendment 65

Proposal for a regulation

Article 2 — paragraph 1 — point 56 a(new)

Text proposed by the Commission

Amendment

(56a) ‘unannounced inspection’ means an inspection con-
ducted without advance notice;

Amendment 66

Proposal for a regulation

Article 3

Text proposed by the Commission

1. The Commission may, at the request of a Member State or
on its own initiative, by means of implementing acts, determine
whether or not a specific product, or category or group of
products, falls within the definitions of an in vitro diagnostic
medical devices or of an accessory to an in vitro diagnostic
medical device. Those implementing acts shall be adopted in
accordance with the examination procedure referred to in
Article 84(3).

2. The Commission shall ensure the sharing of expertise
between Member States in the fields of in vitro diagnostic
medical devices, 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.

Amendment

1. The Commission may on its own initiative or shall at the
request of a Member State, by means of implementing acts on
the basis of the opinions of the MDCG and the MDAC referred
to in Articles 76 and 76a respectively, determine whether or
not a specific product, or category or group of products,
including borderline products, falls within the definitions of an
in vitro diagnostic medical devices or of an accessory to an in
vitro diagnostic medical device. Those implementing acts shall
be adopted in accordance with the examination procedure
referred to in Article 84(3).
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Amendment 67

Proposal for a regulation

Chapter II — title

Text proposed by the Commission

Chapter II

Making available of devices, obligations of economic operators,
CE marking, free movement

Amendment

Chapter VI (*)

Making available and application of devices, obligations of
economic operators, CE marking, free movement

() As a consequence of this amendment, this Chapter will cover Articles 4 to
20.

Amendment 68

Proposal for a regulation

Article 4 — paragraph 3

Text proposed by the Commission

3. Demonstration of conformity with the general safety and
performance requirements shall be based on clinical evidence in
accordance with Article 47.

Amendment

3. Demonstration of conformity with the general safety and
performance requirements shall include clinical evidence in
accordance with Article 47.

Amendment 69

Proposal for a regulation

Article 4 — paragraph 5 — subparagraph 1

Text proposed by the Commission

With the exception of Article 59(4), the requirements of this
Regulation shall not apply to devices classified as class A, B and
C, in accordance with the rules set out in Annex VII, and
manufactured and used only within a single health institution,
provided manufacture and use occur solely under the health
institution’s single quality management system, and the health
institution is compliant with standard EN ISO 15189 or any
other equivalent recognised standard. Member States may
require that the health institutions submit to the competent
authority a list of such devices which have been manufactured
and used on their territory and may make the manufacture and
use of the devices concerned subject to further safety
requirements.

Amendment

With the exception of Article 59(4), the requirements of this
Regulation shall not apply to devices classified as class A, B and
C, in accordance with the rules set out in Annex VII, and
manufactured and used only within a single health institution,
provided manufacture and use occur solely under the health
institution’s single quality management system, and the health
institution is accredited with standard EN ISO 15189 or any
other equivalent recognised standard. However, the require-
ments of this Regulation shall continue to apply to clinical or
commercial pathology laboratories which do not have health
care (i.e. care and treatment of patients) or the promotion of
public health as their primary purpose. Member States are to
require that the health institutions submit to the competent
authority a list of such devices which have been manufactured
and used on their territory and shall make the manufacture and
use of the devices concerned subject to further safety
requirements.
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Amendment 70

Proposal for a regulation

Article 4 — paragraph 5 — subparagraph 2

Text proposed by the Commission

Devices classified as class D in accordance with the rules set out
in Annex VII, even if manufactured and used within a single
health institution, shall comply with the requirements of this
Regulation. However, the provisions regarding CE marking set
out in Article 16 and the obligations referred to in Articles 21
to 25 shall not apply to those devices.

Amendment

Devices classified as class D in accordance with the rules set out
in Annex VII, if manufactured and used within a single health
institution, shall be exempt from the requirements of this
Regulation, with the exception of Article 59(4) and general
safety performance requirements set out in Annex I where the
following conditions are met:

(a) the recipient patient or patient group’s specific needs
cannot be met by an available CE-marked device as such,
and therefore, either a CE-marked device needs to be
modified or a new device needs to be manufactured;

(b) the health institution is accredited to ISO standard 15189
quality management system, or any other equivalent
recognised standard;

(c) the health institution provides the Commission and the
competent authority referred to in Article 26 with a list of
such devices, which shall include a justification of their
manufacturing, modification or use. This list shall be
regularly updated.

The Commission shall verify that the devices on that list are
eligible for exemption in accordance with the requirements
under this paragraph.

The information on exempt devices shall be made public.

Member States shall retain the right to restrict the in-house
manufacture and use of any specific type of in-vitro diagnostic
device in relation to aspects that are not covered by this
Regulation, and may also make the manufacture and use of the
devices concerned subject to further safety requirements. In
such cases, Member States shall inform the Commission and
the other Member States accordingly.
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Amendment 71

Proposal for a regulation

Article 4 — paragraph 6

Text proposed by the Commission

6. The Commission shall be empowered to adopt delegated
acts in accordance with Article 85, amending or supplement-
ing, in the light of technical progress and considering the
intended users or patients, the general safety and performance
requirements set out in Annex I, including the information
supplied by the manufacturer.

Amendment

deleted

Amendment 271

Proposal for a regulation

Article 4 a (new)

Text proposed by the Commission

Amendment

Atrticle 4a

Genetic information, counselling and informed consent

1. A device may only be used for the purpose of a genetic
test if the indication is given by persons admitted to the
medical profession under the applicable national legislation
after a personal consultation.

2. A device may be used for purposes of a genetic test only
in a way that the rights, safety and well-being of the subjects
are protected and that the clinical data generated in the course
of the genetic testing are going to be reliable and robust.

3.  Information. Before using a device for the purpose of a
genetic test the person mentioned in paragraph 1 shall provide
the person concerned with appropriate information on the
nature, the significance and the implications of the genetic
test.

4.  Genetic counselling. Appropriate genetic counselling is
mandatory before using a device for the purpose of predictive
and prenatal testing and after a genetic condition has been
diagnosed. It shall include medical, ethical, social, psychologi-
cal and legal aspects and has to be addressed by physicians or
another person qualified under national law in genetic
counselling.
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Text proposed by the Commission Amendment

The form and extent of this genetic counselling shall be
defined according to the implications of the results of the test
and their significance for the person or the members of his or
her family.

5.  Consent. A device may only be used for the purpose of a
genetic test after the person concerned has given free and
informed consent to it. The consent has to be given explicitly
and in writing. It can be revoked at any time in writing or
orally.

6.  Testing of minors and incapacitated subjects. In case of
minors the informed consent of the parents or legal
representative or minors themselves shall be obtained in
accordance with national laws; consent must represent the
minor’s presumed will and may be revoked at any time,
without detriment to the minor. In case of incapacitated
subjects not able to give informed legal consent, the informed
consent of the legal representative shall be obtained; consent
must represent the presumed will of the incapacitated subject
and may be revoked at any time, without detriment to the
person.

7. A device may only be used for the determination of sex in
connection with prenatal diagnosis, if the determination fulfils
a medical purpose and if there is a risk of serious gender
specific hereditary diseases. By way of derogation from
Article 2(1) and (2) this also applies to products which are
not intended to fulfil a specific medical purpose.

8.  The provisions of this Article on the use of devices for
the purpose of genetic tests do not prevent the Member States
from maintaining or introducing for reasons of health

protection or public order more stringent national legislation
in this field.
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Amendment 73
Proposal for a regulation
Article 5 — paragraph 2 a (new)

Text proposed by the Commission Amendment

2a.  Service providers providing means of distance commu-
nication shall be obliged, upon receiving a request from the
competent authority, to disclose the details of entities engaging
in distance selling.

Amendment 74
Proposal for a regulation

Article 5 — paragraph 2 b (new)

Text proposed by the Commission Amendment

2b.  There shall be a prohibition on the marketing, placing
in use, distribution, delivery and making available of products
whose names, labelling or instructions for use may mislead
with regard to the product’s characteristics and effects by:

a) ascribing characteristics, functions and effects to the
product which the product does not have;

b) creating the false impression that treatment or diagnosis
using the product is sure to be successful, or failing to
inform of a likely risk associated with the use of the
product in line with its intended use or for a longer-than-
anticipated period;

c) suggesting uses or characteristics of the product other than
those declared when the conformity assessment was carried
out.

Promotional materials, presentations and information about
the products may not mislead in the manner referred to in the
first subparagraph.
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Amendment 75

Proposal for a regulation

Article 7 — paragraphs 1 and 1 a (new)

Text proposed by the Commission

1. Where no harmonised standards exist or where relevant
harmonised standards are not sufficient, the Commission shall
be empowered to adopt common technical specifications (CTS)
in respect of the general safety and performance requirements
set out in Annex I, the technical documentation set out in
Annex II or the clinical evidence and post-market follow-up set
out in Annex XIL The CTS shall be adopted by means of
implementing acts in accordance with the examination proced-
ure referred to in Article 84(3).

Amendment

1. Where no harmonised standards exist or where there is a
need to address public health concerns, the Commission, after
having consulted the MDCG and the MDAC, shall be
empowered to adopt common technical specifications (CTS) in
respect of the general safety and performance requirements set
out in Annex [, the technical documentation set out in Annex II
or the clinical evidence and post-market follow-up set out in
Annex XII The CTS shall be adopted by means of implementing
acts in accordance with the examination procedure referred to in
Article 84(3).

la. Before adopting CTS referred to in paragraph 1, the
Commission shall ensure that the CTS have been developed
with the appropriate support of the relevant stakeholders and
that they are coherent with the European and international
standardisation system. CTS are coherent if they do not
conflict with European standards, meaning they cover areas
where no harmonised standards exist, the adoption of new
European standards is not envisaged within a reasonable
period, where existing standards have not gained market
uptake or where those standards have become obsolete or have
been demonstrated as clearly insufficient according to
vigilance or surveillance data, and where the transposition of
the technical specifications into European standardisation
deliverables is not envisaged within a reasonable period.

Amendment 76

Proposal for a regulation

Article 8 — paragraph 2 — subparagraph 2

Text proposed by the Commission

The Commission shall be empowered to adopt delegated acts in
accordance with Article 85 amending or supplementing, in the
light of technical progress, the elements in the technical
documentation set out in Annex IL

Amendment

deleted
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Amendment 77

Proposal for a regulation

Article 8 — paragraph 6 — subparagraph 1

Text proposed by the Commission

Proportionate to the risk class and the type of device,
manufacturers of devices shall institute and keep up to date a
systematic procedure to collect and review experience gained
from their devices placed on the market or put into service, and
to apply any necessary corrective action, hereinafter referred to
as ‘post-market surveillance plan’. The post-market surveillance
plan shall set out the process for collecting, recording and
investigating complaints and reports from healthcare profes-
sionals, patients or users on suspected incidents related to a
device, keeping a register of non-conforming products and
product recalls or withdrawals, and if deemed appropriate due to
the nature of the device, sample testing of marketed devices. Part
of the post-market surveillance plan shall be a plan for post-
market follow-up in accordance with Part B of Annex XII. Where
post-market follow-up is not deemed necessary, this shall be duly
justified and documented in the post-market surveillance plan.

Amendment

Proportionate to the risk class and the type of device,
manufacturers of devices shall institute and keep up to date a
systematic procedure to collect and review experience gained
from their devices placed on the market or put into service, and
to apply any necessary corrective action, hereinafter referred to
as ‘post-market surveillance plan’. The post-market surveillance
plan shall set out the process for collecting, recording,
communicating to the electronic system on vigilance referred
in Article 60 and investigating complaints and reports from
healthcare professionals, patients or users on suspected incidents
related to a device, keeping a register of non-conforming
products and product recalls or withdrawals, and if deemed
appropriate due to the nature of the device, sample testing of
marketed devices. Part of the post-market surveillance plan shall
be a plan for post-market follow-up in accordance with Part B of
Annex XII. Where post-market follow-up is not deemed
necessary, this shall be duly justified and documented in the
post-market surveillance plan and subject to approval by the
competent authority.

Amendments 78, 79 and 263

Proposal for a regulation

Article 8 — paragraph 7

Text proposed by the Commission

7. Manufacturers shall ensure that the device is accompanied
by the information to be supplied in accordance with Section 17
of Annex I in an official Union language which can be easily
understood by the intended user. The language(s) of the
information to be supplied by the manufacturer may be
determined by the law of the Member State where the device
is made available to the user.

For devices for self-testing or near-patient-testing, the informa-
tion supplied in accordance with Section 17 of Annex I shall be
provided in the language(s) of the Member State where the
device reaches its intended user.

Amendment

7. Manufacturers shall ensure that the information to be
supplied for the device in accordance with Section 17 of Annex [
is provided in an official Union language which can be easily
understood by the intended user. The language(s) of the
information to be supplied by the manufacturer may be
determined by the law of the Member State where the device
is made available to the user.

For devices for self-testing or near-patient-testing, the informa-
tion supplied in accordance with Section 17 of Annex I shall be
easily understandable and provided in the official Union
language(s) of the Member State where the device reaches its
intended user.
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Amendment 80

Proposal for a regulation

Article 8 — paragraph 8

Text proposed by the Commission

8. Manufacturers 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 take the
necessary corrective action to bring that product into conform-
ity, withdraw it or recall it, as appropriate. They shall inform the
distributors and, where applicable, the authorised representative
accordingly.

Amendment

8. Manufacturers 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 take the
necessary corrective action to bring that product into conform-
ity, withdraw it or recall it, as appropriate. They shall inform the
responsible national competent authority, the distributors,
importers and, where applicable, the authorised representative
accordingly.

Amendment 81

Proposal for a regulation

Article 8 — paragraph 9 — subparagraph 1 a (new)

Text proposed by the Commission

Amendment

If a competent authority considers or has reason to believe that
a device has caused damage, it shall ensure, where this is not
already provided for by national litigation or judicial
proceedings, that the potentially harmed user, the user’s
successor in title, the user’s health insurance company or other
third parties affected by the damage caused to the user may
request the information referred to in the first subparagraph
from the manufacturer or his authorised representative while
ensuring due regard for the intellectual property rights.

Amendment 82

Proposal for a regulation

Article 8 — paragraph 9 — subparagraph 1 b (new)

Text proposed by the Commission

Amendment

If facts exist that give reason to assume that an in-vitro
medical device has caused damage, the potentially harmed user,
his successor in title, his compulsory health insurance or other
third parties affected by the damage may also demand the
information referred to in sentence 1 from the manufacturer or
his authorised representative.

This right to information shall also exist, subject to the
conditions set forth in sentence 1, against the competent
authorities of the Member States which are responsible for the
surveillance of the relevant medical device, as well as against
any notified body that issued a certificate pursuant to
Article 45 or was otherwise involved in the conformity
assessment procedure of the medical device in question.
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Amendment 83

Proposal for a regulation

Article 8 — paragraph 10a (new)

Text proposed by the Commission

Amendment

10a.  Before placing an in vitro diagnostic medical device on
the market, manufacturers shall ensure they are covered by
appropriate liability insurance covering the risk of insolvency
and any damage to patients or users that can be directly
attributed to a manufacturing defect of the same medical
device, with a level of coverage proportionate to the potential
risk associated with the in vitro diagnostic medical device
produced, and in accordance with Directive 85/374/EEC.

Amendment 84

Proposal for a regulation

Article 9 — paragraph 3 — subparagraph 3 — point a

Text proposed by the Commission

(a) keep the technical documentation, the EU declaration of
conformity and, if applicable, a copy of the relevant
certificate, including any supplement, issued in accordance
with Article 43 at the disposal of competent authorities for
the period referred to in Article 8(4);

Amendment

(a) keep available the summary of technical documentation
(STED) or on request the technical documentation, the EU
declaration of conformity and, if applicable, a copy of the
relevant certificate, including any supplement, issued in
accordance with Article 43 at the disposal of competent
authorities for the period referred to in Article 8(4);

Amendment 85

Proposal for a regulation

Article 11 — paragraph 2 — subparagraph 1 — point b

Text proposed by the Commission

(b) that an authorised representative in accordance with Article 9

has been designated by the manufacturer;

Amendment

(b) that a manufacturer is identified and, that an authorised
representative in accordance with Article 9 has been
designated by the manufacturer;

Amendment 86

Proposal for a regulation

Article 11 — paragraph 2 — subparagraph 1 — point e

Text proposed by the Commission

(e) that the device is labelled in accordance with this Regulation
and accompanied by the required instructions for use and

EU declaration of conformity;

Amendment

(¢) that the device is labelled in accordance with this Regulation
and accompanied by the required instructions for use;
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Amendment 87

Proposal for a regulation

Article 11 — paragraph 2 — subparagraph 1 — point f a (new)

Text proposed by the Commission

Amendment

(fa) that the manufacturer has taken out appropriate liability
insurance coverage pursuant to Article 8 (10a) , unless
the importer himself ensures sufficient coverage that
meets the requirements of this provision.

Amendment 88

Proposal for a regulation

Article 11 — paragraph 7

Text proposed by the Commission

7. 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 his authorised representative and, if appro-
priate, take the necessary corrective action to bring that device
into conformity, withdraw or recall it. Where the device presents
a risk, they shall also immediately inform the competent
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 43 for the device in
question, giving details, in particular, of the non-compliance and
of any corrective action taken.

Amendment

7. 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 where applicable his authorised representa-
tive and, if appropriate, ensure that the necessary corrective
action to bring that device in conformity, withdraw or recall it, is
taken and, implement that action. Where the device presents a
risk, they shall also immediately inform the competent
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 43 for the device in
question, giving details, in particular, of the non-compliance and
of any corrective action they have implemented.

Amendment 89

Proposal for a regulation

Article 12 — paragraph 4

Text proposed by the Commission

4. Distributors who 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, his authorised representa-
tive and the importer and make sure that the necessary
corrective action to bring that device into conformity, withdraw
or recall it, if appropriate, is taken. Where the device presents a
risk, they shall also immediately inform the competent
authorities of the Member States in which they made the device
available, giving details, in particular, of the non-compliance and
of any corrective action taken.

Amendment

4. Distributors who 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, his authorised representa-
tive and the importer and make sure that, within the limits of its
respective activities, the necessary corrective action to bring that
device into conformity, withdraw or recall it, if appropriate, is
taken. Where the device presents a risk, they shall also
immediately inform the competent authorities of the Member
States in which they made the device available, giving details, in
particular, of the non-compliance and of any corrective action
taken.
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Amendment 90

Proposal for a regulation
Article 13

Text proposed by the Commission

Person responsible for regulatory compliance

1. Manufacturers shall have available within their organisa-
tion at least one qualified person who possesses expert
knowledge in the field of in vitro diagnostic medical devices.
The expert knowledge shall be demonstrated by either of the
following qualifications:

(a) a diploma, certificate or other evidence of formal qualifica-
tion awarded on completion of a university degree or of an
equivalent course of study, in natural sciences, medicine,
pharmacy, engineering or another relevant discipline, and at
least two years of professional experience in regulatory
affairs or in quality management systems relating to in
vitro diagnostic medical devices;

(b) five years of professional experience in regulatory affairs or
in quality management systems relating to in vitro diagnostic
medical devices.

2. The qualified person shall at least be responsible for
ensuring the following matters:

(a) that the conformity of the devices is appropriately assessed
before a batch is released;

(b) that the technical documentation and the declaration of
conformity are drawn up and kept up-to-date;

(c) that the reporting obligations in accordance with Articles 59
to 64 are fulfilled;

(d) in the case of devices for performance evaluation intended to
be used in the context of interventional clinical performance
studies or other clinical performance studies involving risks
for the subjects, that the statement referred to in Section 4.1
of Annex XIII is issued;

3. The qualified person shall suffer no disadvantage within
the manufacturer’s organisation in relation to the proper
fulfilment of his duties.

Amendment

Person responsible for regulatory compliance

1. Manufacturers shall have available within their organisa-
tion at least one person responsible for regulatory compliance
who possesses the requisite expertise in the field of in vitro
diagnostic medical devices. The requisite expertise shall be
demonstrated by either of the following qualifications:

(a) a diploma, certificate or other evidence of formal qualifica-
tion awarded on completion of a university degree or of an
equivalent course of study, in law, natural sciences, medicine,
pharmacy, engineering or another relevant discipline;

(b) three years of professional experience in regulatory affairs or
in quality management systems relating to in vitro diagnostic
medical devices.

2. The person responsible for regulatory compliance shall at
least be responsible for ensuring the following matters:

(a) that the conformity of the devices is appropriately assessed
before a batch is released;

(b) that the technical documentation and the declaration of
conformity are drawn up and kept up-to-date;

(c) that the reporting obligations in accordance with Articles 59
to 64 are fulfilled;

(d) in the case of devices for performance evaluation intended to
be used in the context of interventional clinical performance
studies or other clinical performance studies involving risks
for the subjects, that the statement referred to in Section 4.1
of Annex XIII is issued;

If a number of persons are jointly responsible for regulatory
compliance in accordance with paragraphs 1 and 2, their
respective areas of responsibility shall be stipulated in writing.

3. The person responsible for regulatory compliance shall
suffer no disadvantage within the manufacturer’s organisation in
relation to the proper fulfilment of his duties.
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Text proposed by the Commission

4. Authorised representatives shall have available within their
organisation at least one qualified person who possesses expert
knowledge regarding the regulatory requirements for in vitro
diagnostic medical devices in the Union. The expert knowledge
shall be demonstrated by either of the following qualifications:

(a) a diploma, certificate or other evidence of formal qualifica-
tion awarded on completion of a university degree or of an
equivalent course of study, in law, natural sciences, medicine,
pharmacy, engineering or another relevant discipline, and at
least two years of professional experience in regulatory
affairs or in quality management systems relating to in
vitro diagnostic medical devices;

(b) five years of professional experience in regulatory affairs or
in quality management systems relating to in vitro diagnostic
medical devices.

Amendment

4. Authorised representatives shall have available within their
organisation at least one person responsible for regulatory
compliance who possesses the requisite expertise regarding the
regulatory requirements for in vitro diagnostic medical devices in
the Union. The requisite expertise shall be demonstrated by
either of the following qualifications:

(a) a diploma, certificate or other evidence of formal qualifica-
tion awarded on completion of a university degree or of an
equivalent course of study, in law, natural sciences, medicine,
pharmacy, engineering or another relevant discipline;

(b) three years of professional experience in regulatory affairs or
in quality management systems relating to in vitro diagnostic
medical devices.

Amendment 91

Proposal for a regulation

Article 14 — paragraph 1 — subparagraph 2

Text proposed by the Commission

The first subparagraph shall not apply to any person who, while
not considered a manufacturer as defined in number (16) of
Article 2, assembles or adapts a device already on the market to
its intended purpose for an individual patient.

Amendment

The first subparagraph shall not apply to any person who, while
not considered a manufacturer as defined in number (16) of
Article 2, assembles or adapts a device already on the market to
its intended purpose for an individual patient or a specific
limited group of patients within a single healthcare institution.

Amendment 92

Proposal for a regulation

Article 14 — paragraph 4 a (new)

Text proposed by the Commission

Amendment

4a.  Distributors or affiliates who carry out, on behalf of the
manufacturer, one or more of the activities mentioned under
paragraph 2(a) and (b) — are exempted from additional
requirements under paragraphs (3) and (4).
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Amendment 264

Proposal for a regulation

Article 15 — paragraph 1

Text proposed by the Commission

1. The EU declaration of conformity shall state that fulfilment
of the requirements specified in this Regulation has been
demonstrated. It shall be continuously updated. The minimum
content of the EU declaration of conformity is set out in
Annex IIL It shall be translated into the official Union language
or languages required by the Member State(s) in which the
device is made available.

Amendment

1. The EU declaration of conformity shall state that fulfilment
of the requirements specified in this Regulation has been
demonstrated. It shall be continuously updated. The minimum
content of the EU declaration of conformity is set out in
Annex IIL It shall be issued in one of the official Union
languages.

Amendment 93

Proposal for a regulation

Article 15 — paragraph 4

Text proposed by the Commission

4. The Commission shall be empowered to adopt delegated
acts in accordance with Article 85 amending or supplementing
the minimum content of the EU declaration of conformity set
out in Annex III in the light of technical progress.

Amendment

deleted

Amendment 94

Proposal for a regulation

Article 19 — paragraph 1

Text proposed by the Commission

1. Any natural or legal person who makes available on the
market an article intended specifically to replace an identical or
similar integral part or component of a device that is defective or
worn in order to maintain or re-establish the function of the
device without significantly changing its performance or safety
characteristics, shall ensure that the article does not adversely
affect the safety and performance of the device. Substantiating
evidence shall be kept available to the competent authorities of
the Member States.

Amendment

1. Any natural or legal person who makes available on the
market an article intended specifically to replace an identical or
similar integral part or component of a device that is defective or
worn in order to maintain or re-establish the function of the
device without changing its performance or safety character-
istics, shall ensure that the article does not adversely affect the
safety and performance of the device. Substantiating evidence
shall be kept available to the competent authorities of the
Member States.
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Amendment 95

Proposal for a regulation

Article 19 — paragraph 2

Text proposed by the Commission

2. An article that is intended specifically to replace a part or
component of a device and that significantly changes the
performance or safety characteristics of the device shall be
considered a device.

Amendment

2. An article that is intended specifically to replace a part or
component of a device and that changes the performance or
safety characteristics of the device shall be considered as a device
and shall meet the requirements laid down in this Regulation.

Amendment 101

Proposal for a regulation

Chapter III — title

Text proposed by the Commission

Chapter III

Identification and traceability of devices, registration of devices
and of economic operators, summary of safety and performance,
European databank on medical devices

Amendment

Chapter VII (*)

Identification and traceability of devices, registration of devices
and of economic operators, summary of safety and performance,
European databank on medical devices

() As a consequence of this amendment, this Chapter will cover Articles 21
to 25.

Amendment 96

Proposal for a regulation

Article 22 — paragraph 2 — point e — point i

Text proposed by the Commission

i) to operate its system for the assignment of UDIs for the
p Y g
period to be determined in the designation which shall at

least be three years after its designation;

Amendment

(i) to operate its system for the assignment of UDIs for the
period to be determined in the designation which shall at
least be five years after its designation;

Amendment 97

Proposal for a regulation

Article 22 — paragraph 8 — point b

Text proposed by the Commission

(b) the legitimate interest in protecting commercially sensitive

information;

Amendment

(b) the legitimate interest in protecting commercially sensitive
information, to the extent that it does not undermine public

health protection;
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Amendment 98

Proposal for a regulation

Article 22 — paragraph 8 — point e a (new)

Text proposed by the Commission

Amendment

(ea) compatibility with medical device identification systems
already on the market.

Amendment 99

Proposal for a regulation

Article 22 — paragraph 8 — point e b (new)

Text proposed by the Commission

Amendment

(eb) compatibility with the other traceability systems used by
medical device stakeholders.

Amendment 100

Proposal for a regulation

Article 23 — paragraph 1

Text proposed by the Commission

1.  The Commission, in collaboration with the Member States,
shall set up and manage an electronic system to collate and
process information that is necessary and proportionate to
describe and identify the device and to identify the manufacturer
and, where applicable, the authorised representative and the
importer. The details regarding the information to be submitted
by the economic operators are laid down in Part A of Annex V.

Amendment

1.  The Commission, in collaboration with the Member States,
shall set up and manage an electronic system to collate and
process information that is necessary and proportionate to
describe and identify the device and to identify the manufacturer
and, where applicable, the authorised representative and the
importer, and to ensure transparency and safe and effective use
by making available to users current evidence concerning the
clinical validity and, where applicable, utility of the device. The
details regarding the information to be submitted by the
economic operators are laid down in Part A of Annex V.

Amendment 102

Proposal for a regulation
Article 24

Text proposed by the Commission

Summary of safety and performance

Amendment

Safety and clinical performance report
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Text proposed by the Commission

1.  In the case of devices classified as class C and D, other than
devices for performance evaluation, the manufacturer shall draw
up a summary of safety and performance. It shall be written in a
way that is clear to the intended user. The draft of this summary
shall be part of the documentation to be submitted to the
notified body involved in the conformity assessment in
accordance with Article 40 and shall be validated by that body.

2. 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 performance. Those
implementing acts shall be adopted in accordance with the
advisory procedure referred to in Article 84(2).

Amendment

1. In the case of devices classified as class C and D, other than
devices for performance evaluation, the manufacturer shall draw
up a report on the safety and clinical performance of the device
based on the full information collected during the clinical
performance study. The manufacturer shall also draw up a
summary of that report which shall be written in a way that is
easy for a lay person to understand in the official language(s)
of the country where the device is made available on the
market. The draft report shall be part of the documentation to
be submitted to and validated by the notified body, and where
relevant by the special notified body, involved in the conformity
assessment in accordance with Articles 40 and 43a.

la. The summary referred to in paragraph 1 shall be made
available to the public througha Eudamed in accordance with
provisions under point (b) of Article 25(2)(b) and point 15 of
Annex V, Part A.

2. The Commission may, by means of implementing acts, set
out the format of the presentation of the data elements to be
included in both the report and the summary referred to in
paragraph 1. Those implementing acts shall be adopted in
accordance with the advisory procedure referred to in Article 84

).

Amendment 103

Proposal for a regulation

Article 25 — paragraph 2 — points f a and f b (new)

Text proposed by the Commission

Amendment

(fa) the electronic system on registration of subsidiaries and
subcontracting referred to in Article 28a.

(fb) the electronic system on ‘Special notified bodies’ referred
to in Article 41b.

Amendment 104

Proposal for a regulation

Article 26 — paragraph 5

Text proposed by the Commission

5. The national authority responsible for notified bodies shall
safeguard the confidentiality of the information it obtains.
However, it shall exchange information on a notified body with
other Member States and the Commission.

Amendment

5. The national authority responsible for notified bodies shall
safeguard the confidential aspects of the information it obtains.
However, it shall exchange information on a notified body with
other Member States and the Commission.
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Amendment 105

Proposal for a regulation

Article 26 — paragraph 6

Text proposed by the Commission

6.  The national authority responsible for notified bodies shall
have a sufficient number of competent personnel at its disposal
for the proper performance of its tasks.

Without prejudice to Article 31(3), where a national authority
is responsible for the designation of notified bodies in the field
of products other than in vitro diagnostic medical devices, the
competent authority for in vitro diagnostic medical devices shall
be consulted on all aspects specifically related to such devices.

Amendment

6.  The national authority responsible for notified bodies shall
have a sufficient number of permanent and competent
personnel ‘in house’, for the proper performance of its tasks.
Compliance with that requirement shall be assessed in the
peer-review referred to in paragraph 8.

In particular, the personnel of the national authority
responsible for auditing the work of personnel of notified
bodies in charge of carrying out product related reviews shall
have proven qualifications equivalent to those of the personnel
of the notified bodies as laid down in point 3.2.5. of Annex VI.

Similarly, the personnel of the national authority responsible
for auditing the work of personnel of notified bodies in charge
of carrying out audits of the manufacturer’s quality manage-
ment system shall have proven qualifications equivalent to
those of the personnel of the notified bodies as laid down in
point 3.2.6. of Annex VI.

Where a national authority is responsible for the designation of
notified bodies in the field of products other than in vitro
diagnostic medical devices, the competent authority for in vitro
diagnostic medical devices shall be consulted on all aspects
specifically related to such devices.

Amendment 106

Proposal for a regulation

Article 26 — paragraph 7

Text proposed by the Commission

7. Member States shall provide the Commission and the other
Member States with information on their procedures for the
assessment, designation and notification of conformity assess-
ment bodies and for the monitoring of notified bodies, and of
any changes thereto.

Amendment

7. The ultimate responsibility for the notified bodies and
the national authority responsible for notified bodies lies with
the Member State in which they are located. The Member State
is required to check that the designated national authority
responsible for notified bodies performs its work on the
assessment, designation and notification of conformity
assessment bodies and for the monitoring of the notified
bodies properly and that the designated national authority
responsible for notified bodies works impartially and objec-
tively. Member States shall provide the Commission and the
other Member States with all information they request on their
procedures for the assessment, designation and notification of
conformity assessment bodies and for the monitoring of notified
bodies, and of any changes thereto. Such information shall be
publicly available subject to Article 80.
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Amendment 107

Proposal for a regulation

Article 26 — paragraph 8

Text proposed by the Commission

8. The national authority responsible for notified bodies shall
be peer-reviewed every second year. The peer-review shall
include an on-site visit to a conformity assessment body or a
notified body under the responsibility of the reviewed authority.
In the case referred to in the second subparagraph of
paragraph 6, the competent authority for medical devices shall
participate in the peer-review.

The Member States shall draw up the annual plan for the peer-
review, ensuring an appropriate rotation in respect of reviewing
and reviewed authorities, and submit it to the Commission. The
Commission may participate in the review. The outcome of the
peer-review shall be communicated to all Member States and to
the Commission and a summary of the outcome shall be made
publicly available.

Amendment

8. The national authority responsible for notified bodies shall
be peer-reviewed every second year. The peer-review shall
include an on-site visit to a conformity assessment body or a
notified body under the responsibility of the reviewed authority.
In the case referred to in the second subparagraph of
paragraph 6, the competent authority for medical devices shall
participate in the peer-review.

The Member States shall draw up the annual plan for the peer-
review, ensuring an appropriate rotation in respect of reviewing
and reviewed authorities, and submit it to the Commission. The
Commission shall participate in the review. The outcome of the
peer-review shall be communicated to all Member States and a
summary of the outcome shall be made publicly available.

Amendment 108

Proposal for a regulation

Article 27 — paragraph 1

Text proposed by the Commission

1. Notified bodies shall satisfy the organisational and general
requirements and the quality management, resource and process
requirements that are necessary to fulfil their tasks for which
they are designated in accordance with this Regulation.
Minimum requirements to be met by notified bodies are set
out in Annex VI

Amendment

1. Notified bodies shall satisfy the organisational and general
requirements and the quality management, resource and process
requirements that are necessary to fulfil their tasks for which
they are designated in accordance with this Regulation. In this
respect, permanent ‘in house’ administrative, technical and
scientific personnel, with medical, technical and, where needed,
pharmacological knowledge shall be ensured. Permanent ‘in
house’ personnel shall be used, but notified bodies may hire
external experts on an ad hoc and temporary basis as and
when needed. Minimum requirements to be met by notified
bodies are set out in Annex VL. In particular, in accordance with
point 1.2. of Annex VI, the notified body shall be organised
and operated so as to safeguard the independence, objectivity
and impartiality of its activities and avoid conflict of interests.

The notified body shall publish a list of its staff responsible for
the conformity assessment and certification of medical devices.
This list shall at least contain the qualifications, CV and
declaration of interests for each member of staff. The list shall
be sent to the national authority responsible for notified bodies
which shall check that the staff satisfy the requirements of this
Regulation. The list shall also be sent to the Commission.
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Amendment 109

Proposal for a regulation
Article 28

Text proposed by the Commission

1.  Where a notified body subcontracts specific tasks
connected with conformity assessment or has recourse to a
subsidiary for specific tasks connected with conformity assess-
ment, it shall verify that the subcontractor or the subsidiary
meets the relevant requirements set out in Annex VI and shall
inform the national authority responsible for notified bodies
accordingly.

2. Notified bodies shall take full responsibility for the tasks
performed on their behalf by subcontractors or subsidiaries.

3. Conformity assessment activities may be subcontracted or
carried out by a subsidiary only with the agreement of the legal
or natural person that applied for conformity assessment.

4. Notified bodies shall keep at the disposal of the national
authority responsible for notified bodies the relevant documents
concerning the verification of the qualifications of the
subcontractor or the subsidiary and the work carried out by
them under this Regulation.

Amendment

-1.  Notified bodies shall have permanent ‘in house’
competent personnel and expertise, both in technical fields
linked with the assessment of the performance of the devices,
and in the medical field. They shall have the capacity to
evaluate ‘in house’ the quality of subcontractors.

Contracts may be awarded to external experts for the
assessment of in vitro diagnostic medical devices or technol-
ogies in particular where clinical expertise is limited.

1.  Where a notified body subcontracts specific tasks
connected with conformity assessment or has recourse to a
subsidiary for specific tasks connected with conformity assess-
ment, it shall verify that the subcontractor or the subsidiary
meets the relevant requirements set out in Annex VI and shall
inform the national authority responsible for notified bodies
accordingly.

2. Notified bodies shall take full responsibility for the tasks
performed on their behalf by subcontractors or subsidiaries.

2a.  Notified bodies shall make publicly available the list of
subcontractors or subsidiaries, the specific tasks for which they
are responsible and the declarations of interest of their
personnel.

3. Conformity assessment activities may be subcontracted or
carried out by a subsidiary only with the explicit agreement of
the legal or natural person that applied for conformity
assessment.

4. At least once a year, notified bodies shall submit to the
national authority responsible for notified bodies the relevant
documents concerning the verification of the qualifications of
the subcontractor or the subsidiary and the work carried out by
them under this Regulation.

4a. The annual assessment of notified bodies as provided
for in Article 33(3) shall include verification of the compliance
of the subcontractor(s) or the subsidiary/ies of notified bodies
with the requirements set out in Annex VI.
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Amendment 110

Proposal for a regulation

Article 28 a (new)

Text proposed by the Commission

Amendment

Article 28 a

Electronic system on registration of subsidiaries and subcon-
tractors

1. The Commission, in collaboration with the Member
States, shall set up and manage an electronic system to collate
and process information on subcontractors and subsidiaries, as
well as on the specific tasks for which they are responsible.

2. Before subcontracting can effectively take place, the
notified body which intends to subcontract specific tasks
connected with conformity assessment or have recourse to a
subsidiary for specific tasks connected with conformity
assessment, shall register their name(s) together with their
specific tasks.

3.  Within one week of any change occurring in relation to
the information referred to in paragraph 1, the relevant
economic operator shall update the data in the electronic
system.

4. The data contained in the electronic system shall be
accessible to the public.

Amendment 111

Proposal for a regulation

Article 29 — paragraph 1

Text proposed by the Commission

1. A conformity assessment body shall submit an application
for notification to the national authority responsible for notified
bodies of the Member State in which it is established.

Amendment

1. A conformity assessment body shall submit an application
for notification to the national authority responsible for notified
bodies of the Member State in which it is established.

In case a conformity assessment body wants to be notified for
devices referred to in Article 41a(1), it shall indicateso and
submit an application for notification to the EMA in
accordance with Article 41a
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Amendment 112

Proposal for a regulation

Article 30 — paragraph 3

Text proposed by the Commission

3. Within 14 days of the submission referred to in
paragraph 2, the Commission shall designate a joint assessment
team made up of at least two experts chosen from a list of
experts who are qualified in the assessment of conformity
assessment bodies. The list shall be drawn up by the
Commission in cooperation with the MDCG. At least one of
these experts shall be a representative of the Commission who
shall lead the joint assessment team.

Amendment

3. Within 14 days of the submission referred to in
paragraph 2, the Commission shall designate a joint assessment
team made up of at least three experts chosen from a list of
experts who are qualified in the assessment of conformity
assessment bodies and free of conflicts of interest with the
applicant conformity assessment body. The list shall be drawn
up by the Commission in cooperation with the MDCG. At least
one of these experts shall be a representative of the Commission,
and at least one other shall come from a Member State other
than the one in which the applicant conformity assessment
body is established. The Commission representative shall lead
the joint assessment team. In case the conformity assessment
body has asked to be notified for devices referred to in
Article 41 a(1) , EMA shall also be part of the joint assessment
team.

Amendment 113

Proposal for a regulation

Article 30 — paragraph 4

Text proposed by the Commission

4. Within 90 days after designation of the joint assessment
team, the national authority responsible for notified bodies and
the joint assessment team shall review the documentation
submitted with the application in accordance with Article 29
and conduct an on-site assessment of the applicant conformity
assessment body and, where relevant, of any subsidiary or sub-
contractor, located inside or outside the Union, to be involved in
the conformity assessment process. Such on-site assessment
shall not cover requirements for which the applicant conformity
assessment body has received a certificate delivered by the
national accreditation body as referred to in Article 29(2), unless
the Commission representative mentioned in Article 30(3)
requests the on-site assessment.

Amendment

4. Within 90 days after designation of the joint assessment
team, the national authority responsible for notified bodies and
the joint assessment team shall review the documentation
submitted with the application in accordance with Article 29
and conduct an on-site assessment of the applicant conformity
assessment body and, where relevant, of any subsidiary or sub-
contractor, located inside or outside the Union, to be involved in
the conformity assessment process. Such on-site assessment
shall not cover requirements for which the applicant conformity
assessment body has received a certificate delivered by the
national accreditation body as referred to in Article 29(2), unless
the Commission representative mentioned in Article 30(3)
requests the on-site assessment.
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Text proposed by the Commission

Findings regarding non-compliance of a body with the
requirements set out in Annex VI shall be raised during the
assessment process and discussed between the national authority
responsible for notified bodies and the joint assessment team
with a view to finding common agreement with respect to the
assessment of the application. Divergent opinions shall be
identified in the assessment report of the national authority
responsible.

Amendment

Findings regarding non-compliance of an applicant conformity
assessment body with the requirements set out in Annex VI shall
be raised during the assessment process and discussed between
the national authority responsible for notified bodies and the
joint assessment team. The national authority shall set out in
the assessment report the measures that the notified body shall
take to ensure compliance of that applicant conformity
assessment body with the requirements set out in Annex VI.
In the event of a disagreement, a separate opinion drawn up by
the assessment team setting out its reservations regarding
notification shall be appended to the assessment report of the
national authority responsible.

Amendment 114

Proposal for a regulation

Article 30 — paragraph 5

Text proposed by the Commission

5. The national authority responsible for notified bodies shall
submit its assessment report and its draft notification to the
Commission which shall immediately transmit those documents
to the MDCG and to the members of the joint assessment team.
Upon request by the Commission, those documents shall be
submitted by the authority in up to three official Union
languages.

Amendment

5. The national authority responsible for notified bodies shall
submit its assessment report and its draft notification to the
Commission which shall immediately transmit those documents
to the MDCG and to the members of the joint assessment team.
If the assessment team draws up a separate opinion, that too
shall be submitted to the Commission for forwarding to the
MDCG. Upon request by the Commission, those documents
shall be submitted by the authority in up to three official Union
languages.



10.6.2016

Official Journal of the European Union

C 208[227

Tuesday 22 October 2013

Amendment 115

Proposal for a regulation

Article 30 — paragraph 6

Text proposed by the Commission

6. The joint assessment team shall provide its opinion
regarding the assessment report and the draft notification
within 21 days of receipt of those documents and the
Commission shall immediately submit this opinion to the
MDCG. Within 21 days after receipt of the opinion of the joint
assessment team, the MDCG shall issue a recommendation with
regard to the draft notification which the relevant national
authority shall duly take into consideration for its decision on
the designation of the notified body.

Amendment

6.  The joint assessment team shall provide its final opinion
regarding the assessment report, the draft notification and,
where appropriate, the separate opinion drawn up by the
assessment team, within 21 days of receipt of those documents
and the Commission shall immediately submit this opinion to
the MDCG. Within 21 days after receipt of the opinion of the
joint assessment team, the MDCG shall issue a recommendation
with regard to the draft notification. The relevant national
authority shall base its decision on the designation of the
notified body on the recommendation by the MDCG. Where its
decision differs from the MDCG recommendation, the relevant
national authority shall provide the MDCG in writing all the
necessary justifications for its decision.

Amendment 116

Proposal for a regulation

Article 31 — paragraph 2

Text proposed by the Commission

2. Member States may notify only conformity assessment
bodies which satisfy the requirements set out in Annex VL

Amendment

2. Member States shall notify only conformity assessment
bodies which satisfy the requirements set out in Annex VI and
for which the application assessment procedure has been
completed in accordance with Article 30.
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Amendment 117

Proposal for a regulation

Article 31 — paragraph 3

Text proposed by the Commission

3. Where a national authority responsible for notified
bodies is responsible for designation of notified bodies in the
field of products other than in vitro diagnostic medical devices,
the competent authority for in vitro diagnostic medical devices
shall provide, prior to the notification, a positive opinion on
the notification and its scope.

Amendment

deleted

Amendment 118

Proposal for a regulation

Article 31 — paragraph 4 — subparagraph 1

Text proposed by the Commission

4. The notification shall clearly specify the scope of the
designation indicating the conformity assessment activities, the
conformity assessment procedures and the type of devices which
the notified body is authorised to assess.

Amendment

4. The notification shall clearly specify the scope of the
designation indicating the conformity assessment activities, the
conformity assessment procedures, the risk class and the type of
devices which the notified body is authorised to assess.

Amendment 119

Proposal for a regulation

Article 31 — paragraph 8

Text proposed by the Commission

8. When a Member State or the Commission raises objections
in accordance with paragraph 7, the effect of the notification
shall be suspended. In this case, the Commission shall bring the
matter before the MDCG within 15 days after expiry of the
period referred to in paragraph 7. After consulting the parties
involved, the MDCG shall give its opinion at the latest within 28
days after the matter has been brought before it. If the notifying
Member State does not agree with the opinion of the MDCG, it
may request the Commission to give its opinion.

Amendment

8. When a Member State or the Commission raises objections
in accordance with paragraph 7, the effect of the notification
shall be immediately suspended. In this case, the Commission
shall bring the matter before the MDCG within 15 days after
expiry of the period referred to in paragraph 7. After consulting
the parties involved, the MDCG shall give its opinion at the latest
within 28 days after the matter has been brought before it. If the
notifying Member State does not agree with the opinion of the
MDCG, it may request the Commission to give its opinion.
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Amendment 120

Proposal for a regulation

Article 31 — paragraph 9

Text proposed by the Commission

9.  Where no objection is raised in accordance with
paragraph 7 or where the MDCG or the Commission, after
having been consulted in accordance with paragraph 8, is of the
opinion that the notification may be accepted fully or partially,
the Commission shall publish the notification accordingly.

Amendment

9. Where no objection is raised in accordance with
paragraph 7 or where the MDCG or the Commission, after
having been consulted in accordance with paragraph 8, is of the
opinion that the notification may be accepted fully, the
Commission shall publish the notification accordingly.

The Commission shall also enter information on the notifica-
tion of the notified body into the electronic system referred to
in the second subparagraph of Article 25. That information
shall be accompanied by the final assessment report of the
national authority responsible for notified bodies, the opinion
of the joint assessment team and the recommendation of the
MDCG, as referred to in this article.

The full details of the notification, including the class and the
typology of devices, as well as the annexes, shall be made
publicly available.

Amendment 121

Proposal for a regulation

Article 32 — paragraph 2

Text proposed by the Commission

2. The Commission shall make accessible to the public the list
of the bodies notified under this Regulation, including the
identification numbers that have been assigned to them and the
activities for which they have been notified. The Commission
shall ensure that the list is kept up to date.

Amendment

2. The Commission shall make easily accessible to the public
the list of the bodies notified under this Regulation, including
the identification numbers that have been assigned to them and
the activities for which they have been notified and all
documents for the notification procedure as referred to in
Article 31(5). The Commission shall ensure that the list is kept
up to date.

Amendment 122

Proposal for a regulation
Article 33

Text proposed by the Commission

1. The national authority responsible for notified bodies shall
continuously monitor the notified bodies to ensure ongoing
compliance with the requirements set out in Annex VI. The
notified bodies shall, on request, supply all relevant information
and documents, required to enable the authority to verify
compliance with those criteria.

Amendment

1. The national authority responsible for notified bodies, and
where applicable EMA, shall continuously monitor the notified
bodies to ensure ongoing compliance with the requirements set
out in Annex VI. The notified bodies shall, on request, supply all
relevant information and documents, required to enable the
authority to verify compliance with those criteria.
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Text proposed by the Commission

Notified bodies shall, without delay, inform the national
authority responsible for notified bodies of any changes, in
particular regarding their personnel, facilities, subsidiaries or
subcontractors, which may affect compliance with the require-
ments set out in Annex VI or their ability to conduct the
conformity assessment procedures relating to the devices for
which they have been designated.

2. Notified bodies shall respond without delay to requests
relating to conformity assessments they have carried out,
submitted by their or another Member State’s authority or by
the Commission. The national authority responsible for notified
bodies of the Member State in which the body is established shall
enforce requests submitted by authorities of any other Member
State or by the Commission unless there is a legitimate reason
for not doing so in which case both sides may consult the
MDCG. The notified body or their national authority
responsible for notified bodies may request that any informa-
tion transmitted to the authorities of another Member State or
to the Commission shall be treated confidential.

3. At least once a year, the national authority responsible for
notified bodies shall assess whether each notified body under its
responsibility still satisfies the requirements set out in Annex VI.
This assessment shall include an on-site visit to each notified

body.

4. Three years after notification of a notified body, and again
every third year thereafter, the assessment to determine whether
the notified body still satisfies the requirements set out in
Annex VI shall be conducted by the national authority
responsible for notified bodies of the Member State in which
the body is established and a joint assessment team designated in
accordance with the procedure described in Article 30(3) and
(4). At the request of the Commission or of a Member State, the
MDCG may initiate the assessment process described in this
paragraph at any time when there is reasonable concern about
the ongoing compliance of a notified body with the require-
ments set out in Annex VL

Amendment

Notified bodies shall, without delay, and within 15 days at the
latest, inform the national authority responsible for notified
bodies of any changes, in particular regarding their personnel,
facilities, subsidiaries or subcontractors, which may affect
compliance with the requirements set out in Annex VI or their
ability to conduct the conformity assessment procedures relating
to the devices for which they have been designated.

2. Notified bodies shall respond without delay, and within 15
days at the latest, to requests relating to conformity assessments
they have carried out, submitted by their or another Member
State’s authority or by the Commission. The national authority
responsible for notified bodies of the Member State in which the
body is established shall enforce requests submitted by
authorities of any other Member State or by the Commission.
Where there is a legitimate reason for not doing so, the notified
bodies shall explain these reasons in writing and shall consult
the MDCG, which shall then issue a recommendation. The
national authority responsible for notified bodies shall comply
with the MDCG’s recommendation.

3. At least once a year, the national authority responsible for
notified bodies shall assess whether each notified body under its
responsibility still satisfies the requirements set out in Annex VI,
including an assessment of whether its subcontractor(s) and
subsidiary/-ies satisfy those requirements. This assessment shall
include an unannounced inspection through an on-site visit to
each notified body, and to each subsidiary or subcontractor
within or outside the Union, if relevant.

The assessment shall also include a review of samples of the
design dossier assessments carried out by the notified body to
determine the ongoing competence of the notified body and
quality of its assessments, in particular the notified body’s
ability to evaluate and assess clinical evidence.

4. Two years after notification of a notified body, and again
every second year thereafter, the assessment to determine
whether the notified body and its subsidiaries and subcon-
tractors still satisfy the requirements set out in Annex VI shall
be conducted by the national authority responsible for notified
bodies of the Member State in which the body is established and
a joint assessment team designated in accordance with the
procedure described in Article 30(3) and (4). At the request of
the Commission or of a Member State, the MDCG may initiate
the assessment process described in this paragraph at any time
when there is reasonable concern about the ongoing compliance
of a notified body, or a subsidiary or subcontractor of a notified
body, with the requirements set out in Annex VI.
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Text proposed by the Commission

5. The Member States shall report to the Commission and to
the other Member States, at least once a year, on their
monitoring activities. This report shall contain a summary
which shall be made publicly available.

Tuesday 22 October 2013

Amendment

For special notified bodies under Article 41a, the assessment

referred to in this paragraph shall be performed every year.

The comprehensive results of the assessments shall be
published.

5. The Member States shall report to the Commission and to
the other Member States, at least once a year, on their
monitoring activities. This report shall contain a summary
which shall be made publicly available.

5a.  Every year, the notified bodies shall forward an annual
activity report setting out the information referred to in
Annex VI, point 5 to the competent authority and to the
Commission, which shall forward it to the MDCG.

Amendment 123

Proposal for a regulation

Article 34 — paragraph 2

Text proposed by the Commission

2. Where a national authority responsible for notified bodies
has ascertained that a notified body no longer meets the
requirements set out in Annex VI, or that it is failing to fulfil its
obligations, the authority shall suspend, restrict, or fully or
partially withdraw the notification, depending on the serious-
ness of the failure to meet those requirements or fulfil those
obligations. A suspension shall not exceed a period of one year,
renewable once for the same period. Where the notified body
has ceased its activity, the national authority responsible for
notified bodies shall withdraw the notification.

The national authority responsible for notified bodies shall
immediately inform the Commission and the other Member
States of any suspension, restriction or withdrawal of a
notification.

Amendment

2. Where a national authority responsible for notified bodies
has ascertained that a notified body no longer meets the
requirements set out in Annex VI, or that it is failing to fulfil its
obligations, the authority shall suspend, restrict, or fully or
partially withdraw the notification, depending on the serious-
ness of the failure to meet those requirements or fulfil those
obligations. Suspension shall apply until a decision to annul
the suspension has been reached by the MDCG, which shall
follow an assessment by a joint assessment team designated in
accordance with the procedure described in Article 30(3).
Where the notified body has ceased its activity, the national
authority responsible for notified bodies shall withdraw the
notification.

The national authority responsible for notified bodies shall
immediately and within 10 days at the latest, inform the
Commission, the other Member States and the relevant
manufacturers and health professionals of any suspension,
restriction or withdrawal of a notification.
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Amendment 124

Proposal for a regulation

Article 34 — paragraph 3

Text proposed by the Commission

3. In the event of restriction, suspension or withdrawal of a
notification, the Member State shall take appropriate steps to
ensure that the files of the notified body concerned are either
processed by another notified body or kept available for the
national authorities responsible for notified bodies and for
market surveillance at their request.

Amendment

3. In the event of restriction, suspension or withdrawal of a
notification, the Member State shall inform the Commission and
shall take appropriate steps to ensure that the files of the
notified body concerned are either processed by another notified
body or kept available for the national authorities responsible for
notified bodies and for market surveillance at their request.

Amendment 125

Proposal for a regulation

Article 34 — paragraph 4

Text proposed by the Commission

4. The national authority responsible for notified bodies shall
assess whether the reasons which gave rise to the change to the
notification have an impact on the certificates issued by the
notified body and, within three months after having notified the
changes to the notification, shall submit a report on its findings
to the Commission and the other Member States. Where
necessary to ensure the safety of devices on the market, that
authority shall instruct the notified body to suspend or
withdraw, within a reasonable period of time determined by
the authority, any certificates which were unduly issued. If the
notified body fails to do so within the determined period of time,
or has ceased its activity, the national authority responsible for
notified bodies itself shall suspend or withdraw the certificates
unduly issued.

Amendment

4. The national authority responsible for notified bodies shall
assess whether the reasons which gave rise to the suspension,
restriction or withdrawal of the notification have an impact on
the certificates issued by the notified body and, within three
months after having notified the changes to the notification,
shall submit a report on its findings to the Commission and the
other Member States. Where necessary to ensure the safety of
devices on the market, that authority shall instruct the notified
body to suspend or withdraw, within a reasonable period of time
determined by the authority, and at the latest 30 days after the
publication of the report, any certificates which were unduly
issued. If the notified body fails to do so within the determined
period of time, or has ceased its activity, the national authority
responsible for notified bodies itself shall suspend or withdraw
the certificates unduly issued.

With a view to verifying whether the reasons for the
suspension, restriction or withdrawal of the notification have
implications for the certificates issued, the national authority
responsible shall ask the relevant manufacturers to supply
evidence of conformity at notification, and the manufacturers
shall have 30 days in which to respond to that request.

Amendment 126

Proposal for a regulation

Article 34 — paragraph 5

Text proposed by the Commission

5. The certificates, other than those unduly issued, which
were issued by the notified body for which the notification has
been suspended, restricted or withdrawn shall remain valid in
the following circumstances:

Amendment

5. The certificates, other than those unduly issued, which
were issued by the notified body for which the notification has
been suspended, restricted or withdrawn shall remain valid in
the following circumstances:
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Text proposed by the Commission

(a) in the case of suspension of a notification: on condition that,
within three months of the suspension, either the competent
authority for in vitro diagnostic medical devices of the
Member State in which the manufacturer of the device
covered by the certificate is established, or another notified
body responsible for in vitro diagnostic medical devices
confirms in writing that it is assuming the functions of the
notified body during the period of suspension;

in the case of restriction or withdrawal of a notification: for a
period of three months after the restriction or withdrawal.
The competent authority for in vitro diagnostic medical
devices of the Member State in which the manufacturer of
the device covered by the certificate is established may
extend the validity of the certificates for further periods of
three months, which altogether may not exceed twelve
months, provided it is assuming the functions of the notified
body during this period.

=

The authority or the notified body assuming the functions of the
notified body affected by the change of notification shall
immediately inform the Commission, the other Member States
and the other notified bodies thereof.

Tuesday 22 October 2013

Amendment

(a) in the case of suspension of a notification: on condition that,
within three months of the suspension another notified body
responsible for in vitro diagnostic medical devices confirms
in writing that it is assuming the functions of the notified
body during the period of suspension;

in the case of restriction or withdrawal of a notification: for a
period of three months after the restriction or withdrawal.
The competent authority for in vitro diagnostic medical
devices of the Member State in which the manufacturer of
the device covered by the certificate is established may
extend the validity of the certificates for further periods of
three months, which altogether may not exceed twelve
months, provided it is assuming the functions of the notified
body during this period.

Cx

The authority or the notified body assuming the functions of the
notified body affected by the change of notification shall
immediately and within 10 days at the latest, inform the
Commission, the other Member States and the other notified
bodies thereof.

The Commission shall immediately and within 10 days at the
latest enter information on the changes to the notification of
the notified body into the electronic system referred to in the
second subparagraph of Article 25.

Amendment 127

Proposal for a regulation

Article 35 — paragraph 1

Text proposed by the Commission

1. The Commission shall investigate all cases where concerns
have been brought to its attention regarding the continued
fulfilment by a notified body of the requirements set out in
Annex VI or the obligations to which it is subject. It may also
commence such investigations on its own initiative.

Amendment

1. The Commission shall investigate all cases where concerns
have been brought to its attention regarding the continued
fulfilment by a notified body of the requirements set out in
Annex VI or the obligations to which it is subject. It may also
commence such investigations on its own initiative, including
the unannounced inspection of the notified body by a joint
assessment team whose composition meets the conditions set
out in Article 30(3).
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Amendment 128

Proposal for a regulation

Article 35 — paragraph 3 — subparagraph 1

Text proposed by the Commission

3. Where the Commission ascertains that a notified body no
longer meets the requirements for its notification, it shall inform
the notifying Member State accordingly and request it to take the
necessary corrective measures, including the suspension,
restriction or withdrawal of the notification if necessary.

Amendment

3. Where the Commission, in consultation with the MDCG,
decides that a notified body no longer meets the requirements
for its notification, it shall inform the notifying Member State
accordingly and request it to take the necessary corrective
measures, including the suspension, restriction or withdrawal of
the notification, if necessary, in line with Article 34(2).

Amendment 129

Proposal for a regulation

Article 37 — paragraph 1

Text proposed by the Commission

The Commission shall ensure that appropriate coordination and
cooperation between notified bodies is put in place and operated
in the form of the coordination group of notified bodies referred
to in Article 39 of Regulation [Ref. of future Regulation on
medical devices].

Amendment

The Commission, in consultation with the MDCG, shall ensure
that appropriate coordination and cooperation between notified
bodies is put in place and operated in the form of the
coordination group of notified bodies referred to in Article 39 of
Regulation [Ref. of future Regulation on medical devices]. This
group shall meet on a regular basis and at least twice a year.

Amendment 130

Proposal for a regulation

Article 37 — paragraph 2 a (new)

Text proposed by the Commission

Amendment

The Commission or the MDCG may request the participation
of any notified body.

Amendment 131

Proposal for a regulation

Article 37 — paragraph 2 b (new)

Text proposed by the Commission

Amendment

The Commission may, by means of implementing acts, adopt
measures setting out the modalities for the functioning of the
coordination group of notified bodies as set out in this Article.
Those implementing acts shall be adopted in accordance with
the examination procedure referred to in Article 84(3).
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Amendment 132

Proposal for a regulation
Article 38

Text proposed by the Commission

Fees

1. The Member State where the bodies are established shall
levy fees on applicant conformity assessment bodies and on
notified bodies. These fees shall, wholly or partly, cover the costs
relating to the activities exercised by the national authorities
responsible for notified bodies in accordance with this
Regulation.

2. The Commission shall be empowered to adopt delegated
acts in accordance with Article 85 setting out the structure and
the level of the fees referred to in paragraph 1, taking into
account the objectives of protection of human health and safety,
support of innovation and cost-effectiveness. Particular attention
shall be paid to the interests of notified bodies that submitted a
valid certificate delivered by the national accreditation body as
referred to in Article 29(2) and notified bodies that are small and
medium-sized enterprises as defined by Commission Recom-
mendation 2003/361/EC.

Amendment

Fees for the activities of national authorities

1. The Member State where the bodies are established shall
levy fees on applicant conformity assessment bodies and on
notified bodies. These fees shall, wholly or partly, cover the costs
relating to the activities exercised by the national authorities
responsible for notified bodies in accordance with this
Regulation.

2. The Commission shall be empowered to adopt delegated
acts in accordance with Article 85 setting out the structure and
the level of the fees referred to in paragraph 1, taking into
account the objectives of protection of human health and safety,
support of innovation, cost-effectiveness and the need to create
a level-playing field across Member States. Particular attention
shall be paid to the interests of notified bodies that submitted a
valid certificate delivered by the national accreditation body as
referred to in Article 29(2) and notified bodies that are small and
medium-sized enterprises as defined by Commission Recom-
mendation 2003/361/EC.

These fees shall be proportionate and consistent with national
standards of living. The level of fees shall be made public.

Amendment 133

Proposal for a regulation

Article 38 a (new)

Text proposed by the Commission

Amendment

Article 38a

Transparency on fees charged by notified bodies for conformity
assessment activities

1. Member States shall adopt provisions on standard fees
for notified bodies.

2.  Fees shall be comparable across Member States. The
Commission shall provide guidelines to facilitate comparability
of those fees within 24 months of the date of entry into force of
this Regulation.

3. Member States shall transmit their list of standard fees
to the Commission.
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Amendment

Text proposed by the Commission

4.  The national authority shall ensure that the notified
bodies make the lists of standard fees for the conformity
assessment activities publicly available.

Amendment 134
Proposal for a regulation
Chapter V — title

Amendment

Text proposed by the Commission

Chapter V Chapter III (*)

Classification and conformity assessment Conformity assessment

() As a consequence of this amendment, this Chapter will cover Articles 40,
41,41a, 41b, 41c, 42a, 43, 44, 45, 46.

Amendment 135
Proposal for a regulation

Chapter V — section 1 — title

Amendment

Chapter II (*)

Classification of in vitro diagnostic medical devices

Text proposed by the Commission

Section 1 — Classification

(*)  As a consequence of this amendment, this Chapter will cover Article 39.

Amendment 136
Proposal for a regulation

Article 39 — paragraph 1

Amendment

Text proposed by the Commission

1. Devices shall be divided into class A, B, C and D, taking 1. Devices shall be divided into class A, B, C and D, taking
into account their intended purpose and inherent risks. into account their intended purpose, novelty, complexity and
Classification shall be carried out in accordance with the inherent risks. Classification shall be carried out in accordance
classification criteria set out in Annex VII. with the classification criteria set out in Annex VII.
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Amendment 137

Proposal for a regulation

Article 39 — paragraph 2 — subparagraph 2

Text proposed by the Commission

At least 14 days prior to any decision, the competent authority
shall notify the MDCG and the Commission of its envisaged
decision.

Amendment

At least 14 days prior to any decision, the competent authority
shall notify the MDCG and the Commission of its envisaged
decision. That decision shall be made publically available in the
European databank.

Amendment 138

Proposal for a regulation

Article 39 — paragraph 3 — subparagraph 1

Text proposed by the Commission

The Commission may, at the request of a Member State, on its
own initiative, by means of implementing acts, decide on the
application of the classification criteria set out in Annex VII to a
given device, or category or group of devices, with a view to
determining their classification.

Amendment

The Commission may on its own initiative or shall at the
request of a Member State, by means of implementing acts,
decide on the application of the classification criteria set out in
Annex VII to a given device, or category or group of devices,
with a view to determining their classification. Such a decision
shall in particular be taken in order to resolve divergent
decisions as regards the classification of devices between
Member States.

Amendment 139

Proposal for a regulation

Article 39 — paragraph 4 — introductory part

Text proposed by the Commission

4. In the light of technical progress and any information
which becomes available in the course of the vigilance and
market surveillance activities described in Articles 59 to 73, the
Commission shall be empowered to adopt delegated acts in
accordance with Article 85 as regards the following:

Amendment

4. In the light of technical progress and any information
which becomes available in the course of the vigilance and
market surveillance activities described in Articles 59 to 73, the
Commission, having consulted relevant stakeholders, including
healthcare professionals’ organisations, and manufacturers’
associations, shall be empowered to adopt delegated acts in
accordance with Article 85 as regards the following:
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Amendment 140

Proposal for a regulation

Article 40 — paragraph 2 — subparagraph 2

Text proposed by the Commission

In addition, where a reference laboratory is designated in
accordance with Article 78, the notified body performing the
conformity assessment shall request that reference laboratory to
verify compliance of the device with the applicable CTS, when
available, or with other solutions chosen by the manufacturer
to ensure a level of safety and performance that is at least
equivalent, as specified in Section 5.4 of Annex VIII and in
Section 3.5 of Annex IX.

Amendment

In addition, where a reference laboratory is designated in
accordance with Article 78, the notified body performing the
conformity assessment shall request that reference laboratory to
verify by laboratory testing compliance of the device with the
applicable CTS, as specified in Section 5.4 of Annex VIII and in
Section 3.5 of Annex IX. Laboratory tests performed by a
reference laboratory shall focus on in particular analytic
sensitivity and specificity using reference materials and
diagnostic sensitivity and specificity using specimens from
early and established infection.

Amendment 141

Proposal for a regulation

Article 40 — paragraph 4 — subparagraph 2

Text proposed by the Commission

In addition, for devices for self-testing and near-patient testing,
the manufacturer shall fulfil the supplementary requirements set
out in Section 6.1 of Annex VIIL

Amendment

In addition, for devices for self-testing the manufacturer shall
fulfil the supplementary requirements set out in Section 6.1 of
Annex VIIL

Amendment 142

Proposal for a regulation

Article 40 — paragraph 5 — subparagraph 2 — point a

Text proposed by the Commission

(a) in the case of devices for near-patient testing, to the
requirements set out in Section 6.1 of Annex VIII,

Amendment

deleted

Amendment 143

Proposal for a regulation

Article 40 — paragraph 5 — subparagraph 2 —point ¢

Text proposed by the Commission

(c) in the case of devices with a measuring function, to the

aspects of manufacture concerned with the conformity of

the devices with the metrological requirements.

Amendment

deleted
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Amendment 144

Proposal for a regulation

Article 40 — paragraph 10

Text proposed by the Commission

10. In the light of technical progress and any information
which becomes available in the course of the designation or
monitoring of notified bodies set out in Articles 26 to 38, or of
the vigilance and market surveillance activities described in
Atrticles 59 to 73, the Commission shall be empowered to adopt
delegated acts in accordance with Article 85 amending or
supplementing the conformity assessment procedures set out in
Annexes VIII to X.

Amendment

deleted

Amendment 145

Proposal for a regulation

Article 41 — paragraph 1

Text proposed by the Commission

Involvement of notified bodies

1. Where the conformity assessment procedure requires the
involvement of a notified body, the manufacturer may apply to a
notified body of his choice, provided that the body is notified for
the conformity assessment activities, the conformity assessment
procedures and the devices concerned. An application may not
be lodged in parallel with more than one notified body for the
same conformity assessment activity.

Amendment

Involvement of notified bodies in conformity assessment
procedures

1. Where the conformity assessment procedure requires the
involvement of a notified body, the manufacturer of devices
other than those listed in Article 41a(1), may apply to a
notified body of his choice, provided that the body is notified for
the conformity assessment activities, the conformity assessment
procedures and the devices concerned. Where a manufacturer
applies to a notified body located in a Member State other than
the one where it is registered, the manufacturer shall inform its
national authority responsible for the notified bodies of the
application. An application may not be lodged in parallel with
more than one notified body for the same conformity
assessment activity.

Amendment 146

Proposal for a regulation

Section 2 a (new) — Title — below Article 41

Text proposed by the Commission

Amendment

Section 2a — Additional provisions for the conformity
assessment of high-risk devices: Involvement of special notified
bodies
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Text proposed by the Commission

Amendment 147
Proposal for a regulation

Article 41 a (new)

Amendment

Article 41a

Involvement of special notified bodies in conformity assess-
ment procedures of high-risk devices

1.  Only special notified bodies (SNB) shall be entitled to
conduct conformity assessments for class D devices.

2. Applicant special notified bodies which consider they
fulfil the requirements for special notified bodies referred to in
Annex VI, point 3.6, shall submit their application to the
EMA.

3.  The application shall be accompanied by the fee payable
to the EMA to cover the costs relating to the examination of
the application.

4.  The EMA shall select the special notified bodies among
applicants, in accordance with requirements listed in Annex VI,
and adopt its opinion on the authorisation to perform
conformity assessments for devices listed in paragraph 1
within 90 days and send it to the Commission.

5. The Commission shall then publish the notification
accordingly and the names of the special notified bodies.

6.  This notification shall become valid the day after its
publication in the database of notified bodies developed and
managed by the Commission. The published notification shall
determine the scope of lawful activity of the special notified
body.

This notification shall be valid for five years and subject to
renewal every five years, following a new application to the
EMA.

7. The manufacturer of devices specified in paragraph 1
may apply to a special notified body of its choice, whose name
appears in the electronic system of Article 41b.

8. An application may not be lodged in parallel with more
than one special notified body for the same conformity
assessment activity.
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Text proposed by the Commission Amendment

9.  The Special notified body shall notify the EMA and the
Commission of applications for conformity assessments for
devices specified in paragraph 1.

10.  Article 41(2), (3) and (4) apply to special notified
bodies.

Amendment 148
Proposal for a regulation

Article 41 b (new)

Text proposed by the Commission Amendment

Article 41b
Electronic system on special notified bodies

1.  The Commission, in collaboration with the Agency, shall
establish and regularly update an electronic registration system

for:

— the registration of applications and granted authorisations
to perform conformity assessments as special notified
bodies under this Section and to collate and process
information on the name of the special notified bodies;

— the exchange of information with national authorities;
— and for the publication of assessment reports.

2. The information collated and processed in the electronic
system which relates to special notified bodies shall be entered
into the electronic registration system by the EMA.

3.  The information collated and processed in the electronic
system and which relates to special notified bodies shall be
accessible to the public.

Amendment 149
Proposal for a regulation

Article 41 ¢ (new)

Text proposed by the Commission Amendment

Article 41c¢
Network of special notified bodies

1. The EMA shall establish, host, coordinate and manage
the network of special notified bodies.
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2. The network shall have the following objectives:

Text proposed by the Commission

(@)

(b)

()

()

()

3.

to help realise the potential of European cooperation
regarding highly specialised medical technologies in the
area of in vitro diagnostic medical devices;

to contribute to the pooling of knowledge regarding in
vitro diagnostic medical devices;

to encourage the development of conformity assessment
benchmarks and to help develop and spread best practice
within and outside the network;

to help identify the experts in innovative fields;

to develop and update rules on conflicts of interest; and

to find common answers to similar challenges concerning
the conduct of conformity assessment procedures in
innovative technologies.

Meetings of the network shall be convened whenever

requested by at least two of its members or by the EMA. It
shall meet at least twice a year.

Amendment 150

Proposal for a regulation

Article 42

Amendment

Article 42

deleted

Mechanism for scrutiny of certain conformity assessments

Measures pursuant to this paragraph may be justified only by

one or more of the following criteria:
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Text proposed by the Commission Amendment

1.  Notified bodies shall notify the Commission of applica-
tions for conformity assessments for devices classified as class
D, with the exception of applications to supplement or renew
existing certificates. The notification shall be accompanied by
the draft instructions for use referred to in Section 17.3 of
Annex I and the draft summary of safety and performance
referred to in Article 24. In its notification the notified body
shall indicate the estimated date by which the conformity
assessment is to be completed. The Commission shall
immediately transmit the notification and the accompanying
documents to the MDCG.

2. Within 28 days of receipt of the information referred to
in paragraph 1, the MDCG may request the notified body to
submit a summary of the preliminary conformity assessment
prior to issuing a certificate. Upon suggestion by any of its
members or by the Commission, the MDCG shall decide on
making such request in accordance with the procedure set out
in Article 78(4) of Regulation [Ref. of future Regulation on
medical devices]. In its request the MDCG shall indicate the
scientifically valid health reason for having selected the
specific file for submission of a summary of the preliminary
conformity assessment. When selecting a specific file for
submission, the principle of equal treatment shall be duly
taken into account.

Within 5 days after receipt of the request by the MDCG, the
notified body shall inform the manufacturer thereof.

3. The MDCG may submit comments on the summary of
the preliminary conformity assessment at the latest 60 days
after submission of this summary. Within that period and at
the latest 30 days after submission, the MDCG may request
the submission of additional information that for scientifically
valid grounds are necessary for the analysis of the notified
body’s preliminary conformity assessment. This may include a
request for samples or an on-site visit to the manufacturer’s
premises. Until submission of the additional information
requested, the period for comments referred to in the first
sentence of this subparagraph shall be suspended. Subsequent
requests for additional information from the MDCG shall not
suspend the period for the submission of comments.

4. The notified body shall give due consideration to any
comments received in accordance with paragraph 3. It shall
convey to the Commission an explanation of how they have
been taken into consideration, including any due justification
for not following the comments received, and its final decision
regarding the conformity assessment in question. The Commis-
sion shall immediately transmit this information to the
MDCG.
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Text proposed by the Commission Amendment

5.  Where deemed necessary for the protection of patient
safety and public health, the Commission may determine, by
means of implementing acts, specific categories or groups of
devices, other than devices classified as class D, to which
paragraphs 1 to 4 shall apply during a predefined period of
time. Those implementing acts shall be adopted in accordance
with the examination procedure referred to in Article 84(3).

Measures pursuant to this paragraph may be justified only by
one or more of the following criteria:

(a) the novelty of the device or of the technology on which it is
based and the significant clinical or public health impact
thereof;

(b) an adverse change in the risk-benefit profile of a specific
category or group of devices due to scientifically valid
health concerns in respect of components or source
material or in respect of the impact on health in case of
failure;

(c) an increased rate of serious incidents reported in
accordance with Article 59 in respect of a specific category
or group of devices;

(d) significant discrepancies in the conformity assessments
carried out by different notified bodies on substantially
similar devices;

(e) public health concerns regarding a specific category or
group of devices or the technology on which they are based.

6.  The Commission shall make a summary of the comments
submitted in accordance with paragraph 3 and the outcome of
the conformity assessment procedure accessible to the public. It
shall not disclose any personal data or information of
commercially confidential nature.

7. The Commission shall set up the technical infrastructure
for the data-exchange by an electronic means between notified
bodies and MDCG for the purposes of this Article.

8. The Commission, by means of implementing acts, may
adopt the modalities and the procedural aspects concerning the
submission and analysis of the summary of the preliminary
conformity assessment in accordance with paragraphs 2 and 3.
Those implementing acts shall be adopted in accordance with
the examination procedure referred to in Article 84(3).
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Amendment 151
Proposal for a regulation

Article 42 a (new)

Text proposed by the Commission Amendment

Article 42a

Case-by-case assessment procedure for the conformity assess-
ments of certain high-risk devices

1.  Special notified bodies shall notify the Commission of
applications for conformity assessments for Class D devices,
with the exception of applications to renew existing certifi-
cates. The notification shall be accompanied by the draft
instructions for use referred to in Section 17.3 of Annex I and
the draft summary of safety and clinical performance referred
to in Article 24. In its notification the special notified body
shall indicate the estimated date by which the conformity
assessment is to be completed. The Commission shall
immediately transmit the notification and the accompanying
documents to the Coordination Group (CG) of the Assessment
Committee for Medical Devices (ACMD), referred to in
Article 76a. The CG shall immediately transmit the notifica-
tion and the accompanying documents to the relevant sub-

groups.

2. Within 20 days of receipt of the information referred to
in paragraph 1, the CG may decide, upon suggestion by at least
three of the members of the relevant sub-groups of the ACMD
or by the Commission, to request the special notified body to
submit the following documents prior to issuing a certificate:

— the summary of the preliminary conformity assessment;

— the clinical evidence report and the clinical performance
study report as referred to in Annex XII;

— data obtained from the post-market follow-up referred to
in Annex XII; and

— any information regarding the marketing or not of the
device in third countries and, where available, the results of
evaluation conducted by competent authorities in those
countries,

The members of the relevant sub-groups of the ACMD shall
decide on making such case-by-case requests notably on the
basis of the following criteria:

(a) the novelty of the device or of the technology on which it is
based and the significant clinical or public health impact
thereof;
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(b) an adverse change in the risk-benefit profile of a specific
category or group of devices due to scientifically valid
health concerns in respect of components or source
material or in respect of the impact on health in case of
failure;

(c) an increased rate of serious incidents reported in
accordance with Article 61 in respect of a specific category
or group of devices;

(d) significant discrepancies in the conformity assessments
carried out by different Special notified bodies on
substantially similar devices.

In the light of technical progress and any information which
becomes available, the Commission shall be empowered to
adopt delegated acts in accordance with Article 89 amending
or supplementing these criteria.

In its request the ACMD shall indicate the scientifically valid
health reason for having selected the specific file.

In the absence of request from the ACMD within 20 days of
receipt of the information referred to in paragraph 1, the
special notified body shall proceed with the conformity
assessment procedure.

3. The ACMD, following the consultation of the relevant
sub-groups, shall issue an opinion on the documents referred
to in paragraph 2 at the latest 60 days after its submission.
Within that period and at the latest 30 days after submission,
the ACMD may request the submission of additional
information that for scientifically valid grounds are necessary
for the analysis of the special notified body’s preliminary
conformity assessment. This may include a request for samples
or an on-site visit to the manufacturer’s premises. Until
submission of the additional information requested, the period
for comments referred to in the first sentence of this paragraph
shall be suspended. Subsequent requests for additional
information from the ACMD shall not suspend the period
for the submission of comments.

4.  In its opinion the ACMD may recommend modifications
of the documents referred to in paragraph 2.

5. The ACMD shall inform the Commission, the special
notified body and the manufacturer of its opinion within 5
days of its adoption.
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Amendment

6.  Within 15 days after receipt of the opinion referred to in
paragraph 5, the special notified body shall indicate whether or
not it agrees with the opinion of the ACMD. In the latter case,
it may give written notice to the ACMD that it wishes to
request a re-examination of the opinion. In that case, the
special notified body shall forward to the ACMD the detailed
grounds for the request within 30 days after receipt of the
opinion. The ACMD shall immediately transmit this informa-
tion to the Commission

Within 30 days following receipt of the grounds for the
request, the ACMD shall re-examine its opinion. The reasons
for the conclusion reached shall be annexed to the final
opinion.

7. Within 15 days after its adoption, the ACMD shall send
its final opinion to the Commission, the special notified body
and the manufacturer.

8. Within 15 days after receipt of the opinion referred to in
paragraph 6 in case of agreement by the special notified body
or of the final opinion as referred to in paragraph 7, the
Commission shall prepare, on the basis of the opinion, a draft
of the decision to be taken in respect of the examined
application for conformity assessment. This draft decision
shall include or make reference to the opinion referred to in
paragraph 6 and 7 as applicable. Where the draft decision is
not in accordance with the ACMD opinion, the Commission
shall annex a detailed explanation of the reasons for the
differences.

The draft decision shall be forwarded to the Member States,
the special notified body and the manufacturer.

The Commission shall take a final decision in accordance with
and within 15 days after the end of, the examination procedure
referred to in Article 84(3).

9. Where deemed necessary for the protection of patient
safety and public health, the Commission shall be empowered
to adopt delegated acts in accordance with Article 85 to
determine, specific categories or groups of devices, other than
devices referred to in paragraph 1, to which paragraphs 1to 8
shall apply during a predefined period of time.

Measures pursuant to this paragraph may be justified only by
one or more of the criteria referred to in paragraph 2.

10.  The Commission shall make a summary of the opinions
referred to in paragraphs 6 and 7 accessible to the public. It
shall not disclose any personal data or information of a
commercially confidential nature.
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Text proposed by the Commission

Amendment

11. The Commission shall set up the technical infrastruc-
ture for the data-exchange by electronic means between special
notified bodies and the ACMD and between the ACMD and
itself for the purposes of this Article.

12.  The Commission, by means of implementing acts, may
adopt the modalities and the procedural aspects concerning the
submission and analysis of the documentation provided in
accordance with this Article. Those implementing acts shall be
adopted in accordance with the examination procedure referred
to in Article 84(3).

13.  Special notified bodies shall notify the Commission of
applications for conformity assessments for Class D devices,
with the exception of applications to renew existing certifi-
cates. The notification shall be accompanied by the draft
instructions for use referred to in Section 17.3 of Annex I and
the draft summary of safety and clinical performance referred
to in Article 24. In its notification the special notified body
shall indicate the estimated date by which the conformity
assessment is to be completed. The Commission shall
immediately transmit the notification and the accompanying
documents to the Coordination Group (CG) of the Assessment
Committee for Medical Devices (ACMD), referred to in
Article 76a. The CG shall immediately transmit the notifica-
tion and the accompanying documents to the relevant sub-

groups.

Amendment 152

Proposal for a regulation

Article 44 — paragraph 1 — introductory part

Text proposed by the Commission

1. In cases where a manufacturer terminates his contract
with a notified body and enters into a contract with another
notified body in respect of the conformity assessment of the
same device, the modalities of the change of notified body shall
be clearly defined in an agreement between the manufacturer,
the outgoing notified body and the incoming notified body. This
agreement shall address at least the following aspects:

Amendment

1.  Where a manufacturer decides to terminate his contract
with a notified body and enters into a contract with another
notified body in respect of the conformity assessment of the
same device, it shall inform its national authority responsible
for the notified bodies of this change. The modalities of the
change of notified body shall be clearly defined in an agreement
between the manufacturer, the outgoing notified body and the
incoming notified body. This agreement shall address at least the
following aspects:



10.6.2016

Official Journal of the European Union C 208/249

Tuesday 22 October 2013

Amendments 259 and 269
Proposal for a regulation

Article 44a (new)

Text proposed by the Commission Amendment

Article 44a

Additional assessment procedure in extraordinary cases

1.  Special notified bodies shall notify the Commission of
applications for conformity assessments for Class D devices,
where no CTS standard exists, with the exception of
applications to renew or supplement existing certificates. The
notification shall be accompanied by the draft instructions for
use referred to in Section 17.3 of Annex I and the draft
summary of safety and clinical performance referred to in
Article 24. In its notification the Special notified body shall
indicate the estimated date by which the conformity assess-
ment is to be completed. The Commission shall immediately
transmit the notification and the accompanying documents to
the Medical Device Coordination Group (MDCG) for an
opinion. In making its opinion, the MDCG may seek a clinical
assessment from the relevant experts of the Assessment
Committee for Medical Devices (ACMD), referred to in
Atrticle 76a.

2. Within 20 days of receipt of the information referred to
in paragraph 1, the MDCG may decide to request the special
notified body to submit the following documents prior to
issuing a certificate:

— the clinical evidence report and the clinical performance
study report as referred to in Annex XII,

— data obtained from the post market follow-up referred to in
Annex XII, and

— any information regarding the marketing or not of the
device in third countries and, where available, the results of
evaluation conducted by competent authorities in those
countries,

The members of the MDCG shall decide on making such a
request on the basis of the following criteria:

(a) the novelty of the device with possible major clinical or
health impact

(b) an adverse change in the risk-benefit profile of a specific
category or group of devices due to scientifically valid
health concerns in respect of components or source
material or in respect of the impact on health in case of
failure;
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(c) an increased rate of serious incidents reported in
accordance with Article 61 in respect of a specific category
or group of devices;

In the light of technical progress and any information which
becomes available, the Commission shall be empowered to
adopt delegated acts in accordance with Article 89 amending
or supplementing these criteria.

In its request the MDCG shall indicate the scientifically valid
health reason for having selected the specific file.

In the absence of a request from the MDCG within 20 days of
receipt of the information referred to in paragraph 1, the
Special notified body shall proceed with the conformity
assessment procedure.

3. The MDCG, following the consultation of the ACMD
shall issue a MDCG opinion on the documents referred to in
paragraph 2 at the latest 60 days after its submission. Within
that period and at the latest 30 days after submission, the
ACMD through the MDCG may request the submission of
additional information that for scientifically valid grounds are
necessary for the analysis of the documents referred to in
paragraph 2. This may include a request for samples or an on-
site visit to the manufacturer’s premises. Until submission of
the additional information requested, the period for comments
referred to in the first sentence of this paragraph shall be
suspended. Subsequent requests for additional information
from the MDCG shall not suspend the period for the
submission of comments.

4. In its opinion the MDCG shall take into account the
clinical assesment of the ACMD. The MDCG may recommend
modifications of the documents referred to in paragraph 2.

5. The MDCG shall inform the Commission, the Special
notified body and the manufacturer of its opinion.

6.  Within 15 days after receipt of the opinion referred to in
paragraph 5, the Special notified body shall indicate whether
or not it agrees with the opinion of the MDCG. In the latter
case, it may give written notice to the MDCG that it wishes to
request a re-examination of the opinion. In that case, the
Special notified body shall forward to the MDCG the detailed
grounds for the request within 30 days after receipt of the
opinion. The MDCG shall immediately transmit this informa-
tion to the Commission
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Amendment

Within 30 days following receipt of the grounds for the
request, the MDCG shall re-examine its opinion. The reasons
for the conclusion reached shall be annexed to the final
opinion.

7. Immediately after its adoption, the MDCG shall send its
final opinion to the Commission, the Special notified body and
the manufacturer.

8. In case of a favourable MDCG opinion, the special
notified body may proceed with the certification.

However if the favourable MDCG opinion is dependent on the
application of specific measures (e.g. adaptation of the post-
market clinical follow-up plan, certification with a time limit),
the special notified body shall issue the certificate of
conformity only on condition that those measures are fully
implemented.

Following the adoption of a favourable opinion, the Commis-
sion shall always explore the possibility of adopting, common
technical standards for the device of group of devices
concerned and adopt them where possible.

In case of an unfavourable MDCG opinion, the special notified
body shall not deliver the certificate of conformity. Never-
theless, the special notified body may submit new information
in response to the explanation included in the MDCG
assessment. If the new information is substantially different
to that which has been previously submitted the MDCG shall
reassess the application.

At the request of the manufacturer, the Commission shall
organise a hearing allowing discussion on the scientific
grounds for the unfavourable scientific assessment and any
action that the manufacturer may take or data that may be
submitted to address the MDCG concerns.

9. Where deemed necessary for the protection of patient
safety and public health, the Commission shall be empowered
to adopt delegated acts in accordance with Article 85 to
determine, specific categories or groups of devices, other than
devices referred to in paragraph 1, to which paragraphs 1to 8
shall apply during a predefined period of time.

Measures pursuant to this paragraph may be justified only by
one or more of the criteria referred to in paragraph 2.

10.  The Commission shall make a summary of the opinion
referred to in paragraphs 6 and 7 accessible to the public. It
shall not disclose any personal data or information of a
commercially confidential nature.
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Text proposed by the Commission

Chapter VI

Clinical evidence

11. The Commission shall set up the technical infrastruc-
ture for the data-exchange by electronic means between the
MDCG, the Special notified bodies and the ACMD and
between the ACMD and itself for the purposes of this Article.

12.  The Commission, by means of implementing acts, may
adopt the modalities and the procedural aspects concerning the
submission and analysis of the documentation provided in
accordance with this Article. Those implementing acts shall be
adopted in accordance with the examination procedure referred
to in Article 84(3).

13.  The company concerned shall not be charged for the
additional costs due to this assessment.

Amendment 153
Proposal for a regulation

Chapter VI — title

Amendment

Chapter V (¥)

Clinical evidence

(*)  As a consequence of this amendment, this Chapter will cover Articles 47,
48, 49, 49a, 50, 51, 52, 53, 54, 55, 57, 58
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Amendment 154

Proposal for a regulation

Article 47 — paragraph 1

Text proposed by the Commission

1. The demonstration of conformity with the general safety
and performance requirements set out in Annex I, under normal
conditions of use, shall be based on clinical evidence.

Amendment

1. The demonstration of conformity with the general safety
and performance requirements set out in Annex I, under normal
conditions of use, shall be based on clinical evidence, or
additional safety data for general safety and performance
requirements not covered by clinical evidence.

Amendment 155

Proposal for a regulation

Article 47 — paragraph 3 a (new)

Text proposed by the Commission

Amendment

3a. Where the manufacturer claims andfor describes a
clinical use, evidence attesting to that use shall constitute part
of the requirements.

Amendment 156

Proposal for a regulation

Article 47 — paragraph 4 — subparagraph 2 (new)

Text proposed by the Commission

Amendment

Exemption from demonstration of conformity with general
safety and performance requirements based on clinical data
under the first subparagraph shall be subject to prior approval
by the competent authority.
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Amendment 157

Proposal for a regulation

Article 47 — paragraph 5

Text proposed by the Commission

5. The scientific validity data, the analytical performance data
and, where applicable, the clinical performance data shall be
summarised as part of a clinical evidence report referred to in
Section 3 of Part A of Annex XII. The clinical evidence report
shall be included or fully referenced in the technical documenta-
tion referred to in Annex II relating to the device concerned.

Amendment

5. The scientific validity data, the analytical performance data
and, where applicable, the clinical performance data shall be
summarised as part of a clinical evidence report referred to in
Section 3 of Part A of Annex XII The clinical evidence report
shall be included in the technical documentation referred to in
Annex 1I relating to the device concerned.

Amendment 158

Proposal for a regulation

Article 48 — paragraph 1 — point a

Text proposed by the Commission

(a) to verify that, under normal conditions of use, the devices are
designed, manufactured and packaged in such a way that
they are suitable for one or more of the specific purposes of
an in vitro diagnostic medical device referred to in number (2)
of Article 2, and achieve the performance intended as
specified by the manufacturers;

Amendment

(a) to verify that, under normal conditions of use, the devices are
designed, manufactured and packaged in such a way that
they are suitable for one or more of the specific purposes of
an in vitro diagnostic medical device referred to in number (2)
of Article 2, and achieve the performance intended as
specified by the manufacturers or sponsor;

Amendment 159

Proposal for a regulation

Article 48 — paragraph 1 — point b

Text proposed by the Commission

(b) to verify that devices achieve the intended benefits to the
patient as specified by the manufacturer;

Amendment

(b) to verify the clinical safety and efficacy of the device,
including the intended benefits to the patient, when used for
the intended purpose, in the target population and in
accordance with the instructions of use;



10.6.2016

Official Journal of the European Union

C 208/255

Tuesday 22 October 2013

Amendment 160

Proposal for a regulation

Article 48 — paragraph 4

Text proposed by the Commission

4. All clinical performance studies shall be designed and
conducted in a way that the rights, safety and well-being of the
subjects participating in such clinical performance studies are
protected and that the clinical data generated in the clinical
performance study are going to be reliable and robust.

Amendment

4. All clinical performance studies shall be designed and
conducted in a way that the rights, safety and well-being of the
subjects participating in such clinical performance studies are
protected and that the clinical data generated in the clinical
performance study are going to be reliable and robust. Such
studies shall not be conducted if the risks associated with the
investigation are not medically justifiable in terms of the
potential benefits of the device.

Amendment 161

Proposal for a regulation

Article 48 — paragraph 6

Text proposed by the Commission

6.  For interventional clinical performance studies, as defined
in number (37) of Article 2, and for other clinical performance
studies, where the conduct of the study, including specimen
collection, involves invasive procedures or other risks for the
subjects of the studies, the requirements set out in Articles 49 to
58 and in Annex XIII shall apply, in addition to the obligations
laid down in this Article.

Amendment

6.  For interventional clinical performance studies, as defined
in number (37) of Article 2, and for other clinical performance
studies, where the conduct of the study, including specimen
collection, involves invasive procedures or other risks for the
subjects of the studies, the requirements set out in Articles 49 to
58 and in Annex XIII shall apply, in addition to the obligations
laid down in this Article. The Commission shall be empowered
to adopt delegated acts in accordance with Article 85
concerning the provision of a list with negligible risks, which
allows a derogation to be made from the relevant Article.

Amendment 162

Proposal for a regulation

Article 49 — paragraph 2 — subparagraph 1

Text proposed by the Commission

2. The sponsor of a clinical performance study shall submit
an application to the Member State(s) in which the study is to be
conducted accompanied by the documentation referred to in
Annex XIII. Within six days after receipt of the application, the
Member State concerned shall notify the sponsor whether the
clinical performance study falls within the scope of this
Regulation and whether the application is complete.

Amendment

2. The sponsor of a clinical performance study shall submit
an application to the Member State(s) in which the study is to be
conducted accompanied by the documentation referred to in
Annex XIII. Within 14 days after receipt of the application, the
Member State concerned shall notify the sponsor whether the
clinical performance study falls within the scope of this
Regulation and whether the application is complete.
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Text proposed by the Commission

Amendment

In case of more than one Member State concerned,
where a Member State disagrees with the coordinating Member
State on whether the clinical performance study should be
approved, on grounds other than intrinsically national, local or
ethical concerns, the Member States concerned shall make an
attempt to agree on a conclusion. If no conclusion is found, the
Commission shall take a decision after having consulted the
Member States concerned, and if appropriate, having taken
advice from the MDCG.

In case where the concerned Member States object to the
clinical performance study for intrinsically national, local or
ethical concerns the clinical performance study should not take
place in the Member States concerned.

Amendment 163

Proposal for a regulation

Article 49 — paragraph 3 — subparagraph 1

Text proposed by the Commission

Where the Member State finds that the clinical performance
study applied for does not fall within the scope of this
Regulation or that the application is not complete, it shall
inform the sponsor thereof and shall set a maximum of six days
for the sponsor to comment or to complete the application.

Amendment

Where the Member State finds that the clinical performance
study applied for does not fall within the scope of this
Regulation or that the application is not complete, it shall
inform the sponsor thereof and shall set a maximum of ten days
for the sponsor to comment or to complete the application.

Amendment 164

Proposal for a regulation

Article 49 — paragraph 3 — subparagraph 3

Text proposed by the Commission

Where the Member State has not notified the sponsor according
to paragraph 2 within three days following receipt of the
comments or of the completed application, the clinical
performance study shall be considered as falling within the
scope of this Regulation and the application shall be considered
complete.

Amendment

Where the Member State has not notified the sponsor according
to paragraph 2 within seven days following receipt of the
comments or of the completed application, the clinical
performance study shall be considered as falling within the
scope of this Regulation and the application shall be considered
complete.
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Amendment 165

Proposal for a regulation

Article 49 — paragraph 5 — point ¢

Text proposed by the Commission

c) after the expiry of 35 days after the validation date referred to
in paragraph 4, unless the Member State concerned has
notified the sponsor within that period of its refusal based on
considerations of public health, patient safety or public policy.

Amendment

¢) after the expiry of 60 days after the validation date referred to
in paragraph 4, unless the Member State concerned has
notified the sponsor within that period of its refusal based on
considerations of public health, patient safety or public policy.

Amendment 166

Proposal for a regulation

Article 49 — paragraph 5 a (new)

Text proposed by the Commission

Amendment

5a. Member States shall ensure that a clinical performance
study is suspended, cancelled or temporarily interrupted if in
the light of new facts it would no longer be approved by the
competent authority or if it would no longer receive a
favourable opinion from the ethics committee.

Amendment 167

Proposal for a regulation

Article 49 — paragraphs 6 a to 6 e (new)

Text proposed by the Commission

Amendment

6a.  Every step in the clinical performance study, from first
consideration of the need and justification for the study to the
publication of the results, shall be carried out in accordance
with recognised ethical principles, such as those laid down in
the World Medical Association Declaration of Helsinki on
Ethical Principles for Medical Research Involving Human
Subjects adopted by the 18th World Medical Assembly in
Helsinki in 1964 and last amended by the 59th World Medical
Association General Assembly in Seoul in 2008.

6b.  Authorisation by the Member State concerned for
conducting a clinical performance study under this Article
shall be granted only after examination and approval by an
independent ethics committee in accordance with the World
Medical Association’s Declaration of Helsinki.

6c.  The examination of the Ethics Committee shall cover in
particular the medical justification for the study, the consent
of the test subjects participating in the clinical performance
study following the provision of full information about the
clinical performance study and the suitability of the investi-
gators and investigation facilities.
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Text proposed by the Commission

The ethics committee shall act in accordance with the
respective laws and regulations of the country or countries in
which the study is to be conducted and shall abide by all
relevant international norms and standards. It shall also work
with such efficiency as to enable the Member State concerned
to comply with the procedural deadlines set out in this Chapter.

The ethics committee shall be made up of an appropriate
number of members, who together are in possession of the
relevant qualifications and experience in order to be able to
assess the scientific, medical and ethical aspects of the clinical
investigation under scrutiny.

The members of the Ethics Committee assessing the applica-
tion for a clinical performance study shall be independent from
the sponsor, the institution of the performance study site, and
the investigators involved, as well as free of any other undue
influence. Names, qualifications, and declaration of interest of
the assessors of the application shall be made publicly
available.

6d. Member States shall take the necessary measures to
establish Ethics Committees in the field of clinical performance
studies where such committees do not exist, and to facilitate
their work.

6e. The Commission shall facilitate cooperation of ethics
committees and the sharing of best practices on ethical issues
including the procedures and principles of ethical assessment.

The Commission shall develop guidelines on patient involve-
ment in ethics committees, drawing upon existing good
practices.

Amendment 168
Proposal for a regulation

Article 49 a (new)

Amendment

Article 49a

Supervision by Member States

1. Member States shall appoint inspectors to supervise
compliance with this Regulation and shall ensure that those
inspectors are adequately qualified and trained.

2. Inspections shall be conducted under the responsibility of
the Member State where the inspection takes place.
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Amendment

3.  Where a Member State intends to carry out an inspection
with regard to one or several interventional clinical perfor-
mance studies which are conducted in more than one Member
State, it shall notify its intention to the other Member States
concerned, the Commission and the EMA, through the Union
portal, and shall inform them of its findings after the

inspection.

4. The MDCG shall coordinate cooperation on inspections
between Member States and on inspections conducted by
Member States in third countries.

5.  Following an inspection, the Member State under whose
responsibility the inspection has been conducted shall draw up
an inspection report. That Member State shall make the
inspection report available to the sponsor of the relevant
clinical trial and shall submit the inspection report through the
Union portal to the Union database. When making the
inspection report available to the sponsor, the Member State
concerned shall ensure that confidentiality is protected.

6. The Commission shall specify the details for the
arrangement of the inspection procedures by means of
implementing acts in accordance with Article 85.

Amendment 169

Proposal for a regulation

Article 50 — paragraph 1 — point g a (new)

Text proposed by the Commission

Amendment

(g a) the methodology to be used, the number of subjects
involved and the intended result of the study.

Amendment 170

Proposal for a regulation

Article 51

Text proposed by the Commission

1. The Commission shall, in collaboration with the Member
States, set up and manage an electronic system on interventional
clinical performance studies and other clinical performance
studies involving risks for the subjects of the studies to create the
single identification numbers for such clinical performance
studies referred to in Article 49(1) and to collate and process the
following information:

(a) the registration of clinical performance studies in accordance
with Article 50;

Amendment

1. The Commission shall, in collaboration with the Member
States, set up and manage an electronic system on interventional
clinical performance studies and other clinical performance
studies involving risks for the subjects of the studies to create the
single identification numbers for such clinical performance
studies referred to in Article 49(1) and to collate and process the
following information:

(a) the registration of clinical performance studies in accordance
with Article 50;
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Text proposed by the Commission

(b) the exchange of information between the Member States and
between them and the Commission in accordance with
Article 54;

(c) the information related to clinical performance studies
conducted in more than one Member State in case of a
single application in accordance with Article 56;

(d) the reports on serious adverse events and device deficiencies
referred to in Article 57(2) in case of single application in
accordance with Article 56.

2. When setting up the electronic system referred in
paragraph 1, the Commission shall ensure that it is interoperable
with the EU database for clinical trials on medicinal products for
human use set up in accordance with Article [...] of Regulation
(EU) No [Ref. of future Regulation on clinical trials]. With the
exception of the information referred to in Article 50, the
information collated and processed in the electronic system shall
be accessible only to the Member States and to the Commission.

3. The Commission shall be empowered to adopt delegated
acts in accordance with Article 85 determining which other
information regarding clinical performance studies collated and
processed in the electronic system shall be publicly accessible to
allow interoperability with the EU database for clinical trials on
medicinal products for human use set up by Regulation (EU) No
[Ref. of future Regulation on clinical trials]. Article 50(3) and (4)
shall apply.

Amendment

(b) the exchange of information between the Member States and
between them and the Commission in accordance with
Article 54;

(c) the information related to clinical performance studies
conducted in more than one Member State in case of a
single application in accordance with Article 56;

(d) the reports on serious adverse events and device deficiencies
referred to in Article 57(2) in case of single application in
accordance with Article 56.

(da) the clinical performance study report and summary
submitted by the sponsor in accordance with Article 55

(3)

2. When setting up the electronic system referred in
paragraph 1, the Commission shall ensure that it is interoperable
with the EU database for clinical trials on medicinal products for
human use set up in accordance with Article [...] of Regulation
(EU) No [Ref. of future Regulation on clinical trials]. With the
exception of the information referred to in Article 50 and in
points (d) and (da) of Article 51, the information collated and
processed in the electronic system shall be accessible only to the
Member States and to the Commission. The Commission shall
also ensure that healthcare professionals have access to the
electronic system.

The information referred to in points (d) and (da) of Article 51
shall be accessible to the public in accordance with Article 50
(3) and (4).

2a.  Upon a reasoned request, all information on a specific
in vitro diagnostic medical device available in the electronic
system shall be made accessible to the party requesting it, save
where the confidentiality of all or parts of the information is
justified in accordance with Article 50(3).

3. The Commission shall be empowered to adopt delegated
acts in accordance with Article 85 determining which other
information regarding clinical performance studies collated and
processed in the electronic system shall be publicly accessible to
allow interoperability with the EU database for clinical trials on
medicinal products for human use set up by Regulation (EU) No
[Ref. of future Regulation on clinical trials]. Article 50(3) and (4)
shall apply.
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Amendment 171

Proposal for a regulation

Article 54 — paragraph 1

Text proposed by the Commission

1. Where a Member State has refused, suspended or
terminated a clinical performance study, or has called for a
substantial modification or temporary halt of a clinical
performance study, or has been notified by the sponsor of the
early termination of a clinical performance study on safety
grounds, that Member State shall communicate its decision and
the grounds therefor to all Member States and the Commission
by means of the electronic system referred to in Article 51.

Amendment

1.  Where a Member State has refused, suspended or
terminated a clinical performance study, or has called for a
substantial modification or temporary halt of a clinical
performance study, or has been notified by the sponsor of the
early termination of a clinical performance study on safety or
efficacy grounds, that Member State shall communicate such
facts and its decision and the grounds for that decision to all
Member States and the Commission by means of the electronic
system referred to in Article 51.

Amendment 172

Proposal for a regulation

Article 55 — paragraph 1

Text proposed by the Commission

1. If the sponsor has temporarily halted a clinical perfor-
mance study on safety grounds, he shall inform the Member
States concerned within 15 days of the temporary halt.

Amendment

1. If the sponsor has temporarily halted a clinical perfor-
mance study on safety or efficacy grounds, he shall inform the
Member States concerned within 15 days of the temporary halt.

Amendment 173

Proposal for a regulation

Article 55 — paragraph 2 — subparagraph 1

Text proposed by the Commission

The sponsor shall notify each Member State concerned of the
end of a clinical performance study in relation to that Member
State, providing a justification in the event of early termination.
That notification shall be made within 15 days from the end of
the clinical performance study in relation to that Member State.

Amendment

The sponsor shall notify each Member State concerned of the
end of a clinical performance study in relation to that Member
State, providing a justification in the event of early termination,
so that all Member States can inform sponsors conducting
similar clinical performance studies at the same time within
the Union of the results of that clinical performance study.
That notification shall be made within 15 days from the end of
the clinical performance study in relation to that Member State.
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Amendment 174

Proposal for a regulation

Article 55 — paragraph 2 — subparagraph 2

Text proposed by the Commission

If the study is conducted in more than one Member State, the
sponsor shall notify all Member States concerned of the overall
end of the clinical performance study. That notification shall be
made within 15 days from the overall end of the clinical
performance study.

Amendment

If the study is conducted in more than one Member State, the
sponsor shall notify all Member States concerned of the overall
end of the clinical performance study. Information on the
reasons for the early termination of the clinical performance
study shall also be provided to all Member States, so that all
Member States can inform sponsors conducting similar clinical
performance studies, at the same time within the Union, of the
results of that the clinical performance study. That notification
shall be made within 15 days from the overall end of the clinical
performance study.

Amendment 175

Proposal for a regulation

Article 55 — paragraphs 3 and 3 a (new)

Text proposed by the Commission

3. Within one year from the end of the clinical performance
study, the sponsor shall submit to the Member States concerned
a summary of the results of the clinical performance study in
form of a clinical performance study report referred to in
Section 2.3.3 of Part A of Annex XII. Where, for scientific
reasons, it is not possible to submit the clinical performance
study report within one year, it shall be submitted as soon as it is
available. In this case, the clinical performance study protocol
referred to in Section 2.3.2 of Part A of Annex XII shall specify
when the results of the clinical performance study are going to
be submitted, together with an explanation.

Amendment

3. Irrespective of the outcome of the clinical performance
study, within one year from the end of the clinical performance
study or from its early termination, the sponsor shall submit to
the Member States concerned the results of the clinical
performance study in form of a clinical performance study
report referred to in Section 2.3.3 of Part A of Annex XIL. It
shall be accompanied by a summary presented in terms that
are easily understandable to a layperson. Both the report and
the summary shall be submitted by the sponsor by means of
the electronic system referred to in Article 51.

Where, for justified scientific reasons, it is not possible to
submit the clinical performance study report within one year, it
shall be submitted as soon as it is available. In this case, the
clinical performance study protocol referred to in Section 2.3.2
of Part A of Annex XII shall specify when the results of the
clinical performance study are going to be submitted, together
with a justification.

3a.  The Commission shall be empowered to adopt delegated
acts in accordance with Article 85 in order to define the
content and structure of the layperson’s summary.

The Commission shall be empowered to adopt delegated acts in
accordance with Article 85 in order to establish rules for the
communication of the clinical performance study report.
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Amendment

For cases where the sponsor decides to share raw data on a
voluntary basis, the Commission shall produce guidelines for
the formatting and sharing of that data.

Amendment 176

Proposal for a regulation

Article 56 — paragraph 2

Text proposed by the Commission

2. Inthe single application, the sponsor shall propose one of
the Member States concerned as coordinating Member State. If
that Member State does not wish to be the coordinating
Member State, it shall agree, within six days of submission of
the single application, with another Member State concerned
that the latter shall be the coordinating Member State. If no
other Member State accepts to be the coordinating Member
State, the Member State proposed by the sponsor shall be the
coordinating Member State. If another Member State than the
one proposed by the sponsor becomes coordinating Member
State, the deadlines referred to in Article 49(2) shall start on
the day following the acceptance.

Amendment

2. The Member States concerned shall agree, within six days
of submission of the single application, which Member State
shall be the coordinating Member State. Member States and the
Commission shall agree, in the framework of the attributions
of the Medical Devices Coordination Group, on clear rules for
designating the coordinating Member State.

Amendment 177

Proposal for a regulation

Article 56 — paragraph 5

Text proposed by the Commission

5.  For the purpose of Article 55(3), the sponsor shall
submit the clinical performance study report to the Member
States concerned by means of the electronic system referred to
in Article 51.

Amendment

deleted

Amendment 178

Proposal for a regulation

Article 57 — paragraph 2 — subparagraph 1 — point a

Text proposed by the Commission

(a) a serious adverse event that has a causal relationship with
the device for performance evaluation, the comparator or the
study procedure or where such causal relationship is
reasonably possible;

Amendment

(a) any adverse event that has a causal relationship with the
device for performance evaluation, the comparator or the
study procedure or where such causal relationship is
reasonably possible;
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Amendment 179

Proposal for a regulation

Chapter VII — title

Text proposed by the Commission

Chapter VII

Vigilance and market surveillance

Amendment

Chapter VIII (*)

Vigilance and market surveillance

() As a consequence of this amendment, this Chapter will cover Articles 59

to 73.

Amendment 180

Proposal for a regulation

Article 59

Text proposed by the Commission

1. Manufacturers of devices, other than devices for perfor-
mance evaluation, shall report through the electronic system
referred to in Article 60 the following:

(a) any serious incident in respect of devices made available on
the Union market;

(b) any field safety corrective action in respect of devices made
available on the Union market, including any field safety
corrective action undertaken in a third country in relation to
a device which is also legally made available on the Union
market if the reason for the field safety corrective action is
not limited to the device made available in the third country.

Manufacturers shall make the report referred to in the first
subparagraph without delay, and no later than 15 days after they
have become aware of the event and the causal relationship with
their device or that such causal relationship is reasonably
possible. The time period for reporting shall take account of the
severity of the incident. Where necessary to ensure timely
reporting, the manufacturer may submit an initial incomplete
report followed up by a complete report.

Amendment

1. Manufacturers of devices, other than devices for perfor-
mance evaluation, shall report through the electronic system
referred to in Article 60 the following:

(a) any incident, including date and place of incident, with an
indication of whether it is serious in accordance with the
definition under Article 2, in respect of devices made
available on the Union market; where available, the
manufacturer shall include information on the patient or
user and healthcare professional involved in the incident;

=

any field safety corrective action in respect of devices made
available on the Union market, including any field safety
corrective action undertaken in a third country in relation to
a device which is also legally made available on the Union
market if the reason for the field safety corrective action is
not limited to the device made available in the third country.

Manufacturers shall make the report referred to in the first
subparagraph without delay, and no later than 15 days after they
have become aware of the event and the causal relationship with
their device or that such causal relationship is reasonably
possible. The time period for reporting shall take account of the
severity of the incident. Where necessary to ensure timely
reporting, the manufacturer may submit an initial incomplete
report followed up by a complete report.
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Text proposed by the Commission

2. For similar serious incidents occurring with the same
device or device type and for which the root cause has been
identified or the field safety corrective action implemented,
manufacturers may provide periodic summary reports instead of
individual incident reports, on condition that the competent
authorities referred to in points (a), (b) and (c) of Article 60(5)
have agreed with the manufacturer on the format, content and
frequency of the periodic summary reporting.

3. The Member States shall take all appropriate measures to
encourage healthcare professionals, users and patients to report
to their competent authorities suspected serious incidents
referred to in point (a) of paragraph 1.

They shall record such reports centrally at national level. Where
a competent authority of a Member State obtains such reports, it
shall take the necessary steps to ensure that the manufacturer
of the device concerned is informed of the incident. The
manufacturer shall ensure the appropriate follow-up.

The Member States shall coordinate between them the
development of standard web-based structured forms for
reporting of serious incidents by healthcare professionals, users
and patients.

4. Health institutions manufacturing and using devices
referred to in Article 4(4) shall report any serious incidents
and field safety corrective actions referred to in paragraph 1 to
the competent authority of the Member State in which the health
institution is located.

Tuesday 22 October 2013

Amendment

2. For similar incidents occurring with the same device or
device type and for which the root cause has been identified or
the field safety corrective action implemented, manufacturers
may provide periodic summary reports instead of individual
incident reports, on condition that the competent authorities
referred to in points (a), (b) and (c) of Article 60(5) have agreed
with the manufacturer on the format, content and frequency of
the periodic summary reporting.

3. The Member States shall take all appropriate measures,
including targeted information campaigns, to encourage and
enable healthcare professionals, including doctors and pharma-
cists, users and patients to report to their competent authorities
suspected serious incidents referred to in point (a) of
paragraph 1. They shall inform the Commission of those
measures.

The competent authorities of the Member States shall record
such reports centrally at national level. Where a competent
authority of a Member State obtains such reports, it shall inform
the manufacturer of the device concerned without delay. The
manufacturer shall ensure the appropriate follow-up.

The competent authority of a Member State shall notify the
reports referred to in the first subparagraph to the electronic
system referred to in Article 60 without delay, unless the same
incident has already been reported by the manufacturer.

The Commission, in cooperation with the Member States and in
consultation with the relevant stakeholders, shall develop
standard forms for electronic and non-electronic reporting of
incidents by healthcare professionals, users and patients.

4. Health institutions manufacturing and using devices
referred to in Article 4(4) shall immediately report any incidents
and field safety corrective actions referred to in paragraph 1 to
the competent authority of the Member State in which the health
institution is located.

Amendment 181

Proposal for a regulation
Article 60

Text proposed by the Commission

1. The Commission shall, in collaboration with the Member
States, set up and manage an electronic system to collate and
process the following information:

(a) the reports by manufacturers on serious incidents and field
safety corrective actions referred to in Article 59(1);

Amendment

1. The Commission shall, in collaboration with the Member
States, set up and manage an electronic system to collate and
process the following information:

(a) the reports by manufacturers on incidents and field safety
corrective actions referred to in Article 59(1);
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Text proposed by the Commission

(b) the periodic summary reports by manufacturers referred to
in Article 59(2);

(c) the reports by competent authorities on serious incidents
referred to in the second subparagraph of Article 61(1)

(d) the reports by manufacturers on trends referred to in
Article 62;

(e) the field safety notices by manufacturers referred to in
Article 61(4);

(f) the information to be exchanged between the competent
authorities of the Member States and between them and the
Commission in accordance with Article 61(3) and (6).

2. The information collated and processed by the electronic
system shall be accessible to the competent authorities of the
Member States, to the Commission and to the notified bodies.

3. The Commission shall ensure that healthcare profes-
sionals and the public have appropriate levels of access to the
electronic system.

4. On the basis of arrangements between the Commission
and competent authorities of third countries or international
organisations, the Commission may grant those competent
authorities or international organisations access to the database
at the appropriate level. Those arrangements shall be based on
reciprocity and make provision for confidentiality and data
protection equivalent to those applicable in the Union.

5. The reports on serious incidents and field safety corrective
actions referred to in points (a) and (b) of Article 59(1), the
periodic summary reports referred to in Article 59(2), the
reports on serious incidents referred to in the second
subparagraph of Article 61(1) and the trend reports referred
to in Article 62 shall be automatically transmitted upon receipt
via the electronic system to the competent authorities of the
following Member States

(a) the Member State where the incident occurred;

(b) the Member State where the field safety corrective action is
being or is to be undertaken;

Amendment

(b) the periodic summary reports by manufacturers referred to
in Article 59(2);

(c) the reports by competent authorities on incidents referred to
in the second subparagraph of Article 61(1)

(d) the reports by manufacturers on trends referred to in
Article 62;

(e) the field safety notices by manufacturers referred to in
Article 61(4);

(f) the information to be exchanged between the competent
authorities of the Member States and between them and the
Commission in accordance with Article 61(3) and (6).

(f a) the reports by competent authorities on serious incidents
and field safety corrective actions taken within health
institutions involving devices referred to in Article 4(4)

2. The information collated and processed by the electronic
system shall be accessible to the competent authorities of the
Member States, to the Commission, to the notified bodies, to
healthcare professionals and also to manufacturers where the
information pertains to their own product.

3. The Commission shall ensure that the public has an
appropriate level of access to the electronic system. Where
information is requested on a specific in vitro diagnostic
medical device, that information shall be made available
without delay and within 15 days at the latest.

4. On the basis of arrangements between the Commission
and competent authorities of third countries or international
organisations, the Commission may grant those competent
authorities or international organisations access to the database
at the appropriate level. Those arrangements shall be based on
reciprocity and make provision for confidentiality and data
protection equivalent to those applicable in the Union.

5. The reports on incidents and field safety corrective actions
referred to in points (a) and (b) of Article 59(1), the periodic
summary reports referred to in Article 59(2), the reports on
incidents referred to in the second subparagraph of Article 61(1)
and the trend reports referred to in Article 62 shall be
automatically transmitted upon receipt via the electronic system
to the competent authorities of the following Member States

(a) the Member State where the incident occurred;

(b) the Member State where the field safety corrective action is
being or is to be undertaken;
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(c) the Member State where the manufacturer has his registered
place of business;

(d) where applicable, the Member State where the notified body,
that issued a certificate in accordance with Article 43 for the
device in question, is established.

Tuesday 22 October 2013

Amendment

¢) the Member State where the manufacturer has his registered
g
place of business;

(d) where applicable, the Member State where the notified body,
that issued a certificate in accordance with Article 43 for the
device in question, is established.

5a.  The reports and information referred to in Article 60
(5), shall also be automatically transmitted for the device in
question via the electronic system to the notified body that
issued the certificate in accordance with Article 43.

Amendment 182

Proposal for a regulation

Article 61 — paragraph 1 — subparagraph 1

Text proposed by the Commission

1. Member States shall take the necessary steps to ensure that
any information regarding a serious incident that has occurred
within their territory or a field safety corrective action that has
been or is to be undertaken within their territory, and that is
brought to their knowledge in accordance with Article 59 is, at
national level, evaluated centrally by their competent authority, if
possible together with the manufacturer.

Amendment

1. Member States shall take the necessary steps to ensure that
any information regarding a serious incident that has occurred
within their territory or a field safety corrective action that has
been or is to be undertaken within their territory, and that is
brought to their knowledge in accordance with Article 59 is, at
national level, evaluated centrally by their competent authority, if
possible together with the manufacturer. The competent
authority shall take into account the views of all relevant
stakeholders, including patient and healthcare professionals’
organisations and manufacturers’ associations.

Amendment 183

Proposal for a regulation

Article 61 — paragraph 1 — subparagraph 2

Text proposed by the Commission

If in the case of reports received in accordance with Article 59
(3) the competent authority ascertains that the reports relate
to a serious incident it shall notify without delay those reports
to the electronic system referred to in Article 60, unless the
same incident has already been reported by the manufacturer.

Amendment

deleted
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Amendment 184

Proposal for a regulation

Article 61 — paragraph 2

Text proposed by the Commission

2. The national competent authorities shall carry out a risk
assessment with regard to reported serious incidents or field
safety corrective actions, taking into account criteria such as
causality, detectability and probability of recurrence of the
problem, frequency of use of the device, probability of
occurrence of harm and severity of harm, clinical benefit of
the device, intended and potential users, and population affected.
They shall also evaluate the adequacy of the field safety
corrective action envisaged or undertaken by the manufacturer
and the need for and kind of any other corrective action. They
shall monitor the manufacturer’s investigation of the incident.

Amendment

2. The national competent authorities shall carry out a risk
assessment with regard to reported serious incidents or field
safety corrective actions, taking into account criteria such as
causality, detectability and probability of recurrence of the
problem, frequency of use of the device, probability of
occurrence of harm and severity of harm, clinical benefit of
the device, intended and potential users, and population affected.
They shall also evaluate the adequacy of the field safety
corrective action envisaged or undertaken by the manufacturer
and the need for and kind of any other corrective action. They
shall monitor the manufacturer’s investigation of the serious
incident.

Amendment 185

Proposal for a regulation

Article 65 — paragraphs 1, 1 a to 1 e (new) and 2

Text proposed by the Commission

1. The competent authorities shall perform appropriate
checks on the characteristics and performance of devices
including, where appropriate, review of documentation and
physical or laboratory checks on the basis of adequate samples.
They shall take account of established principles regarding risk
assessment and risk management, vigilance data and complaints.
The competent authorities may require economic operators to
make available the documentation and information necessary for
the purpose of carrying out their activities and, where necessary
and justified, enter the premises of economic operators and take
the necessary samples of devices. They may destroy or otherwise
render inoperable devices presenting a serious risk where they
deem it necessary.

Amendment

1. The competent authorities shall perform appropriate
checks on the characteristics and performance of devices
including, where appropriate, review of documentation and
physical or laboratory checks on the basis of adequate samples.
They shall take account of established principles regarding risk
assessment and risk management, vigilance data and complaints.
The competent authorities may require economic operators to
make available the documentation and information necessary for
the purpose of carrying out their activities and enter and inspect
the premises of economic operators and take the necessary
samples of devices for analysis by an official laboratory. They
may destroy or otherwise render inoperable devices presenting a
risk where they deem it necessary.

la. The competent authorities shall designate inspectors
who shall be empowered to carry out the checks referred to in
paragraph 1. The checks shall be carried out by the inspectors
of the Member State in which the economic operator is located.
Those inspectors may be assisted by experts appointed by the
competent authorities.

1b.  Unannounced inspections may also be carried out. The
organisation and implementation of such inspections must
always take account of the principle of proportionality,
particularly with reference to the hazard potential of a
particular product.
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Text proposed by the Commission

2. The Member States shall periodically review and assess the
functioning of their surveillance activities. Such reviews and
assessments shall be carried out at least every four years and the
results thereof shall be communicated to the other Member
States and the Commission. The Member State concerned shall
make a summary of the results accessible to the public.

Tuesday 22 October 2013

Amendment

Ic. Following each inspection carried out under para-
graph 1, the competent authority shall draw up a report on
compliance by the economic operator inspected with the legal
and technical requirements applicable under this Regulation
and any corrective actions needed.

1d.  The competent authority which carried out the inspec-
tion shall communicate the content of this report to the
inspected economic operator. Before adopting the report, the
competent authority shall give the inspected economic operator
the opportunity to submit comments. The final inspection
report as referred to in paragraph 1b shall be entered into the
electronic system provided for in Article 66.

le. Without prejudice to any international agreements
concluded between the Union and third countries, checks as
referred in paragraph 1 can also take place in the premises of
an economic operator located in a third country, if the device is
intended to be made available on the Union market.

2. The Member States shall draw up strategic surveillance
plans covering their planned surveillance activities, as well as
the human and material resources needed to carry those
activities out. Member States shall periodically review and
assess the implementaion of their surveillance plans. Such
reviews and assessments shall be carried out at least every two
years and the results thereof shall be communicated to the other
Member States and the Commission. The Commission may
make recommendations for adjustments to the surveillance
plans. The Member States shall make a summary of the results
and of the Commission’s recommendations accessible to the
public.
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Amendment 186

Proposal for a regulation

Article 66 — paragraph 2

Text proposed by the Commission

2. The information mentioned in paragraph 1 shall be
immediately transmitted through the electronic system to all
competent authorities concerned and be accessible to the
Member States and to the Commission.

Amendment

2. The information mentioned in paragraph 1 shall be
immediately transmitted through the electronic system to all
competent authorities concerned and be accessible to the
Member States, to the Commission, to the Agency and to
healthcare professionals. The Commission shall also ensure
that the public has an appropriate level of access to the
electronic system. In particular, it shall ensure that, where
information is requested on a specific in vitro diagnostic
medical device, it is made available without delay and within
15 days. The Commission, in consultation with the Medical
Devices Coordination Group, shall provide an overview of this
information, every 6 months, for the public and healthcare
professionals. This information shall be accessible through the
European databank referred to in Article 25.

Amendment 187

Proposal for a regulation
Chapter VIII — title

Text proposed by the Commission

Chapter VIII

Cooperation between Member States, Medical Device Coordi-
nation Group, EU reference laboratories, device registers

Amendment

Chapter IX (*)

Cooperation between Member States, Medical Device Coordi-
nation Group, Medical Device Advisory Committee, EU
reference laboratories, device registers

() As a consequence of this amendment, this Chapter will cover Articles 74
to 79.

Amendment 188

Proposal for a regulation

Article 76 a (new)

Text proposed by the Commission

Amendment

Article 76a
Medical Device Advisory Committee

The Medical Device Advisory Committee (MDAC) established
in accordance with the conditions and modalities defined in
Article 78a of Regulation (EU) No ... (*) shall carry out, with
the support of the Commission the tasks assigned to it by this
Regulation.

() Reference and date.
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Amendment 260
Proposal for a regulation
Article 76 b (new)

Text proposed by the Commission Amendment

Article 76b
Assessment Committee for Medical Devices

1. An ACMD is hereby established, under the principles of
highest scientific competence, impartiality, transparency and to
avoid potential conflicts of interest.

2. When undertaking a clinical assessment for a specific
device, the ACMD shall be composed of:

— a minimum of 5 clinical experts in the field of which a
clinical assessment and recommendation have been re-
quested;

— one representative of the EMA;
— one representative of the Commission;

— one representative of patients’ organisations appointed by
the Commission in a transparent manner after a call for
interest, for a three-year term which may be renewed.

The ACMD shall meet on request from the MDCG and
Commission, and its meetings shall be chaired by a Commis-
sion representative.

The Commission shall ensure that the composition of the
ACMD corresponds to the expertise needed for the purpose of
its clinical assessment and recommendation.

The Commission shall be responsible for providing the
secretariat of this Committee.

3.  The Commission shall establish a pool of clinical experts
in the medical fields relevant to in vitro diagnostic medical
devices being assessed by the ACMD.

In order to undertake the clinical assessment and recommen-
dation procedure, each Member State may propose one expert,
following a Union-wide call for expression of interest with a
clear definition by the Commission of the requested profile.
The publication of the call shall be widely advertised. Each
expert shall be approved by the Commission and listed for a
three-year term which may be renewed.

The Members of the ACMD shall be chosen for their
competence and experience in the corresponding field. They
shall perform their tasks with impartiality and objectivity.
They shall be completely independent and shall neither seek
nor take instructions from any government, notified body or
manufacturer. Each member shall draw up a declaration of

interests which shall be made publicly available.
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Text proposed by the Commission Amendment

Text proposed by the Commission

(a) to contribute to the assessment of applicant conformity
assessment bodies and notified bodies pursuant to the

provisions set out in Chapter IV;

In the light of technical progress and any information which
becomes available, the Commission shall be empowered to
adopt delegated acts in accordance with Article 85 amending
or supplementing the fields referred to in the first subpara-

graph of this paragraph.

4.  The ACMD shall fulfil the tasks defined in Article 44a.
When adopting its clinical assessment and recommendation,
the members of the ACMD shall use their best endeavours to
reach consensus. If consensus cannot be reached, the ACMD
shall decide by the majority of their members. Any diverging
opinion shall be annexed to the ACMD opinion.

5. The ACMD shall establish its rules of procedure which
shall, in particular, lay down procedures for the following:

— the adoption of opinions, including in case of urgency;

— the delegation of tasks to reporting and co-reporting
members.

Amendment 261
Proposal for a regulation

Article 77 — point a

Amendment

(-a) to provide regulatory opinions on the basis of a scientific
assessment on certain types of in vitro diagnostic medical
devices pursuant to Article 44a;

(a) to contribute to the assessment of applicant conformity
assessment bodies and notified bodies pursuant to the
provisions set out in Chapter IV;

(aa) to establish and document the high level principles of
competence and qualification and procedures for selection
and authorisation of persons involved in conformity
assessment activities (knowledge, experience and other
competence required) and the required training (initial
and ongoing). The qualification criteria shall address the
various functions within the conformity assessment
process as well as the devices, technologies and areas
covered by the scope of designation;

(ab) to review and approve the criteria of the competent
authorities of Member States in respect of point (aa);
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Text proposed by the Commission Amendment

(ac) to oversee the coordination group of Notified Bodies as
specified in Article 37;

(ad) to support the Commission in providing an overview of
vigilance data and market surveillance activities, includ-
ing any preventive health protection measures taken, on a
6-monthly basis. This information shall be accessible
through the European databank in Article 25;

Amendments 190
Proposal for a regulation

Article 77 — point b

Text proposed by the Commission Amendment

(b) to contribute to the scrutiny of certain conformity deleted
assessments pursuant to Article 42;

Amendment 191
Proposal for a regulation

Article 78 — paragraph 2 — point b

Text proposed by the Commission Amendment
(b) to carry out appropriate tests on samples of manufactured (b) to carry out appropriate laboratory tests on samples of
class D devices or batches of class D devices, as provided for manufactured class D devices on request of competent
in the Section 5.7 of Annex VIII and in Section 5.1 of authorities on samples collected during market surveillance
Annex X; activities under Article 65 and of notified bodies on

samples collected during unannounced inspections under
Annex VIII section 4.4;

Amendment 192
Proposal for a regulation

Article 78 — paragraph 2 — point d

Text proposed by the Commission Amendment
(d) to provide scientific advice regarding the state of the art in (d) to provide scientific advice and technical assistance
relation to specific devices, or a category or group of devices; regarding the definition of the state of the art in relation

to specific devices, or a category or group of devices;
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Amendment 193
Proposal for a regulation
Article 78 — paragraph 2 — point {

Text proposed by the Commission Amendment
(f) to contribute to the development of appropriate testing and (f) to contribute to the development of appropriate testing and
analysis methods to be applied for conformity assessment analysis methods to be applied for conformity assessment
procedures and market surveillance; procedures, in particular for batch verification of class D

devices and for market surveillance;

Amendment 194
Proposal for a regulation

Article 78 — paragraph 2 — point i

Text proposed by the Commission Amendment
(i) to contribute to the development of standards at inter- (i) to contribute to the development of common technical
national level; specifications (CTS) and of international standards

Amendment 195
Proposal for a regulation

Article 78 — paragraph 3 — point a

Text proposed by the Commission Amendment
(a) to have appropriately qualified staff with adequate knowl- (a) to have appropriately qualified staff with adequate knowl-
edge and experience in the field of the in vitro diagnostic edge and experience in the field of the in vitro diagnostic
medical devices for which they are designated; medical devices for which they are designated; appropriate

knowledge and experience shall be based on:

(i) experience of assessing high-risk IVDs and of carrying
out the relevant laboratory tests;

(ii) in-depth knowledge of high-risk in-vitro diagnostic
medical devices and relevant technologies;

(iii) proven laboratory experience in one of the following
areas: testing or calibration laboratory, supervisory
authority or institution, national reference laboratory
for class D devices, quality control of in-vitro
diagnostic medical devices, development of reference
materials for IVDs, calibration of diagnostic medical
devices; laboratories or blood banks which experi-
mentally assess and use high-risk IVDs or, where
applicable, manufacture them in-house;
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Text proposed by the Commission

Tuesday 22 October 2013

Amendment

(iv) knowledge and experience of product or batch testing,
quality checks, design, manufacture and use of IVDs;

(v) knowledge of the health risks faced by patients, their
partners and recipients of blood/organ/tissue dona-
tions/preparations associated with the use and, in
particular, malfunctioning of high-risk IVDs;

(vi) knowledge of this Regulation and of applicable laws,
rules and guidelines, knowledge of the Common
Technical Specifications (CTS), applicable harmo-
nized standards, product-specific requirements and
relevant guidance documents;

(vii) participation in relevant external and internal
quality assessment schemes organised by internation-
al or national organisations.

Amendment 196

Proposal for a regulation

Article 78 — paragraph 5

Text proposed by the Commission

5. Where notified bodies or Member States request scientific
or technical assistance or a scientific opinion from an EU
reference laboratory, they may be required to pay fees to wholly
or partially cover the costs incurred by that laboratory in
carrying out the requested task according to a set of
predetermined and transparent terms and conditions.

Amendment

5. Where notified bodies or Member States request scientific
or technical assistance or a scientific opinion from an EU
reference laboratory, they shall be required to pay fees to wholly
cover the costs incurred by that laboratory in carrying out the
requested task according to a set of predetermined and
transparent terms and conditions.

Amendment 197

Proposal for a regulation

Article 79 — paragraph 1

Text proposed by the Commission

The Commission and the Member States shall take all
appropriate measures to encourage the establishment of registers
for specific types of devices to gather post-market experience
related to the use of such devices. Such registers shall contribute
to the independent evaluation of the long-term safety and
performance of devices.

Amendment

The Commission and the Member States shall take all
appropriate measures to ensure the establishment of registers
for in vitro diagnostic devices to gather post-market experience
related to the use of such devices. Registers for class C and D
devices shall be systematically established. Such registers shall
contribute to the independent evaluation of the long-term safety
and performance of devices.



C 208/276

Official Journal of the European Union

10.6.2016

Tuesday 22 October 2013

Amendment 200

Proposal for a regulation

Chapter IX — title

Text proposed by the Commission

Chapter IX

Confidentiality, data protection, funding, penalties

Amendment

Chapter X (*)

Confidentiality, data protection, funding, penalties

(") As a consequence of this amendment, this Chapter will cover Articles 80
to 83.

Amendment 198

Proposal for a regulation

Article 82 — paragraph 1

Text proposed by the Commission

This Regulation shall be without prejudice to the possibility for
Member States to levy fees for the activities set out in this
Regulation, provided that the level of the fees is set in a
transparent manner and on the basis of cost recovery principles.
They shall inform the Commission and the other Member States
at least three months before the structure and level of fees is to
be adopted.

Amendment

This Regulation shall be without prejudice to the possibility for
Member States to levy fees for the activities set out in this
Regulation, provided that the level of the fees is comparable and
set in a transparent manner and on the basis of cost recovery
principles. They shall inform the Commission and the other
Member States at least three months before the structure and
level of fees is to be adopted.

Amendment 199

Proposal for a regulation

Article 83 — paragraph 1

Text proposed by the Commission

The Member States shall lay down the provisions on penalties
applicable for infringement of the provisions of this Regulation
and shall take all measures necessary to ensure that they are
implemented. The penalties provided for must be effective,
proportionate and dissuasive. The Member States shall notify
those provisions to the Commission by [3 months prior to the
date of application of this Regulation] and shall notify it without
delay of any subsequent amendment affecting them.

Amendment

The Member States shall lay down the provisions on penalties
applicable for infringement of the provisions of this Regulation
and shall take all measures necessary to ensure that they are
implemented. The penalties provided for must be effective,
proportionate and dissuasive. The dissuasive nature of the
penalty shall be determined in relation to the financial benefit
obtained as a result of the infringement. The Member States
shall notify those provisions to the Commission by [3 months
prior to the date of application of this Regulation] and shall
notify it without delay of any subsequent amendment affecting
them.
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Amendment 201

Proposal for a regulation

Chapter X — title

Text proposed by the Commission

Chapter X

Final provisions

Amendment

Chapter XI ()

Final provisions

(*)  As a consequence of this amendment, this Chapter will cover Articles 84
to 90.

Amendment 202

Proposal for a regulation

Article 90 — paragraphs 2 and 3

Text proposed by the Commission

2. It shall apply from [five years after entry into force].

3. By way of derogation from paragraph 2, the following shall
apply:

(a) Article 23(2) and (3) and Article 43(4) shall apply from [18
months after date of application referred to in paragraph 2];

(b) Articles 26 to 38 shall apply from [six months after entry
into force]. However, prior to [date of application as referred
to in paragraph 2], the obligations on notified bodies
emanating from the provisions in Articles 26 to 38 shall
apply only to those bodies which submit an application for
notification in accordance with Article 29 of this Regulation.

Amendment

2. It shall apply from [three years after entry into force].

3. By way of derogation from paragraph 2, the following shall
apply:

(a) Article 23(1) shall apply from [30 months after entry into
force];

(b) Articles 26 to 38 shall apply from [six months after entry
into force]. However, prior to [date of application as referred
to in paragraph 2], the obligations on notified bodies
emanating from the provisions in Articles 26 to 38 shall
apply only to those bodies which submit an application for
notification in accordance with Article 29 of this Regulation.

(ba) Article 74 shall apply from ... (*);

() Six months after the entry into force of this Regulation.

(bb) Articles 75 to 77 shall apply from... (*);

() 12 months after the entry into force of this Regulation.

(bc) Article 59 to 64 shall apply from... (*);

() 24 months after the entry into force of this Regulation.

(bd) Article 78 shall apply from ... (*).

() 24 months after the entry into force of this Regulation
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Text proposed by the Commission Amendment

3a.  The implementing acts referred to in Articles 31(4), 40
(9), 42(8), 46(2) and Articles 58 and 64 shall be adopted
within ... (*)

() 12 months after the entry into force of this Regulation.

Amendment 203
Proposal for a regulation

Annex I — part II — point 6.1 — point b

Text proposed by the Commission Amendment
(b) the clinical performance, such as diagnostic sensitivity, (b) the clinical performance, including measures of clinical
diagnostic specificity, positive and negative predictive value, validity such as diagnostic sensitivity, diagnostic specificity,
likelihood ratio, expected values in normal or affected positive and negative predictive value, likelihood ratio,
populations. expected values in normal or affected populations; and,

where appropriate, measures of clinical utility. In the case
of companion diagnostics, evidence of the clinical utility of
the device for the intended purpose (selection of patients
with a previously diagnosed condition or predisposition
eligible for a targeted therapy) is required. For a companion
diagnostic, the manufacturer should supply clinical evi-
dence relating to the impact of a positive or negative test on
(1) patient care; and (2) health outcomes, when used as
directed with the stated therapeutic intervention.

Amendment 204
Proposal for a regulation

Annex I — part I — point 16

Text proposed by the Commission Amendment
16. Protection against the risks posed by devices intended by the 16. Protection against the risks posed by devices intended by the
manufacturer for self-testing or near-patient testing manufacturer for self-testing
16.1 The devices intended for self-testing or near-patient 16.1 The devices intended for self-testing shall be designed and
testing shall be designed and manufactured in such a manufactured in such a way that they perform appro-
way that they perform appropriately for their intended priately for their intended purpose taking into account the
purpose taking into account the skills and the means skills and the means available to the intended user and the
available to the intended user and the influence resulting influence resulting from variation that can be reasonably
from variation that can be reasonably anticipated in the anticipated in the intended user’s technique and environ-
intended user’s technique and environment. The informa- ment. The information and instructions provided by the
tion and instructions provided by the manufacturer shall manufacturer shall be easy for the intended user to

be easy for the intended user to understand and apply. understand and apply.
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Text proposed by the Commission

16.2 The devices intended for self-testing or near-patient
testing shall be designed and manufactured in such a
way as to

— ensure that the device is easy to use by the intended user
at all stages of the procedure; and

— reduce as far as possible the risk of error by the intended
user in the handling of the device and, if applicable, the
specimen, and also in the interpretation of the results.

16.3 The devices intended for self-testing and near-patient
testing shall, where reasonably possible, include a
procedure by which the intended user can:

— verify that, at the time of use, the device will perform as
intended by the manufacturer; and

— be warned if the device has failed to provide a valid
result.

Tuesday 22 October 2013

Amendment

16.2 The devices intended for self-testing shall be designed and
manufactured in such a way as to

— ensure that the device is easy to use by the intended user
at all stages of the procedure; and

— reduce as far as possible the risk of error by the intended
user in the handling of the device and, if applicable, the
specimen, and also in the interpretation of the results.

16.3 The devices intended for self-testing shall, where reason-
ably possible, include a procedure by which the intended
user can:

— verify that, at the time of use, the device will perform as
intended by the manufacturer; and

— be warned if the device has failed to provide a valid
result.

Amendment 206

Proposal for a regulation

Annex I — part Il — point 17.1 — introductory part

Text proposed by the Commission

Each device shall be accompanied by the information needed to
identify the device and its manufacturer, and communicate safety
and performance related information to the user, professional or
lay, or other person, as appropriate. Such information may
appear on the device itself, on the packaging or in the
instructions for use, taking into account the following:

Amendment

Each device shall be accompanied by the information needed to
identify the device and its manufacturer, and communicate safety
and performance related information to the user, professional or
lay, or other person, as appropriate. Such information may
appear on the device itself, on the packaging or in the
instructions for use, and must be made available on the
manufacturer’s website taking into account the following:

Amendment 207

Proposal for a regulation

Annex I — point 17.1 — point (vi)

Text proposed by the Commission

(vi) Residual risks which are required to be communicated to the
user andfor other person shall be included as limitations,
contraindications, precautions or warnings in the informa-
tion supplied by the manufacturer.

Amendment

(vi) Residual risks which are required to be communicated to the
user andfor other person shall be included as limitations,
precautions or warnings in the information supplied by the
manufacturer.
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Amendment 208
Proposal for a regulation
Annex I — part IIl — point 17.2 — point (xv)

Text proposed by the Commission Amendment

(xv) If the device is intended for single use, an indication of deleted
that fact. A manufacturer’s indication of single use shall
be consistent across the Union;

Amendment 209
Proposal for a regulation

Annex I — part IIl — point 17.3.1 — point (ii) — introductory part

Text proposed by the Commission Amendment

(ii) The device’s intended purpose: (ii) The device’s intended purpose which may include:

Amendment 210
Proposal for a regulation

Annex I — part IIl — point 17.3.1 — point ii — indent 2

Text proposed by the Commission Amendment
— its function (e.g. screening, monitoring, diagnosis or aid to — its function (e.g. screening, monitoring, diagnosis or aid to
diagnosis); diagnosis, prognosis, companion diagnostic);

Amendment 211
Proposal for a regulation

Annex I — part Il — point 17.3.1 — point ii — indent 7 a (new)

Text proposed by the Commission Amendment

— for companion diagnostics, the relevant target population
and directions for use with associated therapeutic(s).
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Amendment 212
Proposal for a regulation

Annex I — part IIl — point 17.3.2 — point i a (new)

Text proposed by the Commission Amendment

(ia) The instruction for use shall be understandable to a
layperson and reviewed by the representatives of relevant
stakeholders, including patient and healthcare profes-
sionals’ organisations and manufacturers’ associations.

Amendment 213
Proposal for a regulation

Annex II — point 1.1 — point ¢ — point ii

Text proposed by the Commission Amendment
(i) its function (e.g. screening, monitoring, diagnosis or aid to (i) its function (e.g. screening, monitoring, diagnosis or aid to
diagnosis); diagnosis, prognosis, companion diagnosis);

Amendment 214
Proposal for a regulation

Annex II — point 1.1 — point ¢ — point viii a (new)

Text proposed by the Commission Amendment

(viiia) for companion diagnostics, the relevant target popula-
tion and directions for use with the associated
therapeutic(s).

Amendment 265
Proposal for a regulation

Annex II — point 3.2 — point b

Text proposed by the Commission Amendment
(b) identification of all sites, including suppliers and sub- (b) identification of all sites, including suppliers and sub-
contractors, where manufacturing activities are performed. contractors, where critical manufacturing activities are

performed.
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Amendment 215
Proposal for a regulation
Annex II — point 6.2 — paragraph 2

Text proposed by the Commission Amendment
The clinical evidence report referred to in Section 3 of Annex XII The clinical evidence report referred to in Section 3 of Annex XII
shall be included and/or fully referenced in the technical shall be included and fully referenced in the technical
documentation. documentation.

Amendment 266
Proposal for a regulation

Annex III — point 7

Text proposed by the Commission Amendment

7. References to the relevant harmonised standards or CTS deleted
used in relation to which conformity is declared;

Amendment 216
Proposal for a regulation

Annex V- part A — point 15

Text proposed by the Commission Amendment
15. in case of devices classified as class C or D, the summary of 15. in case of devices classified as class C or D, the summary of
safety and performance, safety and performance, and the full dataset collected
during the clinical study and the post-market clinical
Sollow-up.

Amendment 217
Proposal for a regulation

Annex V — part A — point 18 a (new)

Text proposed by the Commission Amendment

18a. Full technical documentation and the clinical perfor-
marce report.
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Amendment 218

Proposal for a regulation
Annex VI — points 1.1.4 and 1.2 to 1.6

Text proposed by the Commission

1.1. Legal status and organisational structure

1.1.4.  The organisational structure, distribution of responsi-
bilities and operation of the notified body shall be such that it
assures confidence in the performance and results of the
conformity assessment activities conducted.

The organisational structure and the functions, responsibilities
and authority of its top-level management and of other
personnel with influence upon the performance and results of
the conformity assessment activities shall be clearly documented.

1.2. Independence and impartiality

1.2.1.  The notified body shall be a third-party body that is
independent of the manufacturer of the product in relation to
which it performs conformity assessment activities. The notified
body shall also be independent of any other economic operator
having an interest in the product as well as of any competitor of
the manufacturer.

1.2.2.  The notified body shall be organised and operated so as
to safeguard the independence, objectivity and impartiality of its
activities. The notified body shall have procedures in place that
effectively ensure identification, investigation and resolution of
any case in which a conflict of interests may arise, including
involvement in consultancy services in the field of in vitro
diagnostic medical devices prior to taking up employment with

the notified body.

1.2.3.  The notified body, its top-level management and the
personnel responsible for carrying out the conformity assess-
ment tasks shall not:

— be the designer, manufacturer, supplier, installer, purchaser,
owner, user or maintainer of the products, nor the
authorised representative of any of those parties. This shall
not preclude the purchase and use of assessed products that
are necessary for the operations of the notified body (e.g.
measuring equipment), the conduct of the conformity
assessment or the use of such products for personal
purposes;

Amendment

1.1. Legal status and organisational structure

1.1.4.  The organisational structure, distribution of responsi-
bilities and operation of the notified body shall be such that it
assures confidence in the performance and results of the
conformity assessment activities conducted.

The organisational structure and the functions, responsibilities
and authority of its top-level management and of other
personnel with influence upon the performance and results of
the conformity assessment activities shall be clearly documented.
This information shall be made publicly available.

1.2. Independence and impartiality

1.2.1.  The notified body shall be a third-party body that is
independent of the manufacturer of the product in relation to
which it performs conformity assessment activities. The notified
body shall also be independent of any other economic operator
having an interest in the product as well as of any competitor of
the manufacturer. This does not preclude the notified body from
performing conformity assessment activities for different
economic operators producing different or similar products.

1.2.2.  The notified body shall be organised and operated so as
to safeguard the independence, objectivity and impartiality of its
activities. The notified body shall have procedures in place that
effectively ensure identification, investigation and resolution of
any case in which a conflict of interests may arise, including
involvement in consultancy services in the field of in vitro
diagnostic medical devices prior to taking up employment with

the notified body.

1.2.3.  The notified body, its top-level management and the
personnel responsible for carrying out the conformity assess-
ment tasks shall not:

— be the designer, manufacturer, supplier, installer, purchaser,
owner, user or maintainer of the products, nor the
authorised representative of any of those parties. This shall
not preclude the purchase and use of assessed products that
are necessary for the operations of the notified body (e.g.
measuring equipment), the conduct of the conformity
assessment or the use of such products for personal
purposes;
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— be directly involved in the design, manufacture or construc-
tion, the marketing, installation, use or maintenance of the
products which they assess, or represent the parties engaged
in those activities. They shall not engage in any activity that
may conflict with their independence of judgement or
integrity in relation to conformity assessment activities for
which they are notified;

— offer or provide any service which may jeopardise the
confidence in their independence, impartiality or objectivity.
In particular, they shall not offer or provide consultancy
services to the manufacturer, his authorised representative, a
supplier or a commercial competitor as regards the design,
construction, marketing or maintenance of the products or
processes under assessment. This does not preclude general
training activities relating to medical device regulations or
related standards that are not client specific.

1.2.4.  The impartiality of the notified bodies, of their top
level management and of the assessment personnel shall be
guaranteed. The remuneration of the top level management and
assessment personnel of a notified body shall not depend on the
results of the assessments.

1.2.5. If a notified body is owned by a public entity or
institution, independence and absence of any conflict of interests
shall be ensured and documented between, on the one hand, the
national authority responsible for notified bodies andfor
competent authority and, on the other hand, the notified body.

1.2.6.  The notified body shall ensure and document that the
activities of its subsidiaries or subcontractors, or of any
associated body, do not affect its independence, impartiality or
objectivity of its conformity assessment activities.

1.2.7.  The notified body shall operate in accordance with a
set of consistent, fair and reasonable terms and conditions,
taking into account the interests of small and medium-sized
enterprises as defined by Commission Recommendation 2003/
361EC.

Amendment

— be directly involved in the design, manufacture or construc-
tion, the marketing, installation, use or maintenance of the
products which they assess, or represent the parties engaged
in those activities. They shall not engage in any activity that
may conflict with their independence of judgement or
integrity in relation to conformity assessment activities for
which they are notified;

— offer or provide any service which may jeopardise the
confidence in their independence, impartiality or objectivity.
In particular, they shall not offer or provide consultancy
services to the manufacturer, his authorised representative, a
supplier or a commercial competitor as regards the design,
construction, marketing or maintenance of the products or
processes under assessment. This does not preclude general
training activities relating to medical device regulations or
related standards that are not client specific.

The notified body shall make publicly available the declara-
tions of interest of its top-level management and the personnel
responsible for carrying out the conformity assessment tasks.
The national authority shall verify the compliance of the
notified body with the provisions under this point and shall
report to the Commission twice a year in full transparency.

1.2.4.  The impartiality of the notified bodies, of their top
level management, of the assessment personnel and subcon-
tractors shall be guaranteed. The remuneration of the top level
management, assessment personnel and subcontractors of a
notified body shall not depend on the results of the assessments.

1.2.5. If a notified body is owned by a public entity or
institution, independence and absence of any conflict of interests
shall be ensured and documented between, on the one hand, the
national authority responsible for notified bodies and/or
competent authority and, on the other hand, the notified body.

1.2.6.  The notified body shall ensure and document that the
activities of its subsidiaries or subcontractors, or of any
associated body, do not affect its independence, impartiality or
objectivity of its conformity assessment activities. The notified
body shall provide evidence to the national authority of
compliance with this point.

1.2.7.  The notified body shall operate in accordance with a
set of consistent, fair and reasonable terms and conditions,
taking into account the interests of small and medium-sized
enterprises as defined by Commission Recommendation 2003/
361EC.
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1.2.8.  The requirements of this section in no way preclude
exchanges of technical information and regulatory guidance
between a notified body and a manufacturer seeking their
conformity assessment.

1.3. Confidentiality

The personnel of a notified body shall observe professional
secrecy with regard to all information obtained in carrying out
their tasks under this Regulation, except in relation to the
national authorities responsible for notified bodies, competent
authorities or the Commission. Proprietary rights shall be
protected. To this end, the notified body shall have documented
procedures in place.

1.4. Liability

The notified body shall take out appropriate liability insurance
that corresponds to the conformity assessment activities for
which it is notified, including the possible suspension, restriction
or withdrawal of certificates, and the geographic scope of its
activities, unless liability is assumed by the State in accordance
with national law, or the Member State itself is directly
responsible for the conformity assessment.

1.5. Financial requirements

The notified body shall have at its disposal the financial
resources required to conduct its conformity assessment
activities and related business operations. It shall document
and provide evidence of its financial capacity and its sustainable
economic viability, taking into account specific circumstances
during an initial start-up phase.

1.6. Participation in coordination activities

1.6.1.  The notified body shall participate in, or ensure that its
assessment personnel is informed of the relevant standardisation
activities and the activities of the notified body coordination
group and that its assessment and decision making personnel are
informed of all relevant legislation, guidance and best practice
documents adopted in the framework of this Regulation.

Tuesday 22 October 2013

Amendment

1.2.8.  The requirements of this section in no way preclude
exchanges of technical information and regulatory guidance
between a notified body and a manufacturer seeking their
conformity assessment.

1.3. Confidentiality

The personnel of a notified body shall observe professional
secrecy with regard to information obtained in carrying out their
tasks under this Regulation, only in justified cases and except in
relation to the national authorities responsible for notified
bodies, competent authorities or the Commission. Proprietary
rights shall be protected. To this end, the notified body shall have
documented procedures in place.

Where information and data are requested from the notified
body by public or healthcare professionals and where such a
request is declined, the notified body shall justify the reasons
for mnon-disclosure and shall make publicly available its
justification.

1.4. Liability

The notified body shall take out appropriate liability insurance
that corresponds to the conformity assessment activities for
which it is notified, including the possible suspension, restriction
or withdrawal of certificates, and the geographic scope of its
activities, unless liability is assumed by the State in accordance
with national law, or the Member State itself is directly
responsible for the conformity assessment.

1.5. Financial requirements

The notified body, including its subsidiaries, shall have at its
disposal the financial resources required to conduct its
conformity assessment activities and related business operations.
It shall document and provide evidence of its financial capacity
and its sustainable economic viability, taking into account
specific circumstances during an initial start-up phase.

1.6. Participation in coordination activities

1.6.1.  The notified body shall participate in, or ensure that its
assessment personnel including subcontractors, is informed of
and trained on the relevant standardisation activities and the
activities of the notified body coordination group and that its
assessment and decision making personnel are informed of all
relevant legislation, standards, guidance and best practice
documents adopted in the framework of this Regulation. The
notified body shall keep a record of the actions it takes to
inform its personnel.
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1.6.2.  The notified body shall adhere to a code of conduct,
addressing among other things, ethical business practices for
notified bodies in the field of in vitro diagnostic medical devices
that is accepted by the national authorities responsible for
notified bodies. The code of conduct shall provide for a
mechanism of monitoring and verification of its implementation
by notified bodies.

Amendment

1.6.2.  The notified body shall adhere to a code of conduct,
addressing among other things, ethical business practices for
notified bodies in the field of in vitro diagnostic medical devices
that is accepted by the national authorities responsible for
notified bodies. The code of conduct shall provide for a
mechanism of monitoring and verification of its implementation
by notified bodies.

Amendment 219

Proposal for a regulation

Annex VI — point 2

Text proposed by the Commission

2. QUALITY MANAGEMENT REQUIREMENTS

2.1.  The notified body shall establish, document, implement,
maintain and operate a quality management system that is
appropriate to the nature, area and scale of its conformity
assessment activities and capable of supporting and demonstrat-
ing the consistent achievement of the requirements of this
Regulation.

2.2.  The quality management system of the notified body
shall at least address the following:

— policies for assignment of personnel to activities and their
responsibilities;

— decision-making process in accordance with the tasks,
responsibilities and role of — the top-level management
and other notified body personnel;

— control of documents;

— control of records;

— management review;

— internal audits;

— corrective and preventive actions;

— complaints and appeals.

Amendment

2. QUALITY MANAGEMENT REQUIREMENTS

2.1.  The notified body shall establish, document, implement,
maintain and operate a quality management system that is
appropriate to the nature, area and scale of its conformity
assessment activities and capable of supporting and demonstrat-
ing the consistent achievement of the requirements of this
Regulation.

2.2.  The quality management system of the notified body and
its subcontractors shall at least address the following:

— policies for assignment of personnel to activities and their
responsibilities;

— decision-making process in accordance with the tasks,
responsibilities and role of — the top-level management
and other notified body personnel;

— control of documents;

— control of records;

— management review;

— internal audits;

— corrective and preventive actions;
— complaints and appeals;

— continuous training.
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Proposal for a regulation

Annex VI — point 3.1

Text proposed by the Commission

3.1.1. A notified body shall be capable of carrying out all the
tasks assigned to it by this Regulation with the highest degree of
professional integrity and the requisite technical competence in
the specific field, whether those tasks are carried out by the
notified body itself or on its behalf and under its responsibility.

In particular, it shall have the necessary personnel and shall
possess or have access to all equipment and facilities needed to
perform properly the technical and administrative tasks entailed
in the conformity assessment activities in relation to which it has
been notified.

This presupposes the availability within its organisation of
sufficient scientific personnel who possess experience and
knowledge sufficient to assess the medical functionality and
performance of devices for which it has been notified, having
regard to the requirements of this Regulation and, in particular,
those set out in Annex L

Amendment

3.1.1. A notified body and its subcontractors shall be
capable of carrying out all the tasks assigned to it by this
Regulation with the highest degree of professional integrity and
the requisite technical competence in the specific field, whether
those tasks are carried out by the notified body itself or on its
behalf and under its responsibility. In accordance with
Atrticle 35, this requirement shall be monitored to ensure that
it is of the requisite quality.

In particular, it shall have the necessary personnel and shall
possess or have access to all equipment and facilities needed to
perform properly the technical, scientific and administrative
tasks entailed in the conformity assessment activities in relation
to which it has been notified.

This presupposes the permanent availability within its organisa-
tion of sufficient scientific personnel who possess experience, a
university degree and the knowledge sufficient to assess the
medical functionality and performance of devices for which it
has been notified, having regard to the requirements of this
Regulation and, in particular, those set out in Annex L

Permanent ‘in house’ staff shall be used. However, in
accordance with Article 30, notified bodies may hire external
experts on an ad hoc and temporary basis provided they can
make publicly available the list of those experts, as well as
their declarations of interest and the specific tasks for which
they are responsible.

Notified bodies shall conduct unannounced inspections at least
once a year of all premises at which the medical devices coming
within their remit are manufactured.

The notified body responsible for carrying out the assessment
tasks shall notify the other Member States of the findings of
the annual inspections carried out. Those findings shall be set
out in a report.

It shall also forward a record of the annual inspections carried
out to the relevant national authority responsible.
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3.1.2. At all times and for each conformity assessment
procedure and each kind or category of products in relation to
which it has been notified, a notified body shall have within its
organisation the necessary administrative, technical and scien-
tific personnel with technical knowledge and sufficient and
appropriate experience relating to in vitro diagnostic medical
devices and the corresponding technologies to perform the
conformity assessment tasks, including the assessment of clinical
data.

3.1.3.  The notified body shall clearly document the extent
and the limits of the duties, responsibilities and authorities in
relation of the personnel involved in conformity assessment
activities and inform the personnel concerned about it.

Amendment

3.1.2. At all times and for each conformity assessment
procedure and each kind or category of products in relation to
which it has been notified, a notified body shall have within its
organisation the necessary administrative, technical and scien-
tific personnel with medical, technical and where needed
pharmacological knowledge and sufficient and appropriate
experience relating to in vitro diagnostic medical devices and
the corresponding technologies to perform the conformity
assessment tasks, including the assessment of clinical data or the
evaluation of an assessment made by a subcontractor.

3.1.3.  The notified body shall clearly document the extent
and the limits of the duties, responsibilities and authorities in
relation of the personnel, including any subcontractors,
subsidiaries and external experts, involved in conformity
assessment activities and inform the personnel concerned about
it.

3.1.3a.  The notified body shall make available the list of its
personnel involved in conformity assessment activities and
their expertise to the Commission and, upon request, to other
parties. That list shall be kept up to date.

Amendment 221

Proposal for a regulation

Annex VI — point 3.2

Text proposed by the Commission

3.2.1. The notified body shall establish and document
qualification criteria and procedures for selection and authorisa-
tion of persons involved in conformity assessment activities
(knowledge, experience and other competence required) and the
required training (initial and ongoing training). The qualification
criteria shall address the various functions within the conformity
assessment process (e.g. auditing, product evaluation|testing,
design dossier/file review, decision-making) as well as the
devices, technologies and areas covered by the scope of
designation.

3.2.2.  The qualification criteria shall refer to the scope of the
notified body’s designation in accordance with the scope
description used by the Member State for the notification
referred to in Article 31, providing sufficient level of detail for
the required qualification within the subdivisions of the scope
description.

Specific qualification criteria shall be defined for the assessment
of biocompatibility aspects, clinical evaluation and the different
types of sterilisation processes.

Amendment

3.2.1. The MDCG shall establish and document the
principles of high level competence and qualification criteria
and procedures for selection and authorisation of persons
involved in conformity assessment activities (knowledge,
experience and other competence required) and the required
training (initial and ongoing training). The qualification criteria
shall address the various functions within the conformity
assessment process (e.g. auditing, product evaluation/testing,
design dossier/file review, decision-making) as well as the
devices, technologies and areas covered by the scope of
designation.

3.2.2.  The qualification criteria shall refer to the scope of the
notified body’s designation in accordance with the scope
description used by the Member State for the notification
referred to in Article 31, providing sufficient level of detail for
the required qualification within the subdivisions of the scope
description.

Specific qualification criteria shall be defined for the assessment
of biocompatibility aspects, safety, clinical evaluation and the
different types of sterilisation processes.
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3.2.3.  The personnel responsible for authorising other
personnel to perform specific conformity assessment activities
and the personnel with overall responsibility for the final review
and decision-making on certification shall be employed by the
notified body itself and shall not be subcontracted. This
personnel altogether shall have proven knowledge and experi-
ence in the following:

— Union in vitro diagnostic medical devices legislation and
relevant guidance documents;

— the conformity assessment procedures in accordance with
this Regulation;

— a broad base of in vitro diagnostic medical device
technologies, the in vitro diagnostic medical device industry
and the design and manufacture of in vitro diagnostic medical
devices;

— the notified body’s quality management system and related
procedures;

— the types of qualifications (knowledge, experience and other
competence) required for carrying out conformity assess-
ments in relation to in vitro diagnostic medical devices as well
as the relevant qualification criteria;

— training relevant to personnel involved in conformity
assessment activities in relation to in vitro diagnostic medical
devices;

— the ability to draw up certificates, records and reports
demonstrating that the conformity assessments have been
appropriately carried out.

3.2.4. Notified bodies shall have available personnel with
clinical expertise. This personnel shall be integrated in the
notified body’s decision-making process in a steady way in order
to:

Tuesday 22 October 2013

Amendment

3.2.3.  The personnel responsible for authorising other
personnel to perform specific conformity assessment activities
and the personnel with overall responsibility for the final review
and decision-making on certification shall be employed by the
notified body itself and shall not be subcontracted. This
personnel altogether shall have proven knowledge and experi-
ence in the following:

— Union in vitro diagnostic medical devices legislation and
relevant guidance documents;

— the conformity assessment procedures in accordance with
this Regulation;

— a broad base of in vitro diagnostic medical device
technologies, the in vitro diagnostic medical device industry
and the design and manufacture of in vitro diagnostic medical
devices;

— the notified body’s quality management system and related
procedures;

— the types of qualifications (knowledge, experience and other
competence) required for carrying out conformity assess-
ments in relation to in vitro diagnostic medical devices as well
as the relevant qualification criteria;

— training relevant to personnel involved in conformity
assessment activities in relation to in vitro diagnostic medical
devices;

— the ability to draw up certificates, records and reports
demonstrating that the conformity assessments have been
appropriately carried out.

— at least three years’ appropriate experience in the field of
conformity assessments within a notified body,

— adequate seniority/experience in conformity assessments
under this Regulation or previously applicable law during
a period of at least three years within a notified body. The
notified body staff involved in certification decisions shall
not have been involved in the conformity assessment on
which a certification decision needs to be taken.

3.2.4.  Clinical experts: notified bodies shall have available
personnel with expertise in clinical investigation design,
medical statistics, clinical patient management, Good Clinical
Practice in the field of clinical investigations. Permanent ‘in
house’ staff shall be used. However, in accordance with
Atrticle 28, notified bodies may hire external experts on an ad
hoc and temporary basis provided they can make publicly
available the list of those experts, as well as the specific tasks
for which they are responsible. This personnel shall be
integrated in the notified body’s decision-making process in a
steady way in order to:
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— identify when specialist input is required for the assessment
of the clinical evaluation conducted by the manufacturer and
identify appropriately qualified experts;

— appropriately train external clinical experts in the relevant
requirements of this Regulation, delegated and/or imple-
menting acts, harmonised standards, CTS and guidance
documents and ensure that the external clinical experts are
fully aware of the context and implication of their
assessment and advice provided;

— be able to discuss the clinical data contained within the
manufacturer’s clinical evaluation with the manufacturer
and with external clinical experts and to appropriately guide
external clinical experts in the assessment of the clinical
evaluation;

— be able to scientifically challenge the clinical data presented,
and the results of the external clinical experts’” assessment of
the manufacturer’s clinical evaluation;

— be able to ascertain the comparability and consistency of the
clinical assessments conducted by clinical experts;

— be able to make an objective clinical judgement about the
assessment of the manufacturer’s clinical evaluation and
make a recommendation to the notified body’s decision
maker.

3.2.5. The personnel responsible for carrying out product
related review (e.g. design dossier review, technical documenta-
tion review or type examination including aspects such as
clinical evaluation, sterilisation, software validation) shall have
the following proven qualification:

— successful completion of a university or a technical college
degree or equivalent qualification in relevant studies, e.g.
medicine, natural science or engineering;

— four years professional experience in the field of healthcare
products or related sectors (e.g. industry, audit, healthcare,
research experience) whilst two years of this experience shall
be in the design, manufacture, testing or use of the device or
technology to be assessed or related to the scientific aspects
to be assessed;

Amendment

— identify when specialist input is required for the assessment
of the clinical investigation plans and the clinical evaluation
conducted by the manufacturer and identify appropriately
qualified experts;

— appropriately train external clinical experts in the relevant
requirements of this Regulation, delegated andfor imple-
menting acts, harmonised standards, CTS and guidance
documents and ensure that the external clinical experts are
fully aware of the context and implication of their
assessment and advice provided;

— be able to discuss the rationale of the planned study design,
the clinical investigation plans and the selection of the
control intervention with the manufacturer and with
external clinical experts and to appropriately guide external
clinical experts in the assessment of the clinical evaluation;

— be able to scientifically challenge the clinical investigation
plans and the clinical data presented, and the results of the
external clinical experts’ assessment of the manufacturer’s
clinical evaluation;

— be able to ascertain the comparability and consistency of the
clinical assessments conducted by clinical experts;

— be able to make an objective clinical judgement about the
assessment of the manufacturer’s clinical evaluation and
make a recommendation to the notified body’s decision
maker.

— ensure independence and objectivity and disclose potential
conflicts of interest.

3.2.5.  Product assessors: the personnel responsible for
carrying out product related reviews (e.g. design dossier review,
technical documentation review or type examination including
aspects such as clinical evaluation, sterilisation, software
validation) shall have specialist qualifications which should
include:

— successful completion of a university or a technical college
degree or equivalent qualification in relevant studies, e.g.
medicine, natural science or engineering;

— four years professional experience in the field of healthcare
products or related sectors (e.g. industry, audit, healthcare,
research experience) whilst two years of this experience shall
be in the design, manufacture, testing or use of the device (as
defined within a generic device group) or technology to be
assessed or related to the scientific aspects to be assessed;
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— appropriate knowledge of the general safety and perfor-
mance requirements laid down in Annex I as well as related
delegated and/or implementing acts, harmonised standards,
CTS and guidance documents;

— appropriate knowledge and experience of risk management
and related in vitro diagnostic medical device standards and
guidance documents;

— appropriate knowledge and experience of the conformity
assessment procedures laid down in Annexes VIII to X, in
particular of those aspects for which they are authorised, and
adequate authority to carry out those assessments

3.2.6.  The personnel responsible for carrying out audits of
the manufacturer’s quality management system shall have the
following proven qualification:

— successful completion of a university or a technical college
degree or equivalent qualification in relevant studies, e.g.
medicine, natural science or engineering

— four years professional experience in the field of healthcare
products or related sectors (e.g. industry, audit, healthcare,
research experience) whilst two years of this experience shall
be in the area of quality management

— appropriate knowledge of the in vitro diagnostic medical
devices legislation as well as related delegated andfor
implementing acts, harmonised standards, CTS and guidance
documents;

— appropriate knowledge and experience of risk management
and related in vitro diagnostic medical device standards and
guidance documents;

— appropriate knowledge of quality management systems and
related standards and guidance documents;

Tuesday 22 October 2013

Amendment

— appropriate knowledge of the general safety and perfor-

mance requirements laid down in Annex I as well as related
delegated and/or implementing acts, harmonised standards,
CTS and guidance documents;

qualification based on technical or scientific fields (e.g.
sterilization, biocompatibility, animal tissue, human tissue,
software, functional safety, clinical evaluation, electrical

safety, packaging);

appropriate knowledge and experience of risk management
and related in vitro diagnostic medical device standards and
guidance documents;

appropriate knowledge and experience of clinical evalua-
tion;

appropriate knowledge and experience of the conformity
assessment procedures laid down in Annexes VIII to X, in
particular of those aspects for which they are authorised, and
adequate authority to carry out those assessments

3.2.6.  Auditor: The personnel responsible for carrying out
audits of the manufacturer’s quality assurance system shall have
specialist qualifications, which should include:

— successful completion of a university or a technical college

degree or equivalent qualification in relevant studies, e.g.
medicine, natural science or engineering

four years professional experience in the field of healthcare
products or related sectors (e.g. industry, audit, healthcare,
research experience) whilst two years of this experience shall
be in the area of quality management

appropriate knowledge of technologies such as those
defined by IAF/EAC coding or equivalent;

appropriate knowledge of the in vitro diagnostic medical
devices legislation as well as related delegated andfor
implementing acts, harmonised standards, CTS and guidance
documents;

appropriate knowledge and experience of risk management
and related in vitro diagnostic medical device standards and
guidance documents;

appropriate knowledge of quality management systems and
related standards and guidance documents;
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— appropriate knowledge and experience of the conformity
assessment procedures laid down in Annexes VIII to X, in
particular of those aspects for which they are authorised, and
adequate authority to carry out the audits;

— training in auditing techniques enabling them to challenge
quality management systems.

Amendment

— appropriate knowledge and experience of the conformity
assessment procedures laid down in Annexes VIII to X, in
particular of those aspects for which they are authorised, and
adequate authority to carry out the audits;

— training in auditing techniques enabling them to challenge
quality management systems.

Amendment 222

Proposal for a regulation

Annex VI — point 3.4

Text proposed by the Commission

3.4. Subcontractors and external experts

3.4.1.  Without prejudice to the limitations emanating from
Section 3.2., notified bodies may subcontract clearly defined
parts of the conformity assessment activities. The subcontracting
of the auditing of quality management systems or of product
related reviews as a whole is not allowed.

3.4.2.  Where a notified body subcontracts conformity
assessment activities either to an organisation or an individual,
it shall have a policy describing the conditions under which
subcontracting may take place. Any subcontracting or consult-
ation of external experts shall be properly documented and be
subject to a written agreement covering, among others,
confidentiality and conflict of interests.

3.4.3.  Where subcontractors or external experts are used in
the context of the conformity assessment, the notified body shall
have adequate own competence in each product area for which it
is designated to lead the conformity assessment, to verify the
appropriateness and validity of expert opinions and make the
decision on the certification.

3.4.4. The notified body shall establish procedures for
assessing and monitoring the competence of all subcontractors
and external experts used

Amendment

3.4. Subcontractors and external experts

3.4.1.  Without prejudice to the limitations emanating from
Section 3.2., notified bodies may subcontract clearly defined
parts of the conformity assessment activities in particular where
clinical expertise is limited. The subcontracting of the auditing
of quality management systems or of product related reviews as
a whole is not allowed.

3.4.2.  Where a notified body subcontracts conformity
assessment activities either to an organisation or an individual,
it shall have a policy describing the conditions under which
subcontracting may take place. Any subcontracting or consult-
ation of external experts shall be properly documented, be
publicly available and be subject to a written agreement
covering, among others, confidentiality and conflict of interests.

3.4.3.  Where subcontractors or external experts are used in
the context of the conformity assessment, the notified body shall
have adequate own competence in each product area, each
treatment or medical speciality for which it is designated to lead
the conformity assessment, to verify the appropriateness and
validity of expert opinions and make the decision on the
certification.

3.4.4. The notified body shall establish procedures for
assessing and monitoring the competence of all subcontractors
and external experts used
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Text proposed by the Commission Amendment

3.4.4a. The policy and procedures under points 3.4.2 and
3.4.4 shall be communicated to the national authority before
any subcontracting takes place.

Amendment 223
Proposal for a regulation

Annex VI — point 3.5.2

Text proposed by the Commission Amendment
3.5.2. It shall review the competence of its personnel and 3.5.2. It shall review the competence of its personnel and
identify training needs in order to maintain the required level of identify training needs and ensure that necessary measures are
qualification and knowledge. taken accordingly, in order to maintain the required level of

qualification and knowledge.

Amendment 224
Proposal for a regulation

Annex VI — point 3.5 a — title and point 3.5 a.1 (new)

Text proposed by the Commission Amendment

3.5a. Additional requirements for Special Notified Bodies

3.5a.1. Clinical Experts for Special Notified Bodies

Notified bodies shall have available personnel with expertise in
clinical investigation design, medical statistics, clinical patient
management, Good Clinical Practice in the field of clinical
investigations and pharmacology. Permanent ‘in house’ staff
shall be used. However, in accordance with Article 30, notified
bodies may hire external experts on an ad hoc and temporary
basis provided they can make publicly available the list of
those experts, as well as the specific tasks for which they are
responsible. That personnel shall be integrated in the notified
body’s decision-making process in a steady way in order to:

— identify when specialist input is required for the assess-
ment of the clinical investigation plans and the clinical
evaluation conducted by the manufacturer and identify
appropriately qualified experts;
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Text proposed by the Commission

— appropriately train external clinical experts in the relevant
requirements of this Regulation, delegated and/or imple-
menting acts, harmonised standards, CTS and guidance
documents and ensure that the external clinical experts are
fully aware of the context and implication of their
assessment and advice provided;

— be able to discuss the rationale of the planned study design,
the clinical investigation plans and the selection of the
control intervention with the manufacturer and with
external clinical experts and to appropriately guide
external clinical experts in the assessment of the clinical
evaluation;

— be able to scientifically challenge the clinical investigation
plans and the clinical data presented, and the results of the
external clinical experts’ assessment of the manufacturer’s
clinical evaluation;

— be able to ascertain the comparability and consistency of
the clinical assessments conducted by clinical experts;

— be able to make an objective clinical judgement about the
assessment of the manufacturer’s clinical evaluation and
make a recommendation to the notified body’s decision
maker.

— have an understanding of active substances.

— ensure independence and objectivity and disclose potential
conflicts of interest

Amendment 267
Proposal for a regulation

Annex VI — point 3.5 a.2. (new)

Amendment

3.5a.2. Product Specialists for Special Notified Bodies

The personnel responsible for carrying out product related
reviews (e.g. design dossier review, technical documentation
review or type examination) for devices referred to in Article 41
a shall have the following proven Product Specialist qualifica-
tion:
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Amendment

— Meet the requirement for Product Assessors;

— Have an advanced academic degree in a field relevant to
medical devices, or alternatively have six years of relevant
experience in in vitro diagnostic medical devices or related
sectors;

— Have an ability to identify key risks of products within the
specialist’s product categories without prior reference to
manufacturer’s specifications or risk analyses;

— Have an ability to assess the essential requirements in the
absence of harmonised or established national standards;

— The professional experience should be gained in the first
product category their qualification is based on, relevant to
the product category of designation of the notified body,
providing sufficient knowledge and experience to thor-
oughly analyse the design, the validation and verification
testing and the clinical use, with a sound understanding of
the design, manufacture, testing, clinical use and risks
associated with such a device;

— Missing professional experience for further product
categories closely related to the first product category,
may be substituted by internal product specific training
programmes;

— For product specialists with qualifications in specific
technology, professional experience should be gained in
the specific technology area, relevant to the scope of
designation of the notified body.

For each designated product category, the Special notify body
shall have a minimum of two product specialists of which at
least one in house, to review devices referred to in Article 41a
(1). For those devices, product specialists shall be available in
house for the designated technology fields covered by the scope
of notification.
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Amendment 226
Proposal for a regulation

Annex VI — Point 3.5 a.3. (new)

Amendment

3.5a.3. Training for Product Specialists

Product Specialists shall receive a minimum of 36 hours of
training in in vitro diagnostic medical devices, in vitro
diagnostic medical device regulations, and assessment and
certification principles, including training in the verification of
manufactured product.

The Notified Body shall ensure that in order for a product
specialist to be qualified, he or she obtains adequate training in
the relevant procedures of the Notified Body’s quality
management system and is taken through a training plan
consisting of sufficient design dossier reviews witnessed,
performed under supervision and peer reviewed before doing
a qualifying full independent review.

For each product category for which qualification is sought,
the Notified Body must show evidence of appropriate knowl-
edge in the product category. A minimum of five design
dossiers (at least two of them initial applications or significant
extensions of certification) shall be conducted for the first
product category. For subsequent qualification in additional
product categories evidence of adequate product knowledge and
experience needs to be demonstrated.

Amendment 227
Proposal for a regulation

Annex VI — Point 3.5 a. 4. (new)

Amendment

3.5a.4. Maintenance Qualification for Product Specialists

Qualifications of product specialists shall be reviewed on an
annual basis; a minimum of four design dossier reviews,
independent of the number of product categories qualified for
shall be demonstrated as a four-year rolling average. Reviews
of significant changes to the approved design (not full design
examinations) shall count for 50%, as shall reviews
supervised.
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Amendment

On an ongoing basis, the product specialist shall be required to
show evidence of state-of-art product knowledge, review
experience in each product category for which qualification
exists. Annual training with regard to latest status of
Regulations, harmonized standards, relevant guidance docu-
ments, clinical evaluation, performance evaluation, CTS
requirements must be demonstrated.

If the requirements for renewal of qualification are not met,
the qualification shall be suspended. Then the first upcoming
design dossier review shall be done under supervision, and re-
qualification confirmed based on the outcome of that review.

Amendment 228

Proposal for a regulation

Annex VI — point 4

Text proposed by the Commission

4.1.  The notified body’s decision-making process shall be
clearly documented, including the process for the issue,
suspension, reinstatement, withdrawal or refusal of conformity
assessment certificates, their modification or restriction and the
issue of supplements.

4.2.  The notified body shall have in place a documented
process for the conduct of the conformity assessment
procedures for which it is designated taking into account their
respective specificities, including legally required consultations,
in respect of the different categories of devices covered by the
scope of notification, ensuring transparency and the ability of
reproduction of those procedures.

4.3.  The notified body shall have in place documented
procedures covering at least:

— the application for conformity assessment by a manufacturer
or by an authorised representative,

— the processing of the application, including the verification
of the completeness of the documentation, the qualification
of the product as in vitro diagnostic medical device and its
classification,

Amendment

4.1.  The notified body’s decision-making process shall be
transparent and clearly documented and its outcome publicly
available, including the issue, suspension, reinstatement, with-
drawal or refusal of conformity assessment certificates, their
modification or restriction and the issue of supplements.

4.2.  The notified body shall have in place a documented
process for the conduct of the conformity assessment
procedures for which it is designated taking into account their
respective specificities, including legally required consultations,
in respect of the different categories of devices covered by the
scope of notification, ensuring transparency and the ability of
reproduction of those procedures.

4.3.  The notified body shall have in place documented
procedures that are publicly available covering at least:

— the application for conformity assessment by a manufacturer
or by an authorised representative,

— the processing of the application, including the verification
of the completeness of the documentation, the qualification
of the product as in vitro diagnostic medical device and its
classification, as well as the recommended duration for
conducting its conformity assessment,
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— the language of the application, of the correspondence and
of the documentation to be submitted.

— the terms of the agreement with the manufacturer or
authorised representative,

— the fees to be charged for conformity assessment activities,

— the assessment of relevant changes to be submitted for prior
approval,

— the planning of surveillance,

— the renewal of certificates.

Amendment

— the language of the application, of the correspondence and
of the documentation to be submitted.

— the terms of the agreement with the manufacturer or
authorised representative,

— the fees to be charged for conformity assessment activities,

— the assessment of relevant changes to be submitted for prior
approval,

— the planning of surveillance,

— the renewal of certificates.

Amendment 229

Proposal for a regulation

Annex VI — point 4 a (new)

Text proposed by the Commission

Amendment

4a. A RECOMMENDED DURATION FOR CONFORMITY
ASSESSMENTS CONDUCTED BY NOTIFIED BODIES

4.1.  Notified bodies shall identify the audit duration for the
stage 1 and stage 2 initial audits, and surveillance audits for
each applicant and certified client

4.2.  An audit duration shall be based, inter alia, on the
effective number of personnel of the organisation, the
complexity of the processes within the organisation, the nature
and the characteristics of the medical devices included in the
scope of the audit and the different technologies that are
employed to manufacture and control the medical devices. The
audit duration may be adjusted based on any significant
factors that uniquely apply to the organisation to be audited.
The notified body shall ensure that any variation in audit
duration does not compromise the effectiveness of audits.

4.3.  The duration of any scheduled on site audit shall not be
less than one auditor/day.

44.  Certification of multiple sites under one quality
assurance system shall not be based on a sampling system.
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Amendment 230

Proposal for a regulation

Annex VII — point 1.1

Text proposed by the Commission

1.1.  Application of the classification rules shall be governed
by the intended purpose of the devices.

Amendment

1.1.  Application of the classification rules shall be governed
by the intended purpose, novelty, complexity and inherent risk
of the devices.

Amendment 231

Proposal for a regulation

Annex VII — point 2.3 — point ¢

Text proposed by the Commission

c) detecting the presence of an infectious agent, if there is a
significant risk that an erroneous result would cause death or
severe disability to the individual or foetus being tested, or to
the individual’s offspring;

Amendment

¢) detecting the presence of an infectious agent, if there is a
significant risk that an erroneous result would cause death or
severe disability to the individual, foetus or embryo being
tested, or to the individual’s offspring;

Amendment 232

Proposal for a regulation

Annex VII — point 2.3 — point f — point ii

Text proposed by the Commission

(ii) Devices intended to be used for disease staging; or

Amendment

(ii) Devices intended to be used for disease staging or prognosis;
or

Amendment 233

Proposal for a regulation

Annex VII — point 2.3 — point j

Text proposed by the Commission

(j) screening for congenital disorders in the foetus.

Amendment

(j) screening for congenital disorders in the foetus or embryo.
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Amendment 235

Proposal for a regulation

Annex VIII — point 3.2 — point d — indent 2

Text proposed by the Commission

— the product identification procedures drawn up and kept up
to date from drawings, specifications or other relevant
documents at every stage of manufacture;

Amendment

— the product identification and traceability procedures drawn
up and kept up to date from drawings, specifications or other
relevant documents at every stage of manufacture;

Amendment 236

Proposal for a regulation

Annex VIII — point 4.4 — subparagraph 1

Text proposed by the Commission

The notified body shall randomly perform unannounced factory
inspections to the manufacturer and, if appropriate, at the
manufacturer’s suppliers and/or subcontractors, which may be
combined with the periodic surveillance assessment referred to
in Section 4.3. or be performed in addition to this surveillance
assessment. The notified body shall establish a plan for the
unannounced inspections which must not be disclosed to the
manufacturer.

Amendment

The notified body shall randomly perform for each manufac-
turer and generic device group unannounced inspections at the
relevant manufacturing sites and, if appropriate, at the
manufacturer’s suppliers andfor subcontractors, The notified
body shall establish a plan for the unannounced inspections
which must not be disclosed to the manufacturer. At the time of
such inspections, the notified body shall carry out tests or ask
to carry them out in order to check that the quality
management system is working properly. It shall provide the
manufacturer with an inspection report and with a test report.
The notified body shall carry out such inspections at least once
every three years.

Amendment 237

Proposal for a regulation

Annex VIII — point 5.3

Text proposed by the Commission

5.3.  The notified body shall examine the application employ-
ing staff with proven knowledge and experience regarding the
technology concerned. The notified body may require the
application to be completed by further tests or other evidence to
allow assessment of conformity with the requirements of the
Regulation. The notified body shall carry out adequate physical
or laboratory tests in relation to the device or request the
manufacturer to carry out such tests.

Amendment

5.3.  The notified body shall examine the application employ-
ing staff with proven knowledge and experience regarding the
technology concerned. The notified body shall ensure that the
manufacturer’s application adequately describes the design,
manufacture and performance of the device, allowing assess-
ment of whether the product conforms with the requirements
set out in this Regulation. The notified body shall comment on
the conformity of the following:

— general description of the product,
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Amendment

— design specifications, including a description of the
solutions adopted to fulfil the essential requirements,

— systematic procedures used for the design process and
techniques used to control, monitor and verify the design of
the device.

The notified body may require the application to be completed
by further tests or other evidence to allow assessment of
conformity with the requirements of the Regulation. The
notified body shall carry out adequate physical or laboratory
tests in relation to the device or request the manufacturer to
carry out such tests.

Amendment 238

Proposal for a regulation

Annex VIII — point 5.7

Text proposed by the Commission

5.7.  To verify conformity of manufactured devices classified
as class D, the manufacturer shall carry out tests on the
manufactured devices or each batch of devices. After the
conclusion of the controls and tests he shall forward to the
notified body without delay the relevant reports on these tests.
Furthermore, the manufacturer shall make the samples of
manufactured devices or batches of devices available to the
notified body in accordance with pre-agreed conditions and
modalities which shall include that the notified body or the
manufacturer, in regular intervals, shall send samples of the
manufactured devices or batches of devices to a reference
laboratory, where designated in accordance with Article 78, to
carry out appropriate tests. The reference laboratory shall inform
the notified body about its findings.

Amendment

5.7.  To verify conformity of manufactured devices classified
as class D, the manufacturer shall carry out tests on the
manufactured devices or each batch of devices. After the
conclusion of the controls and tests he shall forward to the
notified body without delay the relevant reports on these tests.
Furthermore, the manufacturer shall make the samples of
manufactured devices or batches of devices available to the
notified body in accordance with pre-agreed conditions and
modalities which shall include that the notified body or the
manufacturer shall send samples of the manufactured devices or
batches of devices to a reference laboratory, where designated in
accordance with Article 78, to carry out appropriate tests. The
reference laboratory shall inform the notified body about its
findings.

Amendment 239

Proposal for a regulation

Annex VIII — point 6.1 — title

Text proposed by the Commission

6.1.  Examination of the design of devices for self-testing and
near-patient testing classified as class A, B or C

Amendment

6.1  Examination of the design of devices for self-testing
classified as class A, B or C and of devices for near patient
testing classified as class C
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Amendment 240

Proposal for a regulation

Annex VIII — point 6.1 — point a

Text proposed by the Commission

(a) The manufacturer of devices for self-testing or near-patient
testing classified as class A, B and C shall lodge with the
notified body referred to in Section 3.1 an application for the
examination of the design.

Amendment

(a) The manufacturer of devices for self-testing classified as class
A, B and C and of devices for near patient testing classified
as class C shall lodge with the notified body referred to in
Section 3.1 an application for the examination of the design.

Amendment 241

Proposal for a regulation

Annex VIII — point 6.2 — point e

Text proposed by the Commission

(e) The notified body shall give due consideration to the
opinion, if any, expressed by the medicinal products
competent authority concerned or the EMA when making
its decision. It shall convey its final decision to the medicinal
products competent authority concerned or to the EMA. The
design-examination certificate shall be delivered in accor-
dance with point (d) of Section 6.1.

Amendment

() The notified body shall give due consideration to the
opinion, if any, expressed by the medicinal products
competent authority concerned or the EMA on the scientific
suitability of the companion diagnostic when making its
decision. If the notified body deviates from that position, it
shall justify its decision to the medicinal products competent
authority concerned or to the EMA. If no agreement is
reached, the notified body shall inform the MDCG thereof.
The design-examination certificate shall be delivered in
accordance with point (d) of Section 6.1.

Amendment 242

Proposal for a regulation

Annex IX — point 3.5

Text proposed by the Commission

3.5. in the case of devices classified as class D, request a
reference laboratory, where designated in accordance with
Article 78, to verify compliance of the device with the CTS or
with other solutions chosen by the manufacturer to ensure a
level of safety and performance that is at least equivalent. The
reference laboratory shall provide a scientific opinion within 30
days. The scientific opinion of the reference laboratory and any
possible update shall be included in the documentation of the
notified body concerning the device. The notified body shall give
due consideration to the views expressed in the scientific
opinion when making its decision. The notified body shall not
deliver the certificate if the scientific opinion is unfavourable;

Amendment

3.5. in the case of devices classified as class D, or for
companion diagnostics, request a reference laboratory, where
designated in accordance with Article 78, to verify compliance
of the device with the CTS or with other solutions chosen by the
manufacturer to ensure a level of safety and performance that is
at least equivalent. The reference laboratory shall provide a
scientific opinion within 30 days. The scientific opinion of the
reference laboratory and any possible update shall be included in
the documentation of the notified body concerning the device.
The notified body shall give due consideration to the views
expressed in the scientific opinion when making its decision. The
notified body shall not deliver the certificate if the scientific
opinion is unfavourable;
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Amendment 243

Proposal for a regulation
Annex IX — point 3.6

Text proposed by the Commission

3.6.  For companion diagnostic intended to be used to assess
the patient eligibility to a treatment with a specific medicinal
product, seek the opinion, on the basis of the draft summary of
safety and performance and the draft instructions for use, of a
one of the competent authorities designated by the Member
States in accordance with Directive 2001/83/EC (hereinafter
referred to as ‘medicinal products competent authority’) or the
European Medicines Agency (hereinafter referred to as ‘EMA’)
on the suitability of the device in relation to the medicinal
product concerned. Where the medicinal product falls exclu-
sively within the scope of the Annex of Regulation (EC)
No 726/2004, the notified body shall consult the EMA. The
medicinal products authority or the European Medicines
Agency shall deliver its opinion, if any, within 60 days upon
receipt of the valid documentation. This 60-day period may be
extended only once for a further 60 days on scientifically valid
grounds. The opinion of the medicinal products authority or of
the EMA and any possible update shall be included in the
documentation of the notified body concerning the device. The
notified body shall give due consideration to the opinion, if any,
expressed by the medicinal products competent authority
concerned or the EMA when making its decision. It shall
convey its final decision to the medicinal products competent
authority concerned or to the EMA.

Amendment

Tuesday 22 October 2013

deleted

Amendment 244

Proposal for a regulation

Annex IX — point 5.4

Text proposed by the Commission

54. Where the changes affect a companion diagnostic
approved through the EU type-examination certificate with
regard to its suitability in relation to a medicinal product, the
notified body shall consult the medicinal products competent
authority that was involved in the initial consultation or the
EMA. The medicinal products competent authority or the EMA
shall give its opinion, if any, within 30 days after receipt of the
valid documentation regarding the changes. The approval of
any change to the approved type shall take the form of a
supplement to the initial EU type-examination certificate.

Amendment

deleted
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Amendment 245

Proposal for a regulation

Annex X — point 5.1

Text proposed by the Commission

5.1. In the case of devices classified as class D, the
manufacturer shall carry out tests on the manufactured devices
or each batch of devices. After the conclusion of the controls
and tests he shall forward to the notified body without delay the
relevant reports on these tests. Furthermore, the manufacturer
shall make the samples of manufactured devices or batches of
devices available to the notified body in accordance with pre-
agreed conditions and modalities which shall include that the
notified body or the manufacturer, in regular intervals, shall
send samples of the manufactured devices or batches of devices
to a reference laboratory, where designated in accordance with
Article 78, to carry out appropriate tests. The reference
laboratory shall inform the notified body about its findings

Amendment

5.1. In the case of devices classified as class D, the
manufacturer shall carry out tests on the manufactured devices
or each batch of devices. After the conclusion of the controls
and tests he shall forward to the notified body without delay the
relevant reports on these tests. Furthermore, the manufacturer
shall make the samples of manufactured devices or batches of
devices available to the notified body in accordance with pre-
agreed conditions and modalities which shall include that the
notified body or the manufacturer shall send samples of the
manufactured devices or batches of devices to a reference
laboratory, where designated in accordance with Article 78, to
carry out appropriate laboratory tests. The reference laboratory
shall inform the notified body about its findings

Amendment 246

Proposal for a regulation
Annex XII — Part A — point 1.2.1.4

Text proposed by the Commission

1.2.1.4  The analytical performance data shall be summarised
as part of the clinical evidence report.

Amendment

1.2.1.4  The analytical performance full dataset shall accom-
pany the clinical evidence report and may be summarised as
part of it.

Amendment 247

Proposal for a regulation

Annex XII — Part A — point 1.2.2.5

Text proposed by the Commission

1.2.2.5  Clinical performance data shall be summarised as
part of the clinical evidence report.

Amendment

1.2.2.5  Clinical performance full dataset shall accompany
the clinical evidence report and may be summarised as part of
it.
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Amendment 248

Proposal for a regulation

Annex XII — Part A — point 1.2.2.6 — indent 2

Text proposed by the Commission

— For devices classified as class C according to the rules set out
in Annex VII, the clinical performance study report shall
include the method of data analysis, the study conclusion
and the relevant details of the study protocol;

Amendment

— For devices classified as class C according to the rules set out
in Annex VII, the clinical performance study report shall
include the method of data analysis, the study conclusion
and the relevant details of the study protocol and the full
dataset;

Amendment 249

Proposal for a regulation
Annex XII — Part A — point 1.2.2.6 — indent 3

Text proposed by the Commission

— For devices classified as class D according to the rules set out
in Annex VII, the clinical performance study report shall
include the method of data analysis, the study conclusion,
the relevant details of the study protocol and the individual
data points.

Amendment

— For devices classified as class D according to the rules set out
in Annex VII, the clinical performance study report shall
include the method of data analysis, the study conclusion,
the relevant details of the study protocol and the full
dataset.

Amendment 250

Proposal for a regulation

Annex XII — Part A — point 2.2 — paragraph 1

Text proposed by the Commission

Every step in the clinical performance study, from first
consideration of the need and justification of the study to the
publication of the results, shall be carried out in accordance with
recognised ethical principles, as for example those laid down in
the World Medical Association Declaration of Helsinki on Ethical
Principles for Medical Research Involving Human Subjects
adopted by the 18" World Medical Assembly in Helsinki,
Finland, in 1964 and last amended by the 5 9" World Medical
Association General Assembly in Seoul, Korea, in 2008.

Amendment

Every step in the clinical performance study, from first
consideration of the need and justification of the study to the
publication of the results, shall be carried out in accordance with
recognised ethical principles, as for example those laid down in
the World Medical Association Declaration of Helsinki on Ethical
Principles for Medical Research Involving Human Subjects
adopted by the 18th World Medical Assembly in Helsinki,
Finland, in 1964 and last amended by the 59th World Medical
Association General Assembly in Seoul, Korea, in 2008.
Conformity with the above principles shall be granted after
an examination by the Ethics Committee concerned.
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Amendment 251

Proposal for a regulation

Annex XII — Part A — point 2.3.3 — paragraph 1

Text proposed by the Commission

A “clinical performance study report, signed by a medical
practitioner or any other authorised person responsible, shall
contain documented information on the clinical performance
study protocol, results and conclusions of the clinical perfor-
mance study, including negative findings. The results and
conclusions shall be transparent, free of bias and clinically
relevant. The report shall contain sufficient information to
enable it to be understood by an independent party without
reference to other documents. The report shall also include as
appropriate any protocol amendments or deviations, and data
exclusions with the appropriate rationale.

Amendment

A ‘clinical performance study report, signed by a medical
practitioner or any other authorised person responsible, shall
contain documented information on the clinical performance
study protocol, results and conclusions of the clinical perfor-
mance study, including negative findings. The results and
conclusions shall be transparent, free of bias and clinically
relevant. The report shall contain sufficient information to
enable it to be understood by an independent party without
reference to other documents. The report shall also include as
appropriate any protocol amendments or deviations, and data
exclusions with the appropriate rationale. The report shall be
accompanied by the clinical evidence report as described in
point 3.1 and be accessible through the electronic system
referred to in Article 51.

Amendment 252

Proposal for a regulation

Annex XII — Part A — point 3.3

Text proposed by the Commission

3.3 The clinical evidence and its documentation shall be
updated throughout the life cycle of the device concerned
with data obtained from the implementation of the
manufacturer’s post-market surveillance plan referred to in
Article 8(5) which shall include a plan for the device post-
market follow-up in accordance with Part B of this Annex.

Amendment

3.3 The clinical evidence data and its documentation shall be
updated throughout the life cycle of the device concerned
with data obtained from the implementation of the
manufacturer’s post-market surveillance plan referred to in
Article 8(5) which shall include a plan for the device post-
market follow-up in accordance with Part B of this Annex.
The clinical evidence data and its subsequent updates
through post-market follow-up shall be accessible through
the electronic systems referred to in Articles 51 and 60.

Amendment 253

Proposal for a regulation

Annex XIII — Part I a (new) — point 1 (new)

Text proposed by the Commission

Amendment

Ia. Incapacitated subjects and minors

1. Incapacitated subjects
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Amendment

In the case of incapacitated subjects who have not given, or
who have not refused to give, informed consent before the onset
of their incapacity, interventional clinical performance studies
and other clinical performance studies involving risks for the
subjects of the studies may be conducted only where, in
addition to the general conditions, all of the following
conditions are met:

— the informed consent of the legal representative has been
obtained; consent shall represent the subject’s presumed
will and may be revoked at any time, without detriment to
the subject;

— the incapacitated subject has received adequate informa-
tion in relation to his or her capacity for understanding
regarding the study and its risks and benefits from the
investigator or his/her representative, in accordance with
the national law of the Member State concerned;

— the explicit wish of an incapacitated subject, who is capable
of forming an opinion and assessing this information, to
refuse participation in, or to be withdrawn from, the
clinical performance study at any time without giving a
reason and with no liability or prejudice whatsoever being
incurred by the subject or their legal representative as a
result shall be followed by the investigator;

— no incentives or financial inducements are given except
compensation for participation in the clinical performance

study;

— such research is essential to validate data obtained in a
clinical performance study on persons able to give
informed consent or by other research methods;

— such research relates directly to a medical condition from
which the person concerned suffers;

— the clinical performance study has been designed to
minimise pain, discomfort, fear, and any other foreseeable
risk in relation to the disease and the developmental stage
and both the risk threshold and the degree of distress are
specially defined and constantly observed;

— the research is necessary to promote the health of the
population concerned by the clinical performance study
and cannot instead be performed on capacitated subjects;
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— there are grounds for expecting that participation in the
clinical performance study will produce a benefit for the
incapacitated subject outweighing the risks or will produce
only a minimal risk;

— an ethics committee, with expertise regarding the relevant
disease and the patient population concerned, or that has
taken advice on clinical, ethical and psychosocial questions
in the field of the relevant disease and patient population
concerned, has endorsed the protocol;

The test subject shall as far as possible take part in the consent
procedure.

Amendment 254

Proposal for a regulation

Annex XIII — Part I a (new) — point 2 (new)

Text proposed by the Commission

Amendment

2. Minors

An interventional clinical performance study and other clinical
performance studies involving risks for the minor may be
conducted only where, in addition to the general conditions, all
of the following conditions are met:

— the written informed consent of the legal representative or
representatives has been obtained, whereby consent shall
represent the minor’s presumed will;

— the informed and express consent of the minor has been
obtained, where the minor is able to give consent according
to national law,

— the minor has received all relevant information in a way
adapted to his or her age and maturity, from a medical
doctor (either the investigator or member of the study
team) trained or experienced in working with children,
regarding the study, the risks and the benefits;

— without prejudice to second indent, the explicit wish of a
minor who is capable of forming an opinion and assessing
this information to refuse participation in, or to be
withdrawn from, the clinical performance study at any
time, is duly taken into consideration by the investigator;
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— no incentives or financial inducements are given except
payment for participation in the clinical performance study

— such research either relates directly to a medical condition
from which the minor concerned suffers or is of such a
nature that it can only be carried out on minors;

— the clinical performance study has been designed to
minimise pain, discomfort, fear and any other foreseeable
risk in relation to the disease and developmental stage, and
both the risk threshold and the degree of distress are
specially defined and constantly observed;

— there are grounds to expect that some direct benefit for the
category of patients concerned by the study may be
obtained from the clinical performance study;

— the corresponding scientific guidelines of the Agency have
been followed;

— the interests of the patient shall always prevail over those
of science and society;

— the clinical performance study does not replicate other
studies based on the same hypothesis and age-appropriate
technology is used;

— an ethics committee, with paediatric expertise or after
taking advice in clinical, ethical and psychosocial problems
in the field of paediatrics, has endorsed the protocol.

The minor shall take part in the consent procedure in a manner
adapted to his or her age and maturity. Minors who are able to
give consent according to national law shall also give their
informed and express consent to participate in the study.

If during a clinical performance study the minor reaches the
age of majority as defined in the national law of the Member
State concerned, his/her express informed consent shall be
obtained before the study may continue.



